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, 1ST SEssioN H,. R.1627
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, I ! 

To amend the Federal Insecticide. Fungicide. and Rodenticide Act and the 


Federal Food. Drug. an~ Cosmetic Act. and for other purposes. 

I 

IN THE HOUSE OF REPRESENTATIVES 

:APRIL 1, 1993 

IHr. LEHMAN (for himself, Mr. BLILEY, Mr. Ro'\\"LA....''D,?1r. SMITH of Oregon, 
Mr. ,ROBERTS. ,Mr. PENh';Y. Mr. EXGLISH of Oklahoma, Mr. HOLDEN, 
Mr. EMERSON, Mr. KIKGSTON, Mr. SARPALIU~, Mr. EWING, Mr. 
DOOLEY. Mr. JOHXSOK of South Dakota, Mr. BARRETT of Nebraska. 

, " I
I'IIr. BOEHNER, 1Ir. CmIBEST, :Mr. DOOLITTLE. Mr, CmmIT, Mr. BISH. 
01'. Mr. GUA'DERSON: Mr. PmIEROY, Mr. ,ALLARD. Mr, TOWNS, Mr. 
COOPER, Mr. HALL of ~Texas. Mr. MCi\IILLA.J."':, IMr. HAsTERT, Mr. 
UPTOK, Mr. PAXOK, IVlr. KLUG, Mr. FRANKS of Connecticut, Mr. MAN· 
TOK, 'Mr. BOUCHER, Mr. iCRAPO, Mr. BARTOK of Texas, 1\k GILLMOR, 
Mr. OXLEY, 'Mr. TAUZIK, ~ Mr. MOOKEHEAD) introduced the followingj bill; which was referred jointly to the Committees on Agriculture and En
ergy and Commerce I ' ;' .1. ,, .' , 

: I; 

I 

A BILL ,. 

To amend the Federal Insecticide, Fungicide, and 
'~ Rodenticide Act and the -Federal Food,; Drug, and Cos! .: . 

metic Act, and for other purposes. 
I 

I 


1 Be it enacted by the Senate and H otise of Representa
; . I 

2 tives of the United Stbtes ofAmerica in Congress assembled, , ' 

I
3 SECTION 1. SHORT TITLE. ' 

i' 

4 This Act may qe cited as the "Fooq. Quality Protec
, , '.' '.' \. I ,'.' 

5 tion Act of 1993".1 
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1 ,TITLE I..J.cANCELLATION AND 

·2· . SUSPENSION 

3 SEC. 101. REFERENCE. 
,j ; . ' 

4 \Vhenever in th!s title an amendme~t or repeal is ex- , 

5 pressed in terms of ~m amendment to, o~ repeal of, a sec-
J: 

,6 tion or other provision, the reference shall be considered 
. I I . 

7 ' to be made to a'seciion or other provisi6n of the Federal 
I " I 
I ', 

8. Insecticide, Fungiciqe, and Rodenticide A;ct. 
i 

9 SEC. 102. CANCELLATION. 

I 


10 Section 6(b) (~ U.S.C.'136d(b) is iamended to read 
, I .!. 

11 as follows: I 
I 

12 "(b) CANCELLATION AND CHANG~ IN CLASSIFICA
I 

13 TION OR OTHER TERMS OR CONDITIO~S OF REGISTRA

, ,14 TION.- , 

I 


'IS "(1) AUTHORITY.-Notwithstanding any other , 'i ' 
16 provision of th~s Act, the Administrator may, by use i. 

I" 

17 of informal rl~lemaking under this subsection, pre-
I 

18 scribe require~ents regarding the composition, pack-
I ' I 
I 

19 .aging, and labeling of a pesticide (or a group of pes-
J ' ! 

20 ticides containing a common activ~ or 'inert ingredi- , 
, '-- : 

1 ! 
, , I 

21 ent), or may c~assify any such pesticide, or may pro
'. '. I 

22 hibit the registration or continu~d registration of 
I I 

23 an~' such pesticide for some or al~ purposes, to the 

24 ex"tent necessarY to assure that the pesticide when 
, • &I '; , 

25 used in accordance' with widespread and commonly 
, I 
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, " ,r, '.' 
1 ' 'fecognizedpractice, doesJ?ot generally ,cause unrea - ' 

: I' 
2 sonabie adverse effects on the environment. 

1 : 


3 ,,1(2) BASIS FOR RULE~-
1 	 • '.' 

. , I. . 
! . . ' . 

4 	 U(A) The Admin~strator may not initiate a 
I, 
I 

5 rille making under' t~is subsection unless the, 
I 

6 rplemaking is based or a validated test or other 
, 	 , 

7 significant evidence raising prudent concerns of 
,I ' " , " , 

8 dnreasoriable adverse effects to man or to the 
i 

I 


9 environment. 
! 

'to 

10 	 "(B)(i) The Adrq.inistrator shall submit to 
i 	 i 

11 ,Ii scientific peer revi~w committee established 
,"
I , 

12 	 by the Administrator ~he validated test or other 

13 	 significant evidence ,*pon which the Adminis-
I 
I 	 •

14 .trator proposes to: 'base' a rulemakmg under 

I15 , paragraph (1). 
. I I . 

16 ' 	 "(ii) The scientific peer reVIew committee 

17 	 shall provide written: recommendations to the 
1 	 . i ' ' 
I 	 • '. ,. 

18 	 Adrriinistrator as to whether the test or evi-', ' 	 , 

I 

19 	 d,ence reviewed satisfi~s the criteria under para-
I 
I 

20 	 graph (1) for initiating a rulemaking under 
I 

21 	 ~aragraph (1). I' 
I : 

, I 

22 	 "( iii) The scient~fic peer revie\'r commi ttee 
, 

23 	 shall consist of emplovees of or consultants to 
, 	 I".' 
, 	 I 

24 	 the .Environmental Protection Agency who have 
, I 

25 	 n,ot been involved in~' any previous analysis of 
, 

i 
! ' 

;
.HR 1627 IJ:I 
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, , i' ,1 the validated test or significaht evidence pre

, , . ~ '" 

2 sented to the c~mmitteeand' who ,are 'expert in " 
, ..: '. . ".. ' :. . t, ." ,', ". ' :. 

3 the physic~l or ·biological disci~lines' involved in 
,4 the propos¢d rulemaking. I' 

, 


'. i .' i 

"(3) PRENOTICE PROCEDURES.-:" ' 

I " , 
1 • . " 

6 "(A) trhe Administrator mav ,not initiate a 
( 

. :, !", ' j",," ',' " 
7 'rulemaking under paragraph~l) until the Ad

8 ministratof has furnished. to the registrant of 
, I 

. I , ( 

9 each affected pesticide a notice that includes a 
J ~ i, . 
i 1 l(

summary of the validated test! or other signifi:- ' 
I .' 

11 cant evidJnc~ upon' which' the Administrator L 

12 proposes tp, base the rulemakipgarid the basis 1: 

1~.13 for a determination that suchi test or evidence 
I . I 
, I , 

14 raises prudent concerns., that the pesticide 
, I " ' ...', ' 

" causes unreasonable adverse risks to man or to 
! I

'.il;· " 
16 the envirqnment. A registrant . shall have 30 

~ , . t· ; 
17 days aftet receipt of, a notic~ provided under .. 

I . , 1 

18 this subparagraph to respond to ·such notice. 
. I : 

19 "(B) :At the same time that the Adminis- 1~ 
I I" 
, I . 
I, . . , 2(' , trator furnishes notice to registrants of the pes

,I ' : , . 2,'
21 ticide under subparagraph (A), the Adminis

2:22 trator shall also furnish such Aotice to' the Sec
, I 

2:'i i 
23 . retary of: ~~ariculture and: t,he ',Secretary of 

i·. " i 

24 Health' arid Human Servi:ces. i Upon receipt, of 

such notification, the Secretarv of Agriculture" 
. ,'"

: 

'-HR 1627 1lI I ' 
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i 	 I 

1 \1;rhen an agriculturat commodit~, IS affected, 
! 	 I 
I . 

2 shall prepare an' analysis of the benefit and use 
: 	 i 

i 

3 data of the pesticide and provide the analysis to 
:1 

I 

4 the Administrator. 
. I 	 , 

'j(4) ADVANCE NOTICE TO PUBLIC.
I. 

i 

·6 "(A) The Administrator after receiving the 
a 

7 recommendation of tpe peer revie~ committee 
I 	 . i 

8 e,stablished. under' paragraph (2)(B) together 

9 with any comments sUbmitted by the Secretary 
a 	 I . ,i .. ' 

of Agriculture, the· Secretary of Health and 
1 I 	 i 

11 Human Services, . and any registrant shall 
I 

12 either-
IS 

13 	 "0) issue an advance notice of pro

14 	
I . posed rulemakin~, or 
i 

, "(ii) issue a ' notice of a proposed deci
o 

16 sion not to initiate a rulemaking undero 	 I 
I 

17 	 paragraph (1), i 

18 	 "(B) The Admin!istrator shall publish such 
I I 	 . 

19 ~otice. in the Federal :Register and provide a pe-
I I 

I 

rioel of not less than' 60 days for comment 
I 

, 	 I 

21 thereof;. The ilOtice siu111 contain a stat.ement of 
I I' 

! . I

22 its' basis and purpose, which shall include a 

23 . ~ummary of
, 
I '. 

24 	 "(i) the factual data on which the no-I . . . 

tice is based, 
I 

'e, I 
I 

.HR 1627 IH 
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4 

6 

7 

8 

9 

11 

12 

13 

14 

16 
, \ 

'17 

18 

19 

21 

22 

23 

24 

6 

"(iO the 'major sc~entific assumptions 

underlying the notice, ard 
i ' 

.; "(iii) a summary ~f the notice under . : 
" i 

pa~agraph (3) and aliy significant com-
I 
.1· 
. mepts received . from . any' registrant, the 

. i 
Se~retary of Agricultrir~, and the Secretary 

I 
of Health and Human Services. ; , 

"(6) If the Administr~tor, after consider- ' 
f ' 

ing any.! comments received, decides not to issue 

a notic~ of proposed rulemaking, the Adminis
, . 

I 

I ' 

trator spall publish in the, :F((deral .&gister a 
• 1 • • 

I ,. 

notice setting forth the decision and its basis. 
I ' i '. .' 

"( 5) D~CKET.-For . each i rulem8hlng , under 
! 

paragraph ( l), the AdministratQr shall establish a 
1 i 

docket. The ~ocket shall include ~. copy of the notice 
ii, 

,under paragraph. (3), of' any', ~,otice 'issued under 

paragraph (4), of the notice of proposed rulemaking 
I ; 
! I 

under paragraph (6), of each tirpely comment filed 
I '1 

with the' Adbinistrator, of the:report of the Sci

entific Advis:ory Panel under paragraph (8)', of a 
, 1 " ~ 

, . 
record of ea~h hearing held by the Ad;ministrator in 

, I ,I 

connection with the I1llemaking, ~nd of the final rule 
. : i , 

or decision tb' withdraw the rule. IInformation in the , i 

docket shall he made available to, the public consist-
I ' I 

ent with the : requirements of section 10. No factual! .. " 

I 
" ·HR 1627 IH ! ' 



• 1 

7 ! . . . ' I 
1 mateHal that' has not b'een entered into the docket 

:. 1 • 

2 in a ;timely manner may ibe relied upon b~' the Ad
, I' 

, ", ! 

3 ministrator in issuillg a~al rule or in withdrawing 
, 

" , 

4 a proposed rule' or by an~ person in a judicial review 
: !, 

5 proc~din~, except for- i 

y 6 "(A) , 'information of which' the Adminis
iI 

7 ~rator may prope~ly f.ake official notice, or 
I i 

8 '.' (B) informati1n of which a court may. 
" I 

le 9 ,properly take judicial notice. " 
, 1 

s- 10 f'(6) NOTICE OF PROPOSED RULEMAKING.
. . ! . , 

I ' 

a 11 "(A) Not less than 60 days after an ad
, . i , 

s. 12 lvance notice of proppsed rulemaking, except as 
, I 

i I 

:r 13 . provid~d in paragraPh (14), the Administrator 
, " . I,' , ' 

• . I . 
,'j 14 ;ma~' issue a notice of proposed rulemaking. The 

, , ' " , 
; . 1 

15 :notice of proposed rulemaking shall include a 
I .! 

16 ,statement of its ba$is and purpose, a request 
1 i 

17 'for any additional data needed, and a bibliog

18 :raphy of all signific~nt scientific data and stud-
I' I 

:1- 19 iies on which the pfoposed rule is based. The 
I 
I 

(! 20 istatement of basis ~nd' purpose shall include a 
I 

lli 21 !summar:' of
',J i 

I22 .1 ,. (i) the faqtual data on which the pro
I ' I 

IH' .23 posed rule is ba,sed, 
I 

I 
I 
I 

! 
tal i 

I 
I 

, i 
I 



i 
i 

I 
! 

1 

i 
I8 ,I 

I ,I 
1 , 'I'(ii) the m~or scientific assumptions, 

I . .. 

2 legal Iinterpretations, and! policy consider-
I I 

3 ation~ u,nderlying the prop,osed rule, 
I . .. : . 

4 'i(iii). a summary of Brvailable risk-ben

5 efit i~formation, includinJ benefits and use 
i
, 

. 
I 

6 information as 'provided by the Secre'tary
! I . 

I . I 

7 of Agriculture, and :. 
! I " 

8 . 'l(iv) the Administratbr's analysis and· 
! : 

9 tentative conclusions regarding the bal
.Ii 


10 ancin~ of such risks and b~nefits. 

I I 

11 "(B) ;Registrants of the pesticide and any 
l i 

12 person who submits comments: on the proposed 
'I . I. ' 

13 rule shall inake a report to the :Administrator of 
I 

, I 

14 all scientific data and studies :in such person's 
, ' 

. I 

, 15 possesl:?ion : concerning the risks and benefits of 
j . : . 

16 the pesticiae that are the subject of the rule-
i I 

17 making and were· riot included in the bibliog
i 

18 raphy incl~ded in the notice required in' sub-
i" I, , 

19 paragraph [ (A). ,If such persoh receives addi
".[.. ,...... .: .', . 

20 tional scientific data or studies! pertinent to' the 
,I " i ' , 

: I, 

21 rulemakingthat were not included in ,such bibli
. I ' ' ,I. " 

, I ' ' I ' 

22 ography, tHe person shall makela report of such 
• " • . ,I 

23 scientific dkta and studies to t~e Administ~ator
: i " 

24 promptly after receipt. If the ~~dministrator re-
o t I 

. I" t 

25 'celves repo'rts containing additional data con-

i 
I 

. !
·HR 18117111 I 
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cerning risks or benefits, the Administrator1 

2 shall revise the biblihgraphv to reflect such data 
. I . •W 

3 and make the revis~ bibliography.. available to 

.1 "4 the public. .i 
;(' "(C) .The Ad~inistrator shall provide a 

I 

6 comment period of rot less than 90 .days after. 
. I 

7 the publication of the notice of proposed rule-
I 

I' •td 8 making. During such period any. person may 
I 

tl- 9 submit comments, 1ata, or documentary infor

mation on the,propdsed rule. Promptly upon re

ly 11 , ceipt by the Administrator, all written com
, 

~d 12 ments and documentary' information on the' pro

of 13 posed rule received. froin any person for inclu

14 sion in the docket ~Uring the comment period: 

of shall be placed in th;e docket. 

.e 16 "(D) At the same time that the Adminis

17 trator publishes notice under subparagraph (A), 

b 18 the Administrator shall provide the Secretary of 
I 

li 19 Agriculture and th~ SecreblIT of Health and
I • 
I •he Human Services with a copy of the proposed 
I 

~ I" . .Ii - 21 - I rule. ~ot later tha11 90 days after the pubhca-
:. ' 

. . . I 

22 tioll of tll(': ~otice1f proposed rnlemaking, the .. 

or 23 Secretary of Agric~lture and the Secretary of 
I 

24 Health and Human: Services mm· provide com
, ·1 • , 

,n
. .., ments o~such prorsedrule. ",hen anIIgricul· ... . .'. 

i 
i 

HE. 1627 IIH-.-2 -I 
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10 , 
I 

1 'tural co.m~o.ditY· is. affected, the Secretary o.f 

2 A:,lYj-iculture: 
" 

; 

shall pro.vide to.' the Administrato.r 

I 


3 . an analysisi o.f the impact o.f the! pro.po.sed actio.n 
. : , ,I 

, 1 

4 ,o.n the dotnestic and glo.bal javailability and 


5 prices o.f agricultural co.mmo.dities and retail 

1 - I 
I I 

6 fo.o.d prices: and any asso.ciated !so.cietal impacts 
, '. I 

7 (including co.nsumer nutritio.n :and health and 
,I I 

1 1 

8 lo.w·inco.me :co.nsumers). , i 
9 . "(7) INFO~MAL HEARING.-':' , 

i 

! 
10 "(A) ~~Y perso.n· who. has submitted a 

I 
1 

11 co.mmentmaY,no.t later than If) 
1 

days after the 
- I 
! . I . . 

12 clo.se o.f the, co.mment perio.d, request o.f the Ad· 
; . I 

13 ministrato.r! an info.rmal hearin~ o.n questio.ns o.f 
I 

I 

14 . fact pertai¢ng to. the pro.po.sed rule. o.r co.m· 
i, i . 

15 ments thereo.n. Upo.n such req~est, the Admin- 1 
, 

16 istrato.rshall schedule an info.rmal hearing no.t 1 
I I 

i : 
17 to. . exceed 2 0 days duratio.n, and to. co.nduct no.t 1 

1

I . : . 

18 later 'than '60 davs after the cl:ose o.f the co.m
tV: 
I - , 

19 ment perio.d. The Administrato.t shall anno.unce 1 
i 

20 the time, p)ace, and purpo.se o.f the hearing in 2 
~ , ..' ~ . 

21 the Feder~l Register. The i~fo.rmal hearing 
I 

22 shall be li~ited to. addressing questio.ns o.f fact 2 
i I 

23 raised by materials in the do.cl<et. A 'transcript 2 
j 

24 shall' be mJdeof any oral pres~ntatio.n, discus- 2 
I 

25 sio.n, or debate and included in the docket. 2.
i I 
I 

- i 
I 

·HR 1627 m I 
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,I 

/' , ' 1 	 "(B), The' Ad~linistrator shall appoinf' (!i 

2 presiding officer who shall have the authoriTY to ' 
, , ' , i ' 

11 3 ! adniinister oaths, regulate the course of the
'i.' " 	 'i" ",', ' 

d 4 	 J hearing" conduct p:r:ehearing conferences, sched-·' ' 
," . : 
I 

i I 	 i ule presentations, and exclude irrelevanC imn1a, 

6 I 
, 

teri~l, or unduly repetitious evidence. 

d 7 	 . "(0)' The prekiding officer shall conduct 
: ' I ' 

8 [the informal hearing in a manri.er that encour
, 	 " 

! I 
9 I ages discussion and debate on qu~stions of fact 

, I ' 
, . "1 • , 

a 	 regarding' the' doc~et;" The Administrator' shall 
!
i 	 ' , 

11 designate' one or more employees of the Envi-
I ' 	 i , " ' 

12 ; ,'ronmental Protection Agency to participate in 
, 	 I ' ' 

I 

of 13 I,the hearing. Any person who submitted a com
! I 

14 ,i ment' on the proposed rule ma~' participate in 

the hearing and shhll be entitled to present. evi
, 

, I 
16 dence 	 and argum~nt to support' thepartici-

I 

ot 	 17 pant's position or ~ebut a contrary position and 
I 

\1- 18 " may choose to presbnt materials' in oral or writ

,:t~ 19 . f 
I ' " 	 I, 

m 	 i "(8) REVIEW ~y ,SCIENTIFIC ADVISORY 
I, I 	 , 

21 PA.~EL.-At the time t11e Administrator' issues a "no

22 ,tic(: of' proposed rUlemfking under paragrapb( (j), 

23 the! Administrator shall :provide a cop~' ,of SUell notic("
'I " I 

I ' 	 I 

s-	 24 to ,;the Scientific Advisbry Pane] established undet; 
, 	 :. . 

'section 25(d). If anyjperson submits' comments 
1 ! 

" 

! 
-HR 1627 m 
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1 .under paragr~ph (6) in oppositio~ to the proposed, 
I I. 

2 n.Ile, .the Admjnistrator shall request. the comments, 
.' i 

. 3 evaluation's~ aAd re~ommendationsbf the Panel as to 
, 

4 the impact on health and the ertvironment of· the 
, .. I . 
, I' 

5. proposed rule 'and on any dispute4 issues of fact or 

6 scientific polic;y that appear to be iof .significance in 
. ..1 . 

7 . the rulemakinfS. The Panel may hpld a public hear

8' . ing to' discus~ . the proposed rule.,' .ThePanel .shall 
, .~ . ...;. , ,i '. . . 

9 . provide a report to' the Administrator not later than · ,
! I 
: . I·' .' ..

10 30 days after: the~lose of comme\lt perIOd (pr, .If a 

11 hearing has b~en requested under paragraph (7), not 
" .!' 

12 later ~han 30!days after the ~ndlof such.h.earing).· 
, , t i 

13 The Administrator shall allow: a reasonable time for . 

14 Written public comment on the' Panel's .report. A 
; . i 

.15 copy of the P~nel's report and a~y comments' shall. 
~ '. L' . 

16 . '. be included in; the rulemaking docket. '.. 
" . : 
". . '·1'· . 

17 "(9) FINAL ACTION.-Aiter cbnsidering all ma
:. I " 
· I . . 

18 terial in the qocket, the Administ~ator shall publish. "" , . 

19 in the Federal: Register either. a final rule or a with
· . i 

• 1 • 

20 drawnl of the I)l'Oposed rule. The~'}dl11inistrator maJ' · ,. 

21 not prohibit ~ use 'of a pesticide I if· alternative re-. 

22 quirements will assure that the pe~ticide, when used 
I 

1 r 

in accordance i'with widespread· and. commonly recoQ.'
I ~I' .. .!, .' . t.'· ' . 


24 nized practice~ will not generally cause unreasonable 


25 . u{h'erse effect~ on the environme~lt, In taking any 
! 

.HR 1627 IH 
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13 I 
I 	 , I . 

1 	 finat action, the Administrator shall take. into ac
I 

2 . count the impact of th~action on production and 
. . i 	 '. .'. I .' . 

3 	 prices of agricultural commodities, retail food prices, 
I 	 . I .' . .' 

4 	 and · otherwise, on agric~ltural economy. The' final 

rule! or \vithdrawal of the proposal shall be accom-
I 	 . . . 

6 pani~d by a statement thtJ.t- .' ,". 

7 .: .', . "(A) eX"Plains tJe reasons for the action;, 
I :. 

8 j . "(B) responds .toany comments made by 
. I . 	 . I· . . 

9 	 tthe ,Secretary of Awfculture or the Secretary of. 

'Health and Human; Services, and responds to 
,. 	 , 
; i 	 . 

11 'Iany report of the Scientific Advisory Panel;' .' .' 
. " I . . 

12 , "(C) responds te each significant comment' 
'\ : 

. 
13 Icontained in the doc~et; and 

14 "(D) in the case of a final rule-::
, . I1 • 

'. "(i) explains" the 'reasons for any
I 	 ... 

, 16 major differenc,es . between the final rule 

17 and thepropose~rule; 
. 	 I· 

. I 

,18 ," (ii) describes the impact of the final 

,19. : ..['. ' :. nIle .' on,production and prices of agricui
,", ' 

.~., . 

tUJ'~11 "(;on~modidcs.retail food priees,~11dI 	
I . . . i 	 ' . . 

21 	 otlienvise on the agricultural economy; and 
.'! .', '. 

. ·1 
I 
, "( iii)' e::q)iuins. any significant· dis,. 

23 ' I agreements· the! Administrator may have 

24 \vith the comnients, evaluations, or rec· 
I 	 l. 

y oinmendations .Icontained in the report' 
I 	 I 

. "f . 

I, 
I 

.HR 1627IH 
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1 
 under' paragraph (8) or I the benefits and 
I I 

2 ,use 'Iinformation described in paragraph 

3 (6)(4)(iii) and analysi,~ III paragraph 
, 	 , 
: . 	 f . 

4 (6)(P) as it bears on the fin:al I'ltle. 
. 	 I ' 

5 A final rule issued under this subsection shall be ef
i 

l 	 I 

6 fective upon the date of its public~tion in the Fed
!• . 	 I 

7 eral Regi,ster. I 
I 

8 "(10) MODIFICATION OR CANCELLATION.-· 
. f 	 : 
i· , 

9 "(A) iA final rule shall ~tate any require
. I 	 : . 

10 ments, classifications, or prohibitions imposed 
; < i . 

11 by the ru;le, and shall state that each affected 

12 	 registran~ . shall have a 30-day period from the 

13 date' of p~blication of the' rule in the Federal 
l 

14 Register ~o apply for an amendment to the reg-
I 	 i 

., 	 i. 

15 istration to comply with the rule or to request , i 
'16 voluntary cancellation of the ~egistration. How

. 	 I • 

17 , ever,_ if the rule unconditio~ally prohibits all' 
, 

18 uses of ,aj.pesticide, the rule Fay provide that 

19 cancellation . of the registratioh of the pesticide 
1 	 i 

20 is effecti~e upon pUblication iof the 'rule. The 

21 final rule j may prohibit or lirriit distribution or 
I 	 ' 

22 sale by the registrant of the affected pesticide 
I ' 

'i I 

23 to any otper person III any State during such 
I .

\ 24 30-day period. 

I 
I 
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1 "(B) Notwithstailding an~~ other provision 
! ,i . 

2 bf this Act, if an application for an amendment 
, 
: ' I 

3 ~ the, registration ~ .make· it comply with a 
I I 

4 riIle issued under subparagraph (A) is not sub-
I' I. , 

5 Imitted within such ~O-day period, the Adminis
I 

6 ;trator may issue and publish in the Federal 
, I 

7 ,;Register an order c~nceling the registration, ef-
I. . i 

8 ':fective' upon the d~te of publication of the 
, , 

9 ·'order in· the Federal Register. 
! . 

10 1"(11) DENIAL' OF! APPLICATIONS.-Notwith
;' 'j 

11 stan~ing any other provision of this Act, no applica-I 
.. I I 

12 tion : for initial or amended registration of any pes
, I 

. I 

13 ticid~ under section 3 of 24(c) may be approved if 

14 the registration "'ould be: inconsistent,vith a rule ill 
, I' , 

. I 

15.. effect under this subsection. 
• I; .': .' . ' 

16 :"(12) AMENDMENT pF RULE.-A registrant, or 
Ii· 

17 other interested person With the concurrence of the , II I ' 

18 regi~tra11t; may petition ifor the amendment or rev
. . ' 

19 , ocadon of a rule that ~as been issued under this 

,20 subs~ction. The ,petition ~hall state the factual mate
" I ; 

· I ' 
21 rial 'and argtllilCnt that form the basis for the peti

i' I' , 
22 tion.i The Administrator shall publish a notice of the 

, I . 
, i· i' ',', 

23 petition ill the Federal Register and allmv a' 60-da~~'h I . , . 
24 complent period thereon;_ Not .later than 180 days ' 

25 ~fte~ 'publication' of the: notice, the Administrator' 
I ! 

( 
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16 	 I 
I 

I,. 
1 shall determine whether to deny t~e petition or to 

I 	 , 

2 propose to amend or revoke the rule;, and publish the 
, 

3 determination and its basis in the Federal Register. 
, 	 I 
, 	 I 

4 In making such. a determination, the Administrator ' . . 	 I . i ' . 
, 	 , 

5 shall give due regard to the desira;bility of finality, 
i 	 i . 

6 to the opportu~ity that the petition~r had to present 
. 	 ! . I 


, I 


7 the factual material and argument in question in the 
I 	 I 

; 	 I 

8 prior rule making . proceeding, ahd· ·:to any new evi-. 
, 
, 

9 dence submitted by the petitioner~ :If the Adminis-
Ii:. 

. i . 

10 trator propose~ i to amend or revo~e the' rule, then 

11 the procedures: established by. pafagraph (1) and
i . 

12 paragraphs (6) through (9) apply. 4 denial· of a peti~ 
I 


13 tion shall be Judicially reviewable! as provided III 


I
14 paragraph (13)., 

15 "(13) JUDICIAL REVIEW.-A idecision not to 
I 	 , 

16 .' initiate a rulemaking published und~r paragraph (4), 
I 	 I 
, 	 i 

17 a " final rule or ~ withdrawal of a p~oposed rule pub

18 lished under p~ragraph (9) or a dehlal of a petition 
. ! 

19 , under paragraph (12) shall be judicially reviewable. 
" I 	 I' 

20 in the manner ~pecified by sectionI;6(b)(2). 
I 	 . I· 
I 	 . . I 

21 . . "(14) EXCEPTION TO. REQUIREMENTS.-If the 
I ., . 	 ,., 	 , . .. 

22 . Administrator finds it necessary t~ issue a suspen
!i 

sion order under subsection (c). the' Administrator 
• , 	 • j 

24 may waive the irequirements of par;agraphs (3) and 
I 	 i 

25 ( 4 )of thi~ subsbction.". . I , 
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I 

1 SEC. 103. PESTICIDES IN REVIEW. 
I 	 I 

i 	 I • ..., . .... If the Administrator. 011 or before ~Januar, L 199:3 . 
i 	 ' :. . • 

tC 	 I 

3· haspubljshed a document in~tituting a special review pro
; 	 .- jr. 	 . . 

4 ceeding ~r public interim adl1}inistrative review proceeding 
, )r 

5 with respect to a particular pesticide or active ingredient 
! 

6 thereof,' the Administrator may, in lieu of proceeding 
. 	 Int 

7 under section 6(b) of the Federal Insecticide, .Fungicide, 
. , 	 I 

8 and Rodenticide Act as amended by the Food Quality Pro-
I 	 ! 

I1

9 tection .Act of 1993, elect to continue such review proceed-
I I 	 ,, 	 .lS

10 ing and,: upon its completion,! take action as warranted in 
ii':m 

11 accordance \\;th sections 3(c)(6), 6(b), and 6(d) as those 
ad I 

12 sections were in effect on the 'day before the date of enact-
i 	 ';ti
" 	 I 

13 ment of the Food Quality Protection Act of 1993. 
In [ 

14 SEC. 104. 'SUSPENSION. 

15 (a) tSECTIOI\ (i(c)(1 ).-The second sentence of sec
t' . 	 Ito 

16 ti9n 6(c)(l) (7 U.S.C. 136d(cHl» is revised to read: "Ex
~), 	 I 

17 cept as provided in paragrapn' (3), no order of suspension 
lb-	 I 

I 	 : 

18 may be issued under this su~section unless the Adminis
on I 

19 trator has issued, or at the same time issues~ a proposed 
I ' 

20 nIle under subsection (b).". 

21 (h) iSECTH)I\ ()(CH3),_ISeeti0l1 G(e)(3) (7 n.s.c. 
, . , 

",.., ] :JGdk)( n) i~ anlended bY insel'liilgafter tile- first. sell
. I ' • I 	 ,

'Ii  , . 	 . I .' . 
23 tcnc(' thci following new 	sentellce: "The Administ.l'aloJ' may 

,:01' 	 I ' 

nd 
24 issue an ;emcrgeney order ullder this paragl'apll before is

. I" ' ' , I 

25 suing a proposed m'Ie under ~ubsection (b), provided tl;at , 
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18 I 
I 
,

, 

1 the Administrator s~all_ proceed expeditiqusly to Issue a 1. 
I 

,2 proposed rule.". ,I
I 

i
3 SEC. 105. ,TOLERANCE REEVALUATION' AS PART OF 

I 

I 


4 REREGISTRATION. , ! 
I 


4 
- " 

5 , Section 4(g) (7 U.S.C. 136b(g)) is amended in para 5- - ! 

6 graph (2) by adding at the end the following: 6 
I 

I 


7 "(E) As soon as the Ad~inistrator has 7 
i .I 
I , 

8 sufficient information with respect to the die 8: ' 'I ' 
9 tary risk 6£ a particular active! ingredient, but 9 

10 in anv event no later than the time the Admin
... • I !, 10 

\ : 
11 istnitor m'akes a determination ~nder subpara 11 

: i 
12 graph (C) or (D) with respect to, pesticides con- 12 

_13 taining a particular active ingredient, the Ad~ 
! I 

13 
I 

14 ministrator shall- : 14 
I I 

, , I 

15 "(i) reassess each associated 'tolerance 
l I' , 15 

I 

16 and exemption from the requirement for a , 16 
- I 

17 tolerance issued under section 408 of the 17 
! 1 

18 Federal Food, Drug, and C9smetic Act (21 18 
I ,I 

19 U.S.C. 346a), 19 
I ! 

20 "(i,i) determine whetheI1 such tolerance 
I ' 

20 
I 

I 

I .', 21 or exemption meets the reqUIrements of " 21I I 

22 that Act, i 22 
i 

" 

I 

.. (i}i) 
1 

23 determine whether, additional 23 

24 tOleran6es or exemptions ~hbuld be issued~ 

i 

I 
I 

·HR 1627 IH 
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! ' 

19 
I 

. . , : . 

1 "(iv) publish in the Federal R€g1ster a 
! . 

2 . : " notice settiIlg' :forth the determinations 
, 

I" 

! 
I . 

3 made under this 1subparagraph, and 
I 

4 "(v) commence promptly such pro-
t 
I 

ceedings under this Act and section 408'of5 

6 '" the ,Federal'Food, Drug, and Cosmetic Act 
, I ' . 

. I' " . 

.;; 7 as are warranteq by such determinations.','. 
I . I 

8 SEC. 106. SCIENTIFIC ADVISORY!PANEL 

t 9 The Ifirst sentence of ~ection25(d)' (7 U.S.C., 
I 

10 136w(d)) ils amended by strikilfg out "The Administrator 
I . 
I I 

1- 11 shall", and: inserting in lieu thereof "(1) IN GENERAL.-· 
1 ' • I • 

12 The Admi~istrator shall" and ~uch section -is amended by 
I 

, I 
I . 

13 adding at ti1w eno the fol1o,,~ing: i ' . 

14' '~(:2) SCIEl\CE I~EVIE\~' HOARD.-There is estab

1 • 

15 lished a' Science' Review Board to consist of 60 sci-· 
. i : 
,I . I,. . 

a 16 entist~"\Vho shall be avail~ble to the Scientific Advi
t . I, 

17 sory . Panel to assist in teviews conducte'd by the 
. I " 

1 18 PimcL! The Scientific Achikory,Panel shall select the i •• 
I. • 

: I 
. \ J. 

19 scientists from 60 nominations submitted each' bv
. , &. 

I i 
20 the XcniOila 1 SCiel1tl' FOlllHlatiOlI anc1the National 

I 

21 InstinltPs of Health. ~Ieml:)('rs of.the Board shall be 
I ; , 
: I . 

22 compe~ls;lT('d ill the sallle liUlllllC1' as members of thr 

ai I '"23 P. anc'i . 

d, ' 
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....L . . . ".' ',20,' " , : :'... , ~, .. 
i , .,,' 

, 1, SEC. 107. CONFOnMING AMENDMENTS.·, . ';' " 
,I (,';: \:,", ,:,., 
, I' .' .' 

. 2· .. ' (a) SECTIO* 3(c)(6).-Section3(c)(6)" (7·.U.S.C. 
,- , . ,',, . ; . . . '! .',' '.' . ", ' ',' "~'c)~ ;:I' " " 

3 136a(c)(6))is am~nded to read as 'follows: 
'" . . , , : I:" " : r;·, '. " " 

4 . ~ "(6) ,DENIAL .OF ·APPLICATION FOR REGISTRA- , 

5 'l'ION.-·· 
I ., ',' 

'. I • j 

6 "(.4-) Except as provided in· subparagraph
' I. 

. I.,I 
7 . (B), if theAdmi~istrator Pfoposes to. deny an 

.' ':, ... ' .,'. 1 ,: " " .. '. ' 

8 application for registration. because it does not ' ' 
: '... ."; , j.. .., " 

" 

, " \. 

9 satisfy the requirements of paragraph (5), the, ( 
, I. 

10 '.Admini~trator . shail ,notify' tpe ,~pplic~~t of the . IeI ' ' , . : .: I' . '" ," " . . " 
11 proposal and the reasons (inchiding the: factual" 

.!' , . . I . " i' .'" 1 I 

> ',' 12 " basis ,tli~~eof). Unless the., applicant inakes the' 12 
... " " 1 " , 

13 necessarly corrections to the lapplicatio~ and no-" 13 
14 , " .' tifies the Admini~trator the~eof :during:the 30-' 14 

. :. 1 .- , . ,,' '. . . '.' . 

15 ..'da~ pe90d be~nning With' Ithe day after the ' 15 
, I. '-' •.. , I . , 

16 . date. the; applicant receives tJ!1e notice, or during .. ' 16 
,I' •• ,

17 that' time the applicantsublits a ~equest for a,., ',' 17 . !, . '. " ! ' ' . . ..' .... ' ':" >,' 
18 hearing,: the Administrator. fnay issue' an o~del' 

, '. '", 18. 
. ' I· .' , . ,· .. l·'.,,··... '.. . ,: 

19 denyinglthe application,' If d~ring t~at time the' 
. . I " .. ,'. 19

, '.' ; ·1 . ..... . " .' I': ' ..'c' ' .... . 
20 , Administrator does not receiiVe such corrections .'.' 20 

. 'I" '. .'., 'j.' .. '. 
21 to the application or such ailequest' for hearing, 21' 

22 . the, Adri1inistrator may issue an order denying 22 

23· '. "theappFcation., Such" .an ofder shall be. pub-. ' .. ' 23· 
. .:.":, '.... ":', .. ;' '" '.' 

24 lished ill. the FederaJ' Register and shaH not " be . 
. .. . '. I . .. . .' I···· '; .' 24 

. 'is 'subject to judici~lrevie,v.'If during 'that time' 25 
! I' 

26 , the ~-\dI1J.inistrator r~ceives'arreques~ 'for ~hear- . 
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21 
. i 

1 . . ipg, a hearing shall ~e conducted under. section 
I 1 

2 6(d} of the Act. If such a hearing is held, a de
, I 
, I . '. 

'3 dision after completi()n of such' hearing shall be 
I. . I .' . 

RA- 4 . tinal and' shall . be bbject t~ judicial reVIew 
1 -i

'5 1.1.nder section 16 (b) (11) of this Act. 
I 

iph 6 "(B) The AdmiIPstratormay· deny .an ap
,. . 

I
I 

an . 7 p,lication for registration' because it does not 
I .'\ " 
I • 

not 8 ~omply with the reqJirements of a rule issued . 
I . I . 

the 9 .... under section 6(b) o~ this Act..The Adminis

the 10 trator 
'. 

shall notify the 
! 

applicant of such denial. 

tual 11 Such notice shall eXplain why the application 
I

the 12 does not comply witp such requirements and 
I 

i " 
no- 13 shall state that, the fipplicant may petition to 

I 

:30 14 aimend or revoke $ueh rule under' sectiolJ 
. . I 

the 15 . 6kb)(12) of this Act." j . 
, I 

ring 16 (b) S~CTION 3(c)(8).-S~ction 3(c)(8) (7 U.S.C. 
I . , I 

I 
. 

)r a 17 136a(c)(8)? is repealed. .i 
,-del' 18 . (c) SE:CTION 3(d}.-Sectiort3(d) (7 U.S.C. 136a(dd}) 

: .1 

the 19 is amended
i
-. 

i 

iOll~. 20 : (t) in paragyaph (1 )(tL b;;- striking out "on tIle 

lll~. 2] initial t classificatioll and ~egistered pesticides" and 
I i 

22 inserti:ng in lieu thereof "under section 6(b) of this 
I' 

I .. 


III i)  23 Act. R;-egistered pesticides"; and 
I . .,I . 

24 (~). in paragraph' (2);' b,Y striking out all that 
. . i 

time 25 . follow~ "on the environmeht," and inserting in lieu 
. ! 

lear- I~ . i 

i 
 !
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1 thereof "the Administrator may initiate a proceeding 
I 	 ' , 

2 under section !6(b) of the Act.". , 
! ' ; . 

3 ,(d) SECTION i 4(e).-8ection 4(e),(3)(B)(iii)(III) (7' 
r I' , 	 , 

4 	 U.S.C. 136b(e)(3)(:B)(iii)(III)) is amended-
I 

: ' 	 I 

5 (1) by striking out "sectioniG(dL except that 

,6 the" 'and ins:erting In lieu thereof "section 6(d). 
"l 	 .j 

7 The"· and , 	 ! 
. !. 	 i 

8 (2) by irtserting after "guid~lines." the, follow-
i' ': 	 . 

9 ing: "!fa heating is held, a decisi~n after completion 

10 of s1lch hearing shall be finaL"; I' 
, 	 I 
I 

,II ' (e) SECTION 6(c).-Section 6(c) (7 U.S.C. 136d(c)) 

12 is amended in paragraph (4) by strikin~ out "section 16" 
I 

I 	 ,
13 and inserting in lieu thereof "section 16(b)(I)". 

, 	 I 

14 	' (f) SECTION 6(d).-Section 6(d) (7
, 

u.s.c. 136d(d)) 

15 is amended- I 
! i, , 

,16 (1)' by reVising the first sentehce to read as fol
, ' , 	 ! 

, 	 I 

17 lows: "If a h~aring is requested pursuaIit to section 
! 	 '.: 	 I 

183(c)(2)(B)(iv); '3(c)(6), 4(e)(3)(B~(iii)(III), 6(c)(2), 
: 

19 or 6(e)(2), such hearing' shall be : held for the pur-
I 	 i 

20 pose of receiVing evidence relevant and material to 
" 	 , ; 

1 ! 

21 the issues rai~ed by the request for hearing."; and 
, 	 "j 
, 	 ' , 

22 (2) by. striking all that follo'Ys the eighth sen-
I 

23 tence and inserting the following: ,"A hearing under 

24 this subsectio~ shall be held in ac1cordance with the' 
I ' i 
j '] , 

provisions of sections 554, 556, and 557 of title 5, 
, , ' .!I ., 	 ' 

I . I 
. , ' 
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7 

1 United States Code. As~oonas practicable after the· 
i I . .' 

2 completion of the hearit1g, the· Administratioll shall 
" , 

3 issue a final order settirig forth the Administrator's 
I I . 

4 deci~ion. Such order and idecision shall be based only 
, 

5 on substantial evidence !of record of suell hearing.
'.' \" I. ' '-... 

i i 

6 " shall set forth detailed findings of fact upon which 
, . , .). 

, <.' .' 

7 the· ~rder "is· based, and :shall· be subject to judicial 
i . . . I 

8 "review under section 16(b)(1).". 
: I 

9 (g) :SECTION 16(a).-Section 16(a) (7 U.S.C. 
)n I .\ .... 

10 136n(a)))s amended by ins erring "or a proceeding under 

11 section 6(b)" after "a hearing'1.
~) ) .; I 

12 (h) [SECTION 16(b).-Section 16(b)· (17 U.S.C.
6" 

. 
:
I 

I 
13 136n(b)) ~s amended- ! 

I i . . ' . 

14 ..0) by striking out';(b) REVIEW BY COURT OF 
,j ) i .i· 

15 APp~.ALs.-In the case Iof" and ill!~erting 111 lieu 

16 ther~of the following:
01- , 

1 

, . I 

17 "(b) ~EVIE\v BY COURT Or APPEALS.
on 

18 ;'(1) RE'\7JEW. OF CERTAIN ORDERS.-In the. 
2) , 

19 case of"· 
11'- I ' '·1 ,.

I .'.... 
20 (2) b~' striking "und~r this section" in the sixth 

I 

21 senteilc(' of paragiaph (1): (as s() designated) and ill-
l , . 

22 sertilW "under this para~aph"; and 
n- . I " 


23 . ~3) b~' adding at U:1C end the follO\\ing new ., 
I 

i ', .
24 . . paragraph: , I .be 

I { 

5, 
, 
I 

i 
I 
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3 

4 

5 

6 

7 

8 

9 

10 

11 

12 

13 

14 

15 

16 

17 

18 

19 

20 

21 

22 

23 

24 

25 

, I 

24 
" , I',' 

"(2) REVIEW OF CERTAIN RULES.-In the case
,I" ;, 

• t I 

of actual contrbversv as to the validitv of any rule 
I "'" !.' <ro' 

I : ' 
issued by, the ..,I\.dministrator, underi section 6(b) (9), 

I" i . . 

an~r decision qy the Administrator under section 
, 

. G(b)( 4) ur 6(b)(9) not to issue a prbposed rule or to 
. j .!. 

withdraw a pro~osed rule,' or any d~nial of a petition 

to 'revoke or :amend a final nll~ under sectio'n 

6(b)(12), any person who will be aidversely affected 
i . 

, bv such rule or! decision and who ha:s filed comments 
'" . ; I 

in the proceedi~g leading to the rul~ or decision may 

obtain judicial feview by filing a petition in the Unit
, . , 

eer States cour~ of' appeals for th~ ci~cuit wherein 
j • • ~ , 

, ,I . ; 

such person re~ides'or has a place of business, with
, i '. I 
in 60 days' aft~r the entry of such 'order. A copy of 

j , , ' ,I 
I I 

the petition sha:ll' be forthwith transmitted to the Ad
, I ' ',' 

ministrator or any officer designate~ by the Admin
, 

, , I 

istrator for ,that purpose, and thereupon the Admin

ish·ator shall' file in court the recor~ of the proceed- . 
I i 
: I· , 

ings on which, the Administrator b~sed such rule or. 
: . I . ' " 
i '.; . 

, decision. as provided in section 2[12, of title 28. 
. 

United States. Qode. Upon the' filing 
, 

of' 
' 

such petition 
!. . 

. I 

the court shall, have exclusive jurisi:liction to affirm 
~ .! . . 

or ~ct aside SUC~l rnle or decision in Iwhole or in part. 
, I.' 

The standard review shall be that :set forth in sec
; '. I , . 

i 
,tiOli ,706 of title ;)~ United States ;Code. The judg

, . i 

I 
I 

I 
·HR 1627 IH ' 
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5 

10 

15 

20 

25 

25 	
, 
i 
I 

' 

,I 

1 ment 'of the 'court under this paragraph shall be 
I 
, 	 I 

2 finali, subject to review By the Supreme Court upon
I 	 I , 

3 certiorari or certification! as provided in' section 1254 
: 	 I ' 
! 	 '; 

4 of title 28 of the United States Code. The 'com-' , 	 i ' 

men~ement of proceedin:gs under this section, shall 
, 	 I , 

6 not, : unless 'specifically drdered by the ~ourt to the 
i 	 I, 

7 contrarv, operate as a su.,y of an order.". 
~ , , 

8 (i): SECTION 25(a).-Section 25(a) (7 U.S.C., 

, i ' 
9 136w( a)} is amended by adding a new paragraph (5) at , 	 ,' 

, ' ! 
the end, to read as follows: 

i 	 I . 

11 !"(5) EXCEPTION.-:The requirements of ~s 
, 
, 	 , 

I 
12 subsection shall not apply to any rule or rulemaking 

13 pro~eeding under section~ 6(b).". 
I "! 

14 (j) : SECTIO.K 25(d).-Section 25(d) (7 U.S.C.
! ' 	 ; 
I 	 'I 

136w(d») is amended- i 
, 

, 	 I 

16 I (1) in the first sent'ence by striking out "in no
, 	 I 


I 


17 tices of intent issued under subsection 6(b) ~nd"; 
" I 

18 and 

19 · (2) in the second sentence by striking out "no

tices of intent and'" a~d b~~ striking out "section 

21 6(bj or", " 	 ! 

, 

I 	 ! 

22 (k) SECTIOK 25(e),-'s(~ction 25(e), (7' U.S.C.i, 

I , 
23 	 136wCe) is amended by striking out the period at the end 

, 	 , 
I' 

24 	 of the se!cond sentence and s\lbstituting "; except for any 
, 	 " 

• i 	 'I.' 

actIOn t~at may be taken und~r sectIOn 6(b).". 
, Ii . 	 II ' I 

I 	 .L 

I 
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1 TITLE II-DATA COLLECTION 

2 . SEC. 201. COLLECTION OF PESTICIDE USE INFORMATION~ 
: .l . 

3 The Secretary of Agriculture sh~ll collect data of 

4 Statewide or regi0ral significance on t,e use of pesticides 
I 

to control pests' arid diseases of major ;crops and crops of 
i . 
i 

6 dietary significanc~, including fruits aJId vegetables. Such 
j • , , 

: . 1 
1 .; 

7 data shall be collec;ted by surveys of farmers or from other 
, i 

8 sources offe~ing s~atistically reliable data. The Secretary 
, . , 
. i 

9 shall, as appropri~te, coordinate with :the Administrator 
I . 

of the Environmental Protection Agency in the design of 
. ! 1 • 

Ii. 

11 such surveys and make available to the[Administrator the. 
, I ' . 

12 aggregate results 9f such surveys to a1ssist the .Ad~inis-
: . I 
, . 

13 trator in developing exposure calculations ana benefits de-. 
, . ., 

14 terminations with ~espect to pesticide r~gulatory decisions. 
, I 
; i 

SEC. 202. INTEGRATED PEST MANAGEMENT • 
. I 

I . . 

16 Section 28{c) , of the Federal Insecticide, Fungicide, . 
. i I . 

" I 

17 and Rodenticide .A~t (7 U.S.C. 136w-3:{c» is amended-
i '. I , 

18 (1) by designating the text <?f such section as 
I 

I I 

19 paragraph (I) ~ with the margin indented one em, and 
. I . I 

(2) by adding at the end the f9llowing: 
I 

. i 

21 ",(2) The Adn1.inistrator and the Secretarv of }f.....i
. I I". ;~1 

22 . culture shall researhh, develop, and disseminate integrated·' 
, i 

23 pest management t~chniques and other pest control meth
i : 
I. . I. 

24 ods that enable producers to reduce or !eliminate applica-
I 

tions of pesticides ~hich pose a greater than negligible die-
i ! . . 
I: . 
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1 . tary risk; to humans, 'with aspecial focus' on crops critical 
; - I 

2 to a bal~nced, healthy diet ~nd which are considered as 

of 3 .minor cr~ps in terms of acre$ produced." . 
I . 

i 

es 4 TITLE"'ffi-AMENDMENTS TO. THE FED
I i 

ERAL FOOD, DRVG, AND COSMETIC 
:!h i IACT I 

I 

. 'f 
I 

, 
. I'er 7 SEC. 301. ;REFERENCE. ! 

I I 
i . . Iry 8 Whenever in this title an amendment is expressed in 
I.. .! . 

or 9 terms' of. an amendment to a section or· other provision, 
. . i .I '. 

of or refers: to a section or other !provision, the reference shall 
. ihe 11 be considered to be made to i a section or other provision . 

I I ' 

I : 

lS- 12 of the Federal Food, Drug, a~d Cosmetic Act. 
, I. 

:.e- I

13 SEC. 302.: DEFINITIONS . 

.s. 14 (a) !Section201(q) (21 U.S.C.321(q)) is amended to 
1 ! . 

,read as follows: . . i 
I . ; Ie, . 16 "(q~ (1) The term 'pesticide chemical' means

17 : "(A) any substanc~ that is a' pesticide within 
. : . . i 

18· the,meaning of the Federal Insecticide, Fungicide, 
, ! . 

. . IId 19 and RodenticideAct, or: 
, I 

.' 

: "(B) an~' active or inert ingredient of a pes-
I . . 

'!-
21 ticide \\ithin the meani~g of the' Federal Insecticide, 

I . ; . 
. .' I' 

22 Fuhgieidc, and Rodenti~ide Act. 
I:1-

23 "(2) The term 'pesticide chemical residue' mean.s a 
, I· 
• I 

24 residue fin. or on raw agricultural commodity or processed. 
I . I . 

e- j 

food of-' I 

-HR 1627 DI . 
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1 . "(A) a p'esticide chemical, or i 
I 

2 "(B) any oth~radded substance that is .present ' 
" :' ~ " ' ,[, '. " " ' , ' " : .' ,'.' . " .. 


3' , " in the commodity or food primarily as a result of the 

1 	 . i,
" . '. "'4'. ' metabolism, 	0r other degradation' of a pesticide

! 

i 	 . ! 
1chemical.· . 
I 

I 


6 ,"(3) Notwith~tanding paragraphs: (1) and (2),' the 
.,' 	 I' 

.,7 Administrator, maYr by regulation excepr a substance from 
I 	 .1 ' 

8 ,the definition or' 'pesticide chemical' or :'pesticide chemical 

I . 	 II'"9 residue' if 
. , .' I, . 

"(A) its ~ccurrence as a resi4ue on a raw agri-	 1 
. " . ,:. .:. :. . ". . 

11 'cultural commodity or processed f90d is attributable' 	 1 
. • . j '. i , . 

12 primarily to l<latu~alcauses or to; 'human activities. 	 1 
I 	 . 

13 not involving :the use of any' sub~tances for a pes- . 	 1 
. 	 i. . . . 

14 ticidal purpos~ iri the. production,! . storage, 'process:' 	 1 , . , 

ing, or transp~rtation of, any raw iagricultural' com 1 

16 modity or proeessed' food, and , 	 . 1 

17 ."(B) the Administrator, afterlconsultation with. 	 ·1 
I .' . 

, 

18 the Secretarv, I determines that the substance more 	 1 .. ' .. 	 ,I . , 

19 appropriately should be, regulated tinder one or more 	 1 
. ! ". .!' .' 

" proVISIOns of: this Act other ~ than sections 2I : ' 

21 402(a)(2)(B) ~nd 408.". ! . 


I 	 . I 

. ! 	 : 
1'.·22 (b) Paragraphs (1) and (2) of se1ction 201(s) (21 	 L 

I 

23 U.S.C~ 321(s)) are amended to read as fo'nows: 
. 	 I 

24 '. "(1) a pes~icide chemical residriein or on a raw: 	 '"\ 
/.... 

i 
agricultural cOIflmodity or proce~sed, food; or . 	 2I 	 . , 

·HR 1827 m 
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I 
1 ;"(2) a pesticide chemical; or". 

f I 
, f 

2nt 2 (c) Section 201 (21 U.S.:C. 321) is amended by add- . 

the 3 ing at the end the following: .; 
. I1 .. " ',I' 

I 

ide 4 H(bb) The term 'processed food' means any food 
1 

5 other than a raw agricul~ural ;commodity and includes any 

the 6 raw agri~ultural commodity t~at has' been subject to proc
i 
1 

'om 7 essing, such as canning, cookfng, freezing, dehydration~ or 
1 I .. 
:. 1 ' 

ical 8 . milling. i ' 
; i 

9 . "(cc) Th~ term 'Administrator' means the Adminis
, i 

10 trator of the United States Environmental Protection 
1 

tble 1·1 Age 
I 
1 

ncy. " 1. 

ties '12 SEC. 303. ~PROHIBITED ACTS. :. 
J 

)es- 1 I 

13 Section 301 (j) (21 U .S.C. 331 (i)) is amended-·. 
, I,, 

~ss- 14 i (1) by striking the period at the end; and 
I ' 

Jm 15 ,: (2) by adding at t~e end ", or the violation' of 

16 sec~ion 408(g)(2) or apy regulation, issued under 
I I

17 that section.". I 

:ore I 1 

18 SEC. 304.: ADULTERATED FOOD. 
I 

lore I , 

19 Section 402(a)(2) (21 U.S.C. 342(a)(2)) is amended 
'!. ons "20 to read as follows: . 

I 

21 : "(2)(A) if it bears; or contains any .added POl

(21 22 . sonpus or added deleterrous substance (other than a 

23 , suJstance that is a pesbcide chemical residue in or 
. I, ,i'· . 

raw 24 on !a raw agricultural cpmmodity or processed food, 

25 a food additive, a colo~ additive, or a new . animal 
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I 

1 drug) that is unsafe· Within the ,meaning ot section 

2 406;, .! 
I 

3 ."(B) if i't bears. or contains apesticide chemical ' 
, 

4 residue that IS unsafe within the :meaning of section 
! 	 \ 

5 408(a); or . ; 


6 "(C)' if it is or if it bears or contains
, 	 I' . 

7 	 "(i) lany food additive th~t is unsafe within 
, 	 i 

8 the meaD;ing of section 409, or . 
, 	 ! 

9 "(iO: . a new animal drug (or converSIOn 

10 product ithereof) that is uinsafe. within the 
: '. 	 • I 

11 meaning of section 512; or". ! 
.: 	 .! 

.' I 	 I 

12 .SEC. '305. TOLERANCES AND EXEMPTIONS FOR PESTICIDE 

13 CHE~CAL RESIDUES. 

14 Section 408 (21 U.S.C. 346a) is atPended to read as 

15 follows: ' II 

16 ."TOLERANCES AND EXEMPTIONS FOR PESTICIDE 
I 	 I 
:' 	 t 

17 	 CHEMICAL RESIDUES i 
! 	 I 

I 
18 "SEC. 408. (a) REQUIREMENT FOR TOLERAl\CE OR 

, . . .., 
. 19 EXEMPTION.-· ·1 	 f 

1 	 : 

20 "(1) GEI\'¢RAL RULE.-For the purposes of this 
, 
I 

21 section, the term 'food,' when usedl as a noun with
, 	 I 

22 out modification, sh~ll mean a raw ~gricultural 
\ 

com-
I . ! '. 

23 modity or processed food. Except' as provided in' 
: 	 I 

. 24 paragraph (2) ?r (3), any pesticide jchemical residue . 
. 	 I· 

25 in or on a food: shall be deemed unsafe for the pur
, . 


26 pose of section 102(a)(2)(B) unless-I 

I 

·HR 1627m 	 I 
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I 
, ,!, 

. 1 
\ 

'~(A) a tolerance for su'chpesticide cheml- J 

ii" 

2 f cal residue in or~~ such foodis in effect under 

this' section' and th~ concentration of the residue'3:al 
i 

4 is Within the limits of the tolerance, or m I. 	 ' i ' 
i ' I" 

5 	 H(B) an exemption from the requirement 

6 of. awleranceis inieffecl under this section for 

7 	 the pesticide chemical residue. m 	 • , I' 
I ' I 

8 !"(2): 'PROCESSED! FOOD.-Notwithstanding' 
i-· ' 

,9 ,par~graph (1 )-, ' 1 m I 	 I 
10 	 I 'H (A) if, a tolerance is' in effect under this1.e 	 ,I ' 'j , 
11 , , j section f~r a pesticide chemical residue in ()r on 

, . ·'t. . . 

)E 	 , - 12 , 1a ra.w agriCulturalcrmmodity, a pesticide chem~ " ' 

13 	 1 ical residue, that' is 'present' ,in or on a processed 
I' ' I " ' , 

14, I'food because the f~od' is ,made' from that raw
IS . , . '. . 


,I ' , ':' , ,', ' 


15 'tagricultural commodity shall not be considered ',I, 
I ,,' , , , I " ',"',' 

16 	 iunsafe within:', tfue meaning of section 
I ' ,1' ". ,',I , ' 

17 	 i402(a)(2)(B) despii~ the lack of a toleran~e 'for-
I , 

18 , [the pesticide chemical residue in or on the proc
! ' " ,'I " , " "" 

>, '.19 	 lessed food if the concentration of the pesticide I 
" '/ .. ' 

'-.:1 ' i 
20 Ichemical residue illl the processed food when 

! ' !, ' ,
21 'I'ready fur consumption or use is not' ~rreater 

i " ' , ' I ' 
22 	 ,;thall the' tolerance' IJrCscribed for' the pesticide 

... ",n 	 "3' " [Chemical resiclue in \ the raw agricultural com

" 
"24', . :moditv. ' 	 ", I • 

l 	 l 
i ' 

II I 
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32 
. . i .. , , . ,. . 	 ' . 

..... "(B) If an exemptioI) from :the ~ requirement .
'.' !. . ':, '. i;' ' . . . 

for a tolerance is, in effect 'under" this section for 
'" 	 I',

'I ' .' .:. '. .. . . 
a pesticide chemical residue in or on a .raw agri
. 'j' , . . .' I . 

. " cultural commodity, a pesticide '~hemical residue 
f 	 " ! • 

· , 	 l ' 

that· is .pre~entjn, or on a. processed:,'food be-' 
! 	 . ,i '. . . 

, cause the food is made from th:at raw agricul
. .' 	 ,I' , . .'.,'. 

· 'tural comm6ditv shall not. be' c~hsidered unsafe 
· . . ,I ~ ','. I.' ' 

" .' I, . 

withiri-the ·t4eaning of section'402(a).(2)(B). 
, I 

: 
1 

"(3) RESIDUES OF DEGRADATION PRODUCTS.
I 	 ,!

'. , 

If a pesticide ~hJmical residue is present· in or, on a
'. . 'I. '. ; , I, ,'. . . '. ,.' 
food because it is a metabolite or otlierdegradation , 

. . ' ! . '." I '. " 
product of a pre9ursor substance that itselfis a pes-

I ' 	 , -1 

. ticide chemical of pesticide chemical ~esid'Ue, such a 
.. ' :. . . '. I . : . 

. residue shall not! be . considered to be . unsafe ~thin 
'. ,. . .,[ .: . '1' . " 

I . , 

the meaning of section 402 (a)( 2)(B)- despite the lack. 
. . .' 	 .:!" i ..... 

of a tolerance or iexemption from the Ineed for a tol
. "I··, , I ".

erance for such residue in or on such food if-..
• 	. '1 . 

. I 	 '. . 

"(A) the Administrator ·has hot determined 
',". '. I 	 ' j , , 

that the' deJra~ation .p~~duct is \ likely' to p~se' 
. i ." • " 

anypotentia~ health ri'skfrom dietary e~"Posure 
. . Ii, ' 

· that is of a different type than, ~r of a greater. 
i 	 ;' , 

. significance ~han, any risl\ posed! by dietary ex~ ',' 
. " " . I' . '. 

po'sure to thel precursor substancel and . 

,l'(B) either-: 
i 

.• , . 	 I 

I .. 

I 
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1 "(i) a t9lerance is in effect under this 

! 

2 section for residues of the precurso;' Sll'u-I ' 

-3 stance in or ion the' food, and the combined 
, 

I, 


4 I .level of resid'ues of the degradation product 
! I , 

I 


5' and the precursor substance In or on thl' 


6 food, is at ~r below the stoichiometrically 
, 
I 

I 

7 equivalent lerel that would be permitted b~~' 

8 the tolerance , if the residue consisted on)" . 
, 
I9 of the precursor substance rather than' the 
I 

10 degradation product, or 
I 

11 "(ii) an exemption from the need for 
I ' 

i 

12 a tolerance is m effect under this section 
I 

13 for residues i of the precursor substance in 
, 
I 

14 or on the f06d~ and 

15 "(C) the to~erance or exemption for reSI

16 dues of the prec~rsor substance does not state 
i 
I 

17 that it applies only to particular named sub~ 

18 " stances or states! that it does not apply to resi
! I 

19 dues of the degradation product. 
, , 

20 j ';(4) EFFECT ~)F TOI.JERA..KCE OR EXlDIP-
I ' , ' , 

21 TIO?\,-'\Vhile 3 tolcrqnee or exemption from tile re
i 

, I 

22 quiremclH for atolerq.nce is in effect under this sec
, 

23 tion for a pesticide cl~emical residue with respect to 
: ',', ' I, " 

24 ~ny' food, the food sh~l} not by reason of bearing or 
: I 

25 containing any amouitt of such a residue be consid- , 
I " ;" " ' , ' 

I I," 

I 
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I 
1 ered to be adu~terated \~lithin the nieaning of section 

I
2 402(a)(1 ), 

3 "(b) AUTHORITY AND STAArn~D FOR TOLER
.! 	 ! 

, , 

-+ .:\I'\CES.

"(1 ) AUTHORITY,-' The Adininistrator may 
I 

, 	 I, 

6 issue regulations establishing, modifying, or revoking
.! 	 : 

7 a tolerance for: a pesticide chemical! residue in or on 
i , 	 I , 

I8 a food-	 ,I 
i I, . 

9 	 "(A) in response to, a petItIOn filed under 
I 

'subsection! (d), or 
. !: 

11 	 "(B) 1 on the Administrator's initiative 
, I ! 


12 under subsection (e). I 


1 

1

13 "(2) STANDARD.-(A) A toler~nce may not be 
I 

14 established for;a pesticide chemical! residue in or Qn 
I 	 ; 

I 	 I 

a food at a lev~l' that is higher tha~ a level that the 
i 	 ' 
I 

16 Administrator 'determines is adequate to protect the , ' 

17 public health. 
I 

18 .. (B) The Administrator shall h10difv or revoke , ~ 

I 

19 a tolerance 	if it is at a ievel high~r than the level 
: 	 ,i 

that the Administrator determines is adequate to 
'I 	 I 

1 	 l 

21 protect the public health. 
I 

, I 
22' "(C) ,In rnakinga determination under this 

I 
, ! "',' I" , 

23 paragraph the Administrator shall take into account 
, 	 , I ' 

I 

24 among other relevant factors, the validity, complete
f, 

ness, and reliaqility of the available: data from stud-, 
. 	 . I 

I 
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19 
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23 
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I 

I 


les of the pesticide chemical residue, the nature of , 
i : 

anI," toxic effects shown tb be caused b," the nesticide 
• . l ' • 

i 


chemical in .such studie~, available inforrpation and 
I , 

I . 


reasonable assumptions :concerning the' relationship 
, I 


of the results of such studies to human risk. avail-I . . 


able: information and niasonable assumptions con

cern~ng the dietary expo~re levels of food consum-· 
: , . 
, I 


ers (and major identifiable subgroups of food con-
I , 

sumf(rs) to the pesticide chemical residue, and avail
! ... 

I 


able: information and r~asonable assumptions con

cerning the variability of' the sensitiVities of ml\ior 
I
, . 

identifiable groups and ~hall consider other factors 
. i . I 


to th:e extent required by :subparagraph (F). 
. . . ! . 
;"(D) For. purposes of subparagraph (A). a toJ
: I . 


, eran~e' level for a pesticige chemical residue in or on 
I . ;

a foqd shall be deemed tQ be adequate to protect the 
. . :. . . . I ' 

, public health if the diet&ry risk posed to food con, 

sum~rs by such level of the .pesticide chemical resi

due i's negligible. The Ad~inistrator shall by regula
, " 


I 


bOll sct forth the faetorsand methods for detcrmill 
, 
j , 

iIlg '~'hetller sueil '(1 risk is: negligible, 
! . 

:'(El \\11('1'8 reliable idata are available, the Ad
: I . 


mini~trator shall calculat~ the dietar:' risk posed to 

food :consumers by a pestiicide chemical on the basis 
, ' , • I 


of thf percent of food ac~ually treated with the pes-

I
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i ,i ' 
I' , I 

ticide chemical and' the actual res~dl,le 'levels of the 
, , ' , ,", ,,' I • 

. pesti~ide~hem:ical that occur info1od .. In particll1ar, 

,the Administrator shall take into 4ccount aggregate, ,,' ' 
I 

pesticide use and residue data' collected. by" the De
. . I 


, pari:ment of .~&riculture. . , 
, ~ , . .' ; '. '. . . 

,"(F) For purposes of subparagraph (A), 'a.leveI , ' 

of a pesticide chemical residue in qr 'on a' food that 
'" t . I, ' ' 

. ,J ' 

,poses a greater than negligible dietary risk to con
, "!, , 

, sumers ," of the :food' sh~ll be deemed to be adequate 
'.) . , 

to proteGt the public' health if the Administrator de 1 
I I 

terminesthat: such risk lS 'not unreasonable , ,I I· 1 

because-- . , !
i 

, 'l, . I 
"(i) . u,se' of the pesticide t~at produces the 

, , 
residue, protects humans or, the ' environment 1, .' I ( ,,'"

" ,',. ' 'i'.' 
from adverse effects on, public ,health or welfare 1 

• I " I , 
that would, directly or indinectly,', result in 1 

I 

, I ,I ' 


'greater' ris~ to the public"or rhe en~ropmerit 1 

than the dietary "risk 'from the !pesticide chemi , ' 

, I ' ' , ' , , , 

, 
cal residue;: or 1 

"(ii) rise of the pesticide iavoids risks to 
..;. " 

workers, 'tl~e public,' or, the er~Yironment that 2 
~ 

would be eXpected to -result froTh the use of an 2 
I 

other pesti~ide or pest control: method on the '" L,

::;ame food and that are greate~, than the risks '" 
! . t L 

2 

, ·HR 1627 IH 



5 

10 

15 

20 

25 

. 37 

1 ;' that result from qietary exposure to the pes

.L, 2 !, ticide chemical residue; or 

~te 3 "(iii) the unavailability of, the pesticide 
, I 

:. 	 ; '.' .' : 

4 	 • would limit the av~ilability to consumers of an 
! . ,
: adequate, wholeso~e, and economical food sup:" 
i 	 I 

6 : ply, taking into ac~ount regional and domestic 

at 7 effects. and such adverse effects are likely to 
': 	 ' .... 

n- "
8 i outweigh the risk posed by the pesticide reSl-' 


I 'lte 9 	 ; due. I 
I , 

le- In :making the determination under this subpara
, 	 I • • 
\ 	 ' I 

11 graph, the Administrator shall not consider the ef-
I 

,12 'fecfs on" any' pesticide registrant, manufacturer, or 
, I 
, I 

tlf' 	 13 marketer of a pesticide. : ' 

, .. ,)' 	

14 : "(3) LnIITATIOKS.-'1(A) A tolerance ma,- be is-
I • 
i 

rc 	 sue~ under the' authority, of paragraph (2)(E) only 
I 	 I 
1 	 I". 

m 	 16 if the Administrator has assessed the extent to 
! 

nt ,17 whi~h efforts are being thade to develop either an al--,' 
I 

1]-
I 

18 terriative 'method "of pest control or an alternative 
, 'I',', 

19 pes6cide chemical for 	 'llSe' on such commodity or 
! 

food that ,\'ould mect the requiremc!lts of paragraph 

21 (2)(:D1., 

22 ! "(B) A tolerance flr a pcsticide chemical res}
I 

23 due: in or on a food shrill not be established bv the , I 	 • 
I 	 , 

24 Administrator unless the Administrator determines, 
, 

'I i, 

after consultation with the Secretary, that there IS 
: 	 I
I] 

I
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I 

1 a practical ~ethod for d~tecting ,and measuring ~he 
, ., I . 

2 levels of the ;pesticide chemical residue in or on the 

3 food. 
I 
I 

4 "(0) A tolerance for a pestIcide chemical reSI-
I, ! 

. due in or on ~ food shall' not be e~tablished at a level 
I . . 

,6 lower than the limit of detection;! of the method for 
i 

7 detecting and measuring the pesticide chemical resi
,! i 

8 duesp'ecified: by the Administra~or under subpara

9 graph (B). 

"(4) INTERNATIONAL sTANbARDs.-In' estab
! 

11 lishing a tolerance for a pesticide ~hemical residue in 

12 or on a foodi the Administrator ~hall take into ac- . 
; ; 

13 count any maximum residue level for the chemical in 
. '. . I 

14 or on' the food that has been established by the 
, I 

Codex Alimerttarius Commission. rrhe Administrator 
~ . i 

: I 

16 shall determit.e whether the Codex maximum residue' 
I , I 

17 level is adequate to protect the ihealth of United 
;. . 

18 States' consumers and whether the data supporting 
! I 

. 19' the maximum residue level arewHid, complete, and 

reliable. .If . the Administrator determines not to 
I i 

21 adopt a Oode:ic maximum residue level, the Adminis- . 
, ' i I 

22 trator sh'all ptiblish a, notice in th~ Federal &gister 

23 setting forth ~he reasons. 

24 "(c)AUTHO~ITY AND STANDARD FOR EXEMP
I 
I 

TIONS.- 1 

I 
-fIR 1627 IH 
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, 

~he 1 , "(1) AUTHORITY.-The Administrator' may 

~he 2 is~ue a regulation establishing, modifying, or revok-
I ' 

I, ' 

3 ing an exemption from the requirement for a toler
! 

4 ance for, a ,pesticide chemical residue in or on a~Sl-
! , 

vel ,5 food
, I 

I i 

for 6 "(A) in respqnse to a petition filed under 

-s]- 7 
'I 

subsection (d), or i
I 

I 

I 

ra- 8 "(B) on th~ Administrator's initiative 
[ 

9 under subsection (e).
i , 

10 "(2) STANDARD.-;(A) An exemption from the 
I 

in U requirement ,for, a tole~ance for, a pesticide chemical 

ac- 12 residue in or on a foo~ may be established only if 
, i 

In 13 'thJ Ad~inistratordetehnines that a' tolerance is' not 

he 14 needed to protect the ~ublic health, in vie,,- of the 
! . ' ; . 

15 lev~ls of, dietary expostire to the' pesticide chemical ~or 

16 ' r~siduethat ,could rea~onably be expected to occur.~ue 
.) . " 

:ed 17 i "(B) An exemptiori, from the requirement for 'a 
, . ,I 

18 ,tol~'ran'ce for a pesticid~ chemical residue in or on a 
" 

, ; 

nd 19 food shall be revoked, Hf the Administrator, ,in re
1 ,'" '.' .:1 "'" .' . 
I ' .' • " ' 

to 20 spqn'se to a petition for: the revocation of the exemp

!s- 21 tion 
I 

or at the Adminis.trator's 0\\11 initiative deter-
I 

~ I

22 mii1es that the exempt~on does not satisf.v the cri
, , 

23 terion of subparagraph (A). 
1[ 

fP- 24 i "( C) In making a~etermination under this sub-
I 
I 

25 pa~agraph" the ,Administrator ·shall take into ac
I 
I 

.HR 1827 m , I 
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" 

• I' II ' 
1 count, among other relevant fact~)l'S, the factors set 

" : 	 I 

2 forth in subs~ction (b)(2)(C). '1' 

, i 


,3 	 "(3)LI~nTATION~-An exen1ption from the re-
I 

4 quirement for a tolerance for a: pesticide chemical 
I 	 I 

, 	 i, I 

residue in or'l on a food shall, no~ ,be established by 

6 ,the Administrator unless the Administrator deter, 	 ! 
I " I 

7 mines, after c'pnsultation with the Secretary-
I' 	 j 

8 	 "(A) that there is a practical method for 
I 	 ' , I 

I 	 , 

9 	 detecting: and measuring the 'levels of such pes

ticide chemical residue-in or on such food; or 
, 	 i 

, , I 

11 	 "(B), 'that there is no: need for such a 
: "I " 

, , 	 I 
12 	 method,and states the reasons for such deter-

i ' : ' 

13 mination )n the order issuing ithe regulation es-
I 

, I 

14 	 tablishing or modifying the regulation. 
, ! 

"(d) PETITION, FOR TOLERANCE OR EXEMPTION.-', 

; i 
16 "(1) PETITIONS AND PETITIONERS.-' Any per

~ \ 	 I 

17 son' may file 'tith the' Administraira petition pro

18 posing the issu'ance of a regulation-: 
I " 	 : 

, 	 ' 
, I 

19 '''(A) :establishing, modifyi~g, or revoking a 

tolerance for a pesticide chemical residue in or 
'I 	 :' 

21 on a food, \or 	 ! 


I 


22 	 "(B) establishing or revoking an exemption 
I, 	 ,', 

23 from the, requirement of a tolerance for such a 
I· 	 . , . 

24 residue. 1 
I , 

, ' '''(2) PETIrFION CONTENTS.-, ' 
I 

.RR 1827 IH 
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16 


17 


18 


19 


20 
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22 


, 23 


24 


I 

I
, 

411 

I 


"(A) ESTABLISHMENT.-A petition under 

paragraph (1) to lestablish a tolerance or ex

i 


. emption for a pesticide chemical residue shall 
i 


be supported by stich. data and information 'as 

are specified in regulations issued by the Ad-
I 


" 


ministrator, includi'ng-
I 


"(i)(I) an: informative summan' of the 
! ' • . , 

petition and or the data, information, and 
• 1 


I 


I arguments submitted or cited in support of . I 
, ." 

the petition, 
I 


"(II) a statement that the petitioner 

agrees thatstlch summary or any informa
I 


tion it contains may be published as a part 

of the notice Jf filing of the petition to be 
i 


published und~r' this subsection and as 
I 


1 


part of a proposed or final regulation, 1S

sued under thi~ section, 

"(ii) the rlame, chemical identity, and 

composition of the pesticide chemical resi
I 

I 

I 

, . " , due and of the; pesticide chemical that pro

! ' 
i 


'duces the resid{lC, 

, .1 
. "(iii) data: showing the recommended 

. I'.' 
, 

I
I' 


. I, 
 '. amount, 'frequency, method, and time of 

'application of that pesticide chemical, 
. I . . 
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I' 

1 	 : "(iv) full reports qf tests and 'inves
! 

2, 	 tigations made with respect to the safety, of 
" 	 I 

3 	 the :pesticide chemical,' ii-lCluding full infor-
I' 

. : 	 i 

4 	 mation as to the methods 'and controls 
I 	 ' 
i 	 I 

5 	 useq in conducting those tests and inves-
I 

6 	 tigations, 
, 	 i 

7 	 : "(v) full reports of tests and 'inves

8 	 tigations made with respect to' the nature , 
! 	 I 

9 	 , and: amount of the pestieide chemical resi
! . 

10 	 due; that is likely to reinain in or on' the 
, , 

" 

11 	 foo~, including a' descri~tionof the analyt-' 
I 	 _. • 

12 	 ical'methods used, 

13 	 i "(vi) a practical method for detecting 
I 

, 	 , 

14 	 and: measuring the leve\s of the pesticide 
, 

, , 
15 che~ical residue in 'or pn the food, or a 

':. 	 j . 

16 	 statement why such a method is not need
, 

17 ed, I 
! ' 

, 

I 

18 	 : "(vii) practical methods for removing 
i 

19 	 any iamount of the residue that would ex
, I 	 I ' 

20, 	 ceed: any proposed tolerahce, 
I , " 	 " 
, 'I 

21 , i" (viii) a proposed lt6lerance for the 
i 

22 pest~cide ~hemical residu~, if a tolerance is 
.' !.,' ',' . , i' ,'., 

23 	 proposed, 1 

I ' 

24 	 i"(i.-x.) all relevant d~ta bearing on the 
, 

'I 

25 	 phySical' or other techni6al effect that the 

.HR 1627 m, 
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1 pesticide chemi~al is intended to have and 
i 

2 the quantity of: the pesticide chemical that 
I 

r- 3 is required to produce the effect, ' 
I 

1s 4 "(x) if- th~ petition relates to a tOler

ance for a proc¢ssed food~ reports of inves-
I 

I 

6 tigations conducted using' the processing 
I 

, 

s- 7 method(s) used:to produce that food, 
I 
I 

8 . "(xi) such; information as the Admin"e 

a- 9 istrator may require to . make . the deter

le mination underjsubsection (b)(2)(E), and 
I • 

t- 11 "(xii) such: other data and information 

12 as the Administrator requires by regulation 
! 
I 

:g .. 13 to support the petition. 

14 :If information m> da~a required by this subpara
i : 

a ;graph is available to; the Administrator, the per
. . 

,16 ~son submitting the pet~tion may cite the avail-' 
I • 

17 . abilitv of the information or data in lieu of sub
.' I . 

! } . 

18 Imitting it. The Administrator may require a pe-
I ! 
! , 

19 tition to be accomp~nied by samples of the pes-
I 

ticidp chemical \\ith respect to which the peti
! 

21 : tion is filed. 
I 

:s 22 "(B) :\10DIFICATION OR REVOCATION.
. . . ~. . . 

23 . i The Administrator 111ay' by regtilation establish . 
! • 

I , 

24 :the requirements fqr information and data to 

le isupport a petition ~o modify or revoke a toler

..i 
I 

•HR 1827 m 
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. .... " . I'" . } ," 

to revoke' an 'exemption from the're1 .ance 
"'1 " . ' . . 

. 2 quiremel1t for a tolerance .. 
. .' 1 .' ' • i·.,.",. '.' •.. 

. , 

3 " . . "(3)NoTICE.~A notice of the 'filing of a peti
'. "'1..';." . ' i':" " 

4 tion that the iAdministrator determines, has. met· the, . 
, I ' . 

5 requirements lof paragraph (2) shkll. be publi~hed. by
.' .' . . '.. I. . . . . ,. . "', 

6 , the Administrator Within 30 da~ after such deter- . 
, . j :'," . ·1 . . '. " '. 

7 . '. mination. The notice', shall' announce the availabilitv" 
. . . .'.' i:, " . I . . ~ 

8 '. ofa' descriptipn of the analytical ; methods available 
. ,'" ", I.. 

. ". I· J. 

9 to the . Administrator for. the detection' and measure

.,10 .'. '~ent'of the besticide' chemi~al re1sidue with respect 
I

". , . " . ·1 . 

< ,'·11 '. ,to' which. the!petitionls' flied, or ~han set· forth the .' 
.. ',' •. ,: ....."1": •.• ' .•... :.'".' •. " '1', . . . . 

"12 petitioner's; statement ofwhysucpa :method is ,'not ' 

J3 .. needed.·· The ~otice Shall·. includ~1 the . summary re
. . i ". I'

'. 
14 quired by par~graph (2)(A)(i). ! 

15 '~(4) ·A.CTIONSBY THE ADMOOSTRATOR.-The" 

..... :. ,,1 . . '.', ,,' 

16 Administrato~1 shall,afte; giving Idue consideration. 

17 . to a petition I filed ~n~er: paragraph (1) and any 
,t, "; 

, , :18 other information available. to the Administrator
'.i . '.. ". J, ' 

: 1 . t 

19 "(A)i issuea. pnal' regufaiio~ (which may'. 

. ·,·,20 . v~ry fro~ that sought .by 'tJe .petition) estab- ' 

21 lishing,rhodifying, or revokiJg a tolerance for 

22 .. ' .the pestiJide 'chemical residuJ or an exemption 

23 of the p~sticide' chemical residue from the re
, ." I ' , ,I 

24 , quirement of a tolerance;,,·' I 

"-fIR 1821 m 
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I 

re~ 1 "(B) issue a proposed regulation under 
I 1, 

2 isubsection (e),' and! thereafter either issue a 
, . , , 

3 . '~final regulation un:der subsection (e) or' an 
, 

the 4 :order denying the p~tition; or .' .' 

by "(C) issue an order denying the petition. 

6 :"(5) .EFFECTIVE D~TE.-A regulation issued 
. '. 

lity 7 und~r paragraph (4) shall take effect upon publica
: ' :

ble' 8 tion.: I' 
I 

Lre 9 :"(6) FURTHER PROCEEDINGS.
..' !" . 

". . "(A) Within 60 da;ys after· a. regulation or 

the 11 ' '. '!order is issued unddr paragraph' (4), subsection :: 
. I 

not 12 i(e)(I), or subsection; 
I 

(£)(1), 
• 

any person may file 
! .. .. '. ! , 
, .' I . 

13 iobjections thereto with the Administrator, speci

14 !~ing "ith particul~rity the provisions of the 
, i 

rhe 
i regulation or order! deemed objectionable. and 
i' , ; '. " 

Jon 16 :stating reasonable . ~ounds therefor. If the reg

::my 17 I ulation or order wa~ issued in response to a pe

. 18tition under pa~agraph (d)(I), a copy of each' 
I 

, i 

19 ro~ie~tion filed b." a jperson other than the peti~ 

ab~ : tioner sllal! be serT~d hy the Administrator o~ 
, ; 

ror (. 

2] I the petitioner, 

Ion 22 H(B) All ol~ieetion rna." inClude a request 
I 


re- 23 
I 


· for a public e\identi;ary. hearing upon the objec~ 
. .! . 

24 tiOIl, The Administ~ator shall, upon the initia-. 

Itive of the Administrator or upon the request of! ' 
i 

I 
~HR 1627;'m 
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1 an interested person and after due notice, hold 


2 a public e~ridentiary hearing if; and to the e:x"tent 

~ , I. . 

3 the Admi~istrator' determines that such a public' 
r 

4 hearing is necessary to receiv~ factual evidence 
i ; 

relevant to mate'rial issues of fact raised by the 


6 objections: The presiding officer in such a hear
, \" 

. I ' 

7 ing may Gtuthorize a party tOt obtain discovery
'I .I 

8 from other; persons and may upon a showing of 
. . 

i 
9 good caus~ made by a party issue a subpoena . 

..! . 

,10 to compel testimony or production of documents 
. I . 

11 from any berson. The 'presidink officer shall be 
I, 
i 

12 governed ~y the Federal Rules of Civil Proce

13 dure in mliking any order for the' protection of 

,t·', 

.; j 

14 the witness or the content of ~ documents pro-
I ' .. :.; 

15 duced and: shall order the paYment of reason


16 able fees al)d expenses as a condition to requir-. 

I 

17 ing testimony, of .the witness. ·On. contest, . such 
. I. . I . 

. . ~'.~.- ' , ' I 

18 a snbpoena;rriay be en'iorced by a Federal dis
! . I , 

,19 trict court. ! 
I, 
j "l 

20 ,"(C) .as soon as practicable after receiving
.: I . 

. , I 

21 the arbJ1.1me~1tS of the parties~ the Administrator 
, " " ) 

22 shall issue :an order stating the action taken 
\,. 'r 

23 .' upon each such objection and s~tting forth any 
I 

, j

24 re\ision to the regulation or prior order that the 
, "j. I. 

25 Administrator has found to be ~arranted. If a 
. I 

!, j. 
1 •. 

I ,.
·HR 1627 IH 
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I 

old 1 hearing was held under subparagraph (B). ~;ucL 
I 

I 

2 order and any revision to the regulation OJ' prior 
. I 

otic' 3 order shall, with-.respect to questions of fact at 

nce 4 issue in the' hearirg, be based only on substan

5 tia.} evidellce of record at such hearing. and 
1 
I 

ar- 6 shall set forth in detail the findings of facts and 
1 

7 the conclusions ot" 
! 

law or policy upon which the 
• I 

, of 8 order or regulation is based. 
, i 

ma '9 "(D) An ord~r issued under this paragraph 
I 

1-

nts 10, ruling on an objection shall not take. effect be
. '. I .' " 

be :11 fore the 90th day after its publication. unless 
, ' 

I 
ce- 12 the Administrato~ finds that emergency condi

i 
of 13 tions exist nece~sitating an earlier effective --

I 

1 

'1.,- 14 date, in whi'cll c,'ent th(~ Administrator shall 

15 specify in the orper the Administrator's find-
I 

lr- 16 ings as to such conditions. 

ch 17 "(7) JUDICIAL REVIEW.-(A) In a case of ac~ 
i : .. 

1S- 18 tlia} controversv as to: the validity of' any order is- . 
i . .... t. ... ..' 

19 slled under paragraph (6) or any regulation that is 
I . • . 

20 the suhject of snch' an order, any person who wl]] be 
, I •. 

I 

) ~. 21 (lckerseh- affected hy knell order 0'1' n~!!u lation may. ~ . ','. ..,' "'~.. 

22 obtain jlldicial rc\ie\y b.'- filing in th(~ Ullited Stat(~s 
: 1

I· I . 

23 C~llr1 of Appeals for' the circuit wherein tiw't person 
:. I
I· _, 

24 ref)ides or has its pri1lcipaJ place Of business, or in 
Ii, 

, I 

a 25 th:e United States Co~rt of Appeals for the District 

I 
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d 	 I 


of Columbia C~rcuit, ,within 60 daY$ after publication, 
, 	 : 
I' 	 , 

of such order,: a petition praying rhat the order' or 

regulation be s~taside in ,whole or in ,part. 
· 	 ,I,' .:, 

"(B) A c9py of the petiti~n1hal1 be forth'''1th 

transmitted'bv:1the clerk of the court to the'Adminisw 	 , 
. , 	 ' 

' . iI 	 ,'I 

trator, or any, officer designated :by the Adminis-' 

trator for that !purpose, and thereupon the Adminis-
I 	 ' I 


trator shall fil~' in the court the record of the pro-· 
, ! 

, J 

ceedings on which the Administrator based the order 
. i 	 . 1"· 

: 	 I 


or regulation, as provided in section! 2112 of title 28, 

, i 


United States Code. Upon the filing of such a peti, 	 . 

tion~ the 90urt shall have exclusive 5,urisdiction to af

firm or set aside the order or regul~tion complained 
i 

L 	 , 

of in whole or in part. The findings' of the Adminis- ' 
J 	 I 


. I 	 . : " .' 

trator with respect to questions of (act shall be sus-
I 


tained only if; supported by 8ub~tantial evidence 

· when considered on the record as a whole. 

"(C) If a party applies to the cpurt for l~eave to 
, . 

adduce . addition~l evidence, and shows' to . the, satis
. 	, 


I 


.faction. of the court that the additibnal evidence is 
.. '. .' I .' I . 


nraterial, and that there were reason~ble grounds for. . , I 	 :', 
the failure to aqduce the evidence irt the proceeding 

, 	 I 


before the Adm~nistrator. the court ;ma:v order that 
. 	 , ' ,. 

the additional evidence (and evidence in rebuttal , 
, ,

I 


· thereof) shall b~ taken before the Administrator in 
,I 


I 

I ' 
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I 


I 


1 the manner and upon the terms and conditions the 
~ i . 

2 co~rt deems proper. Tlle Administrator may modify
i ' . 

3 prior findings as to th~ facts by reason of the addi

4 tional evidence so taken and may modifY the order 

5 or :regulation accordingly. The Administrator shall 

6 file' with the court any ,such modified finding,. order, 
I 

7 or regulation. 
i 
I I 

. I 

8 : "(D) The judgment of the court affirming or 
I 

9 setting aside, in whole lor in part, any order under 
! 

10 paragraph (6) and any; regulation which is the sub

11 ject of such an order shall be final, subject to .review 
I ' I 

-, .: 

12 by;the Supreme Court pf the United States as pro

13 vid~d in section 1254 of: title 28 of the United States 

14 Coqe. The: commellcelll~nt of proceedings uncleI' this 

15 par~graph shall not, unless specifically ordered by 
, 

16 the, court to the contrary, operate as a stay of a reg-
I 

17 ulation or order. 
, . 

18 . "(E) Am" issue as t.o which review is or was ob-
I" I 

I , 

19 taidable under pal'agra'ph (6) and this paragraph 
, I 

20 shap 11mb!.' tile suh.ieC'i [of' ,indicial review under any 

21 othh pl'm"isioll of 1m,', I 
I ' , 

23 1'1Y,£.-' 

I 
24 ; "(1) GEKERAL RULE.-Thc Administrator may 

I 

25 issu!e a regulation-. 
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"(A) lestablishing, modii);:ng, or revoking a 
j 

I 

, tolerance for a pesticide chemi:cal or a pesticide 

chemical residue, 
, I, 

"(B) :establishing or revok,ing an exemption 
I 

of a pesticide chemical residue :froIli. the require

ment of a ~olerance, or, 
I I 

"(C) iestablishing general: procedures and 
I . j, ' 

req~ft.~me~ts to implement this; section. 

A regulation issued under this paragraph shall be

come effective upon its publication. ' I 
I 

"(2) NOTIQE.-Before issuing 4final re~lation 
, , 

' , under paragrap'h (1), the Administrator shall issue 

a notice of proposed rulemaking' and provide a pe
, 

riod of not less, :than 60 days for public comment on 
, I 

. i 

the proposed regulation, except that ;a 8horte~ period 

for comment may be provided if the' Administrator 

for good cause ~nds that it would b~ contrarv to the 
. . I ~ 

, I 

public, interest to do so and states ;the reasons for 
i 

the finding in the notice of propo~ed rulemaking. 

The ~\rlministrai.or shall provide ~n :opportunity for 
; !, 

a public hearingjduring the rulemakihg under proce
: ' I 

dures provided in subsection (d)(6)(B,). 
! ' .. ! 
: . , ' j' 

"(f) SPECL\L DATA REQUIREMENTS.-: ' 
I I 

" 
"( 1) REQU~RING SUBl\USSION OF, ADDITIONAL 

I 

DATA.-If,the Aidministrator determines' that, addi- ' 
I ' 

·RR 1627 IH 
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1 tional data or information are reasonably required to 
, ! It • 

2 suppot1t the continuation of: a tolerance or exeni.ption 

3' that is in effeciunder t~s section for a' pesticide 
I I 

4 chemic'al residue on a food, the Administrator 
I 

I , 
< 

shall-: 

6 "(A) .issue a notlce requiring the persons 
I, 

7 holding the <pesticide:' registrations associated 
I 

8 ~th such tolerance or: exemption to submit the < 
I' I 

9 data or information under section 3(c)(2)(B) of , , , 

the Federal Insecticide, Fungicide, and 
I 

I 

11 ROdenticide Act, 


12 "(B) issue a rule i 
, 

requiring that testing be 

i . I 
I I 

,13 conducted on 
< 

a substance or ,mh,,'ture under sec
i 

14 tion 4 of U'le Toxic Srtbstan'ces Control Act, or 
i ' 

"(C) publish in t4e Federal Register, after 
, I 

16 fitst providing notice; and an opportunity for 
! 

17 comment of not less tnan 9O-days' duration, an 
; < 

18< i 
I 

order
, 

19 H(i) requiring the submission < to the 
I 

Administrator }Y\'f one or more < interested
• I 

i 

21 persons of a noti:(!(' identi~ing the person 

22 or persons who ~\ili submit the :equired 

23 data and information~ 
I 
I 

24 "(ii) describi;ng the type of data and 
; 

information required to be submitted to 

! 
.RR 1827 mi 
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. ,

I . 
1 ,t~e Administrator a~d stating why the 

, I 

data and information could not be obtained 
!. . •.. ( ...... ' 

3 under the authorIty of sectIOn· 3(c)(2)(B) , 
~ . . ,..,
j : . 
j. ! 

4 on the Federal' Insectipide, Fungicide~ and 
j .! 

5 RhJenticideAct or seGtion 4 of the Toxic 
I 

6 ,S~bstances' Control Act, .. 
1 I
I . . I " 

7 . "(iii) describingt~e reports to the Ad

8 .' ministrator requIred td be prepared during
• . I 

, i' ' . : . . 
9 and after the collectiori of the data and in-

I I 
j : I 

10 formation" "I 

11 .! ' H (iv) requiring th:e submission to the 

12 Administrator of th~, data, information, 
. t : 

13 , an;d reports referred to in clauses (ii) and 
i' i 

14 (iiD, and , 
I ! ' 

I 

15 ! "(v) establishing aates by which the 

16 su~missions described .'in clauses (i) and 
I 

17 (iv) must be made.' . ' j 
: . ,,' . 

.18 The Administrator may revise anv such' order to cor
... j.... 

I 
I 

19 . reet an eITof~ 
I 
I I 

20 "(2) NOKCO~IPLL.u'\JCK-If:. a submission re
" ! 

21 'quire<;i by a j notice is~ued in' ac40rdance with para

22 graph (l)(A)or an order issue:d under paragraph 
" '. I 

I : . 

23 .(1 )(B) is not made by the time specified in such 110
I I 

': t 
24 rice or order,. the~\dministrat6r Imay by order pub

I 
i 
I 
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1 '. lished in the ,Federal Regi~ter, modify or revoke. the ,. ,.,.." " '., I . " '" , . 
2. " tolera~ce or exemption,in question. ' 

"' >:.,~3 ., .'., . ,,~,h3)'REVIEW.-·An orher issued under this'silb-, ' .'
',", I "'f'. '" 

4 'se'cti~rt shall be effective upon publi~ation ,and shall' 
I ' 
I.. , 

5 be suoject to review in ac~ordance ,,,,ith paragraphs 
i ! 

",6 ',' '(6) an~ (7) of subsection (d). 
, :'. ' '., I '. '" , 

7 "(g)CO~TFIDENTIALITY ANt' USE OF DATA.
'. I . , 

8' "(1) GENERAL RULE1.-'Data and information 
', I . 

I I ' ' 

9 that 'are submitted, to the iAdministrator under this,
, . I I ','." ' 

10 sectio~ in support of a tolerance shall be entitled to " 
,I, ' " ,," , , . ' 11 , confidential treatment for! reasons of business con- ' 

12 fidelltialityand to'ex~iusive u~e and data compensa~ 
.' ,I ~ " .'I ' , . , 

,13 ' , tion, to the same' e::..ient provided b~' sections 3 ,and 
, ' " ' I . 

, 14 io of the Federal .In~ecticide, Funrricide' and 
, I "I t:' 

" ' ,I' I" , 'I " 
'IS . Rodenticide Act. " ' :' " 

I , ',>' ,.; 'I '.'" ' 
'." ,I

'16 ,"1(2) EXCEPTIONS.-,·Data that are entitled to 

·17 , ", confid~ntial treatment under' paragraph (1) may 

18 nonetlJeless be disclosed to: the Congress of the Unit
, I ' ,,', ' ' , ' ' 

: 19' e,d States, and may be dis~losed, undersuch security 
"', , '.', , ,. ,I ' ' 

20 requirements as the Administrator ,maY provide b~' 
'Ii', 
I,' , I 

21 regulaltion. to-- {, 

22 I' "(A) emplo~rees ~f the nited States au- ' 
I, 

23 thorized bv the Admihistrator to examine such 
! ,.. i 

24 '" data in the carrying out of their official duties , 
I " , 

I 
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'.' . 

, " i " , 

1 , under th~s Act or other Fereral statutes 'in- , 
I ,-', '.,., I"" . -"-. 

2 'tended to: protect the public h¢alth,or" 
" ", 

", '.3 , "'(B):' contractor~ with 't'he United:States 
" : r :,',' , ";:'. ' " 

4, ,,' authorizetlbv 'the Adrninistrator' to : examine 
I .. ' . 

5 such data: in the' carrYing' out bf contracts under 
, ,! '" 'I: " 

6, such statytes. i , , 

7 "(3) 'SU;\ir.1ARIES.-Notwithsta~ding' anyprovi
" I",' " ",' " " .',' '" '; , 

8 sion of this subsection or other, law, the Adminis~ 
I "I, ' ' 

9 trator may ,publish the' informative' summary re
, ..:-'

10 quired, by sub~ection (d)(2)(A)(i), krid' may, 'in issu- 1 
, i _ '\ ' . " 

, '.'11 ' • ing aprop'oseh or final reguiatio~ or order under :1 
: • . . • f . • ' 

12 this section,' pllblish' an informative' summary, of the, ". i. ,'-.' 
, • I I :' '. ' ,,1 ',',:,' 

13 " data relatmg t9 the regulatIOn or order. ' , '1 

. -. I'14 "(h) STATUS' OF 'PREVIOUSLY ISSUED' REGULA- , i 

15 TIONS.- , "., 

, ' : ' " , : ,[ ,",', ' 

16 "(1) REGULATIONS UNDER SECTION 406.-'Reg
..,',', 

17 , " ulations affect~rig 'pesticide 'ehemi~ial "r~sidues in or 
, " t. ,I " ' 

, .. 

18 , ,on raw agricultural commodities' promulgated, in ac-' 


19 cordance with keetion 701(e), 'undet th~ autho~ityof 
, , 

:'" ".f;... 

,:, 1 " ,I, ,',' ", " ,: ""," 

20 section 406(a) lupon the basis of 'public hearings in
, . "I,' ",' " ' 


21 stituted beforei~anuary, 1, 1953,s~all be deemed to 

, I ' " ", 

,22 ,be regulations issued, under this se~tion and shall be ' ' 

23 subject to md,diflcation or revoc~tio~ under sub
" ',I, , ' 

I ' , I 
",24 ,sections (d) an? (e). 
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1.. ':'(2) REGULATIONS \l'<1)ER SECTIOI'.409.-.Heg- ..· 
I' 

ulations that established.; tolerances' for substances 
., '. '. ·f . . . 

3 that are' pesticide 'chemicltl residues on or In proc
. I' . . 
I . . :. .' 

4 essed l food, or that otherWise stated the conditions 
" 

5 undeJ .which suchpesticidb 
. 

chemicB:ls could be safely 
. I . . 

6 used, ! and that were issu~ under section '409 on or' 
i .' ,I. . . 

7 befory the date of the en~ctment of this' paragraph, 
I ". " . .I .' , ' '.. . 

8 . shall !be deemed to be regulations issued under this 

9' ",sectidn and ,shaIr be subject' to modification' or rev-' 
. i ' . i . . . 

'10 ocati6n under subsection ~d). or (e). 
: .', ,I . . 
I '. . .' I . 

11 1'(3) REGULATI~NS U~ER SECTION ,408.-'~g- .• 
I ". I' . 

12 ulatiQns that established' tolerances or exemptions ' 
, . 

13 undc~ this section that wbre issued on or before the".' 
. '.' i .' . "1 . . , . 

]4 date rf the enactment of ~his paragraph shall remain 

15 in eftect unless modified dr revoked' under subsection . ! .. 

16 (d) o~ (e). .I 

i I 

17 "(i) TRANSITIONAL PROV;ISION~-If, on the day be-
I I 

18 . fore the date. of the enactment of this subsection, a sub

19·. stance tlJt isa' pesticide .chebicaiwas,with respect to . I . . .,.' . '. ..... ' 
20 apartieuliw pestieidal use of tli(· substance and any result

. 21 illg' pestieldp('IH'mital~'esidl'H"lll OJ' 011 a particular food-,. 

.• . I . 

• " I , . . 

22 ')'(]) reg-arcied h~- th(1 .-\dmiilistl'ator or the See-
i '. l' ,.., '" .' . 

. 23 retary- as generall~- recogrlizcd as safe for use \vithin .. 
.: I· !.' 

24 the meaning of the provisions of section 408(a) or 
i. . i . 

25 201(8) as then in effect, dr .... 
. '1 . I ' .. ' , . .I . 

I 
·HR 1627 m , . I 
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I ," ,I " ' 

.1 - "(2) regarded by the Secretary asa substance 
, ,',,' " I, " 

I " ", 

2 'described 9Y section 201 (s)( 4) ,) " , 
"( 

3 such a pesticide chemical residuesh~ill be regarded as ex, ' , 'I 'I' " 

4 empt from the requirement' for a tOlb'rance; as, of the date 
, ' I,' I • 

, I ' ". 
. . I '. 

50f enaCtment of this subsectiQn. The Administrator shall 

6 by regulation i~dicate which sUbstahcesare described by. 
, : ,', I" " 

7 this subsectiqn.1An exemption under this su.bse~tion may 

8 be 'revoked or modified 'as if it had' been issued under sub ' 
1 ' " ,,' , 

'I 

,9 section (c)., \,
" " 'I, ' , 

I 
I ' " 

'10 "(j)HARMPNrZATION WITH ACTION UNDER OTHER 

11 LA\vs.-' 
, 

',i' 
. I '. - I ". 

12 "(l)LIMITATION.-'Notwithstanding 'any, other 
i ~ , . I ' 

I " 

13- provision' of this Act,a final rule under this section 
" " 'j , ",', " ' 

14 that. revokys, modifies, or sus~ends a tolerance 'or 
" ' I ' , ' 

15 exemption for a pesticide chem:ical residue in or on 
. ' l ' , ; 

16, a food ma~ be issued only if the A.dministrator, has 
, ",,' I ',,',' I ' , ' , " " 

17 first taken! any necessary action under the Federal' 
1 ' , I 
t . I 

18 'Insecticide,1 Fungicide, and Rodenticide Act with, re

19 , ,spect to 't4e 'registration of t~e ,pesticide(s) whose 

20 use' resultsi in such 'residue to lensure that any au
" I • , 

21 thorized' usle of the pesticide i'n producing, 'storing, 
, I' ",~ , , 

22 processing, i or transporting, fo~d that,' occurs, after 

23 . the issuanc~ of such final rule ubcier this secti~n will ' ' 
" I 

24 'not result lin, pe~ticide chemic~l, residues on, such' 
'. I, 1 ' 

'" j , , ,'I'" 
", I', 

. , .' , , ~ ~ . 
! 
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I 

1 food that are unsafe within the mealllng of sub~ 
I 

2 section (a). 
, ! 

-3 '~(2) REVOCATION OF TOLERANCE OR EXEMP;x
, ! 

4 TION FOLLOWING CANCE;LLATION OF ASSOCIATED
i.e 

I 

I 

'5 REGI~TRATIONS.-,If the ~dministrator, acting underIi . 
·6 the Federal Insecticide, Fungicide, and Rodenticide 

7 Act, cancels the registration of each pesticide that ' 
I ! 

8 contains a particular pesticide chemical 
' 
and that is 

)~ I 

9 labele~ for use on a particular food, or requires that 

R 
10 the r~gistration of each su'ch pesticide be modified to 

I 

11 prohibit its use in conne~tion with the production, 

12 st,?ra~e, or transportation,lof such food, due in whole 
~r 

13 or in Ipart to dietary risk~ to humans posed by resi-
I " 
, I 

,. 14 dues of that pesticide chelhical on that foocL the Ad~ , , ' 
I 

15 ministrator shall revoke a;ny tolerance or exemptionn 

16 that allows the presence of the pesticide chemical, or
,S , ; 

I 

II 17 any ~esticide chemical re~idue that results from its 
,l ;. 

18 use, in or' on that food. 'The Administrator shall' use 

19 the procedures set forth in subsection (e) in taking 

20 actio~ under this paragraph. A revocation under this 

11 paragraph shall become effectivE' Bot later than 180 
I ' 

22 days after

23 i "CA) the date b\~ which each such cancella~

i • i 
I 

24 tion of a registration ,luis become effective, or
1 I 

I 

.HR 1827 m 
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I 

"(B) the date on which the use of the can-
i 

celed pesticide becomes . unlawful under the 
· . I . 

terms of the cancellation, whichever is later. 
I .. 

"(3) SUSPENSION OF TOLERAl"\CE OR EXEZvIP
• I 

I 

TI02\' FOLLOW1NG SUSPENSION OF ASSOCIATED REG1 , 

I ' , 
,ISTRATIONS,-. 
, 
- ,

"CA) SUSPENSION.-If: the Administrator,. 
i I 

. acting.~nder the Federal In~ecticide, Fungicide, 

and Ro~enticide Act, susper.ds the use of each 
· . i 

register~d pesticide that cqntains a particular 
I 

pesticide chemical and that is labeled for use on 
I _ 

a parti~ular food, due in whole or in part to die
: 

tary ri~ks to humans posed, by residues of that 
I. • . 

pesticide chemical on that: food, . the Adminis
· I 

trator ~hall suspend any tol~rance or exemption 
!, , 

that allbws the presence of 'the pesticide -chemi-_ , 

cal, or: any pesticide chemi¢alresidue that re-
I I 

suIts frbm its use, in or on: that food. The AdI . 
, 

ministr~tor shall use the procedures set forth in 
i 

subsection (e) in taking action under this para-
I .:. 
I '. . 

graph. A suspension· under this paragraph shall 
· I . 

become: effective not later ,than 60 days after' 
I' I 
- ., 

the date by which each such suspension .of 'use 
I . . 

·1 

has becbme effective. 
f! . 
I 

I 
I 


. I 
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. .. 

H(B) EFFECT IOF SUSPE~SI01\ .-The sus
I 

pension of a toleral:lCe or exemption ·lInder sub-
I 

. paragraph (A) shall be effective as long as the . 
! ,.' 

use of each .associa~ed registration' of.a pesticide 
I . 
I . 

is suspended . under 
. . i 

the Federal. Insecticide, 
I 

. I 

Fungicide, and Ropenticide Act. While a· sus

. Pension of a tolerabce or exemption is effective 
I . 
j . 

the tolerance' or exemption shall not be consid
. . I' 

ered to be ineffect~ If the suspension of use .of· 

the pesticide unde~ that. Act is terminated, leav

ingthe registration:of the pesticide for suchuse 

I i'n . effect under.. that Act,. the Administrator 

shall rescind any associated ·suspension of a tol

. erance or exemptiOlt 
. i . 

,I H(4) TOLERANCES(FOR UNAVOIDABLE RESI

. DuES.-In connection with· action taken under para-
i 1 •
i '.' '. . 

graph (2)· or (3), or with . respect to pesticides whose 
;' , .' , 

I 

regi:strations were canceled prior to the effective date 
I • '.. . .' . 

of ~his paragraph, if the Administrator determines 

tha~ a residue of the canceled or suspended pestic,ide 
·'·1 '. . . • . .' . '" . 

· ClH~?liea: "ill untrvoidablr pen;ist in t}w environment· 
.' i' '. '. . . ! .' . . 

andl therGb~·. be present ill or on a food, the Adminis- . 
. ,) !! . . , , 

tra~or' may. establish 'a I tolerance for flU! pesticide 
, ," >I' 

'." '. ." !.. 
· chemical residue at' a level -that permits such un
.1 : . 

· avoidable residue to rerriain 'in" such food. In estab
1 
I· 
i 
I 
t
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i 

lishing such: a tolerance, the 4-dministrator shall 
[ 

take into account the factors set: forth in subsection 
I 	 i 
I 	 . ' . . 

(b)(2)(A)(iii)!'and'shall use the procedures set forth: 

in subsection (e). The Administrator. shall 'review 
, ' 	 I 

any such tol~rance periodically a~d modify it as nec
i . 	 .' 

essary so th~t it allows only th~t level of the pes

ticide chemiclll residue that is unavoidable. 
, 	 I 

' ''(5) PESTICIDE RESIDUES;' RESULTING FROM 
I 

'LAWFUL ~PLICATION OF PE~TICIDE.-Notwith-
. ' 	 I . 

standing any other provision of fhis Act, if a' toler-
I, 	 , 

ance or exemption for a pesticide :chemical residue in 
, ,i 	 " , 

or onafoodj has been revoked, sfspended, or modi- , . 
Ii' 

tied under this section, an articltp, of that food shall 
; 	 l 

not be' deemed unsafe solely because of the presence 
I . 	 ~ " . 

, 

of such pesticide chemica1 residue in Of on such food 

if it is, shoWn to the satisfactiop of, the Secretary 

that-
I 
i" 	 , 

"(...~) the 	residue is present as, the result of 
I 

. 	 an application or use of a pesticide at a time 

and ina manner that"wa~, la\\ful under the 

Federal :Insecticide, Fungiciq.e, and Rodenticide 
I 

Act; and 
i 	 " . 

"(~) the residue does not exceed a level 
; , 

that was authorized at the time of that applica-
I 	 ' 

tion or use to be prese'nt on the food under a 
, , 

! 
. I 

·HR'1627 IH' 
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1 I tolerance, exemptiol,l, 
, 

food· additive regulation, 
I 
i ' , 

2 jor other sanction tl~en in effect. under this Act; 
, 	 , 

3. unle~, in the case of any, tolerance or exemption. re- . 
; 

4 	 voked, suspended, or modified under this subsection 

or subsection (d) or (e)i, the Administrator has is-, 
I 	 v ~ 

, I 	 ;', 

6 , sued a detennination th~t consumption of the legally 

7 treated food during th~p~riod of its likely availabil

8 ity in commerce WI'II pose an unreasonable d'letary.I 

, 


, k' 
j 

9 	 I'lS : 
I , 

"(k); FEEs,-The Administrator shall by regulation 
. 1 	 ' 

11 require the payment of such fees as will in the aggregate, 
1 	 , 

! 

12 in the judgment of the Adm~nistrator, be sufficient over 

13 a' reasonable term to provide, :equip, and maintain an ade
j 	 • t 
, 	 ' 

14 qnate sehrice for the perforirlance of the Administrator's 
. 	 i . . , 
functions under this section.: Under the regulations, the 

1 	 . I . , 

16 perform~nce of th~ Administrator's services or other func

17 tions unqer this section, incluc;ling- ' 
. 	 : ., 

18 "0) the acceptance: for filing of a petition sub-I 

19 mitted under 'subsection :( d), ' 

i "(2) the promulgati'on of a regulation establish-
t· 	 : 

21 ing,: modi0"ing, or revoking a tolerance or establish
, ,

22 	 ing ;or revoking an exemption from the requirement 
~ 	 I 

23 	 of a tolerance under this, section, 

24 	 : "( 3) the. acceptan~e . for filing of objections 

undkr subsection (d)(6), lor 

, i 
·HR 1827 m 
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I 

1 _~'(4) the certification and filing in court of a 

2 transcript of: the proceedings an~ the record under ' 
, ," ,: 

I 
' "

3 subsection (d!)(7),' ' 
. '. l. 'j , , 

4 may be conditioned upon the payment of such fees: The 
, I ' 

, I 
I , 

5 regulations may further provide for ,yaiver or refund of 
I 

6 fees in whole or, iJ? part when in the judgment of the Ad
, , ' I ' , ,,' 

7 ministrator such ~'waiver or refund i~ equitable and not 
,I I, 

, , 

8 contrary to-the pUfposes of this subsection. ' 
I 

9 , "(1) NATIONAL UNIFORMITY OF TOLERANCES.
" i 

,10 \ "(1)QJALIFYING PESTICIDE CHEMICAL RESI

11 OUE.-For purPoses of this su~section, the term 
.: ' 

12 'qualifying p~sticide chemical res~due' means a pes-,' 

13 ticide chemi~al, residue resulting; from the, use, ,in 

14 prod~ction, ~rocessing, or stora~e of a food, of a 
'i I 

15 pesticide chemical that IS an active ingredient and 

16 that
, i 

17 "(A) was first' approved for such use in a 

18 registratjon of a pe'sticide issued under section 
I 

19 3(c)(5) bf the Federal Insecticide, Fungicide, 
,I ' 

, I 

20 Rodentic,ide Acton or after f\pril 25, 1985~ on 
I 

21 the basis of data determine9 by the Adminis
i ' ' I ' 

22 trator t6 meet all applicable requirements for 

23 data prescribed by, regulatiop.s III e~fect under 

24 that Act:on April 25, 1985; or 
I 
I 

I' 
I 

, 
I 
I " 1 ' 

.RR 1627 m ' 
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1 "(B) was appro~ed for such use in a rereg-
, , 

2 ,1stration eligibility d'ete~ination issued under , 
, " , I ' , 

3, ,itection' 4(g), of that Act on'or after the date of 

4 enactment of the Fqod Quality Protection Act 
I , ' I • , ' 


'5 'bf 1993. 
' 


i , 

6 ~'(2) QUALIFYING ,FE'DERAL DETERMINATION.
I ,:" , 

7 ~or ~ui"poses of this subsection, the term 'qualifying 
I , 

8 Fedehil determination' means
1 ' , ' , ' 

9' "(A) atoleranc~ or exemption from the re-, ' 

10 quirement for a tolerance for a qualifying pes-
I 

11 ticide chemical residue that was- ' ,, ' 

i 

12 , "(i) issued iunder this section after the,, 
, 

" 

13 i date of enactnient of the Food Quality, 
i 

14 Protection Act qf 1993; 

15 "(ii) issue,d, (or, purs~ant to sub

16 , section (h) or (P, deemed to have been is

i 
I17 , 'sued) under t~s section, and determined 

18 I, ,by the Administrator 'to' meet' the standard 

19 under subsection (b)(2) (in the case of ai . . 
, ,I 

20 tolerance) or (c)(2) (in the case.of an ex-" 
,j' *, , 

21 emption); and i 


, i ,
22 "(B) any stat~ment, issued by, the See
, , 

23 lrctary, of the residu;e level below which enforce

24 iment action ",ill nQt be, t~ken under this Act 
j !, 

25 iwith respecl to any' qualifying pesticide chemi-
I ,
I ' 
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1 

2 
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4 

6 

7 

8 

9 

11 

12 

13 

14 

16 

17 

18 

19 

'21 

22 

23 . 

24 

I 

cal residue, if the Secretary fl,nds that such pes-
I ' ' ' 

ticide ch~mical residue level ~ermitted by such 
I 

I I 

,statement during' the period to which such 
, I : 

',' statement applies protects human health. 
.' I 

"(3), LIMITATION.-The Administrator may 
I , 

,make the d~terminatioIi' descrioed in paragraph 

(2)(A)(ii) only by issuing a rule in accordance with 
. : , I 

I • ' ' , I 

theproced-q,re; set forth in subsec~ion (d) or (e) and 
I 

only if the Administrator issues a ; proposed rule and 
" !. •. 

; . . " . 

allows a period, of not less than 30i days for comment 
! " . I . 

on the prop~sedrule. 'Any su~h. rule shall be 
, i 

, reviewable in ~ccordance with subsections (d)(6) and 
I ' 

(d)(7). 
. 

"(4) STATE AUTHORITY.-Except as provided 
I 

In paragraphj5), no State or P?litical subdivision 

may establis~ or enforce any re~atory' limit on a 
, . , 

qualifying pesticide . chemical residue' in or on any 
! 

I 

. ifood 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 
I ,

identical to such qualifying Feder~l determination. A 
i - , . 

State or polit~cal subdivision shaH be de~med to es

tablish or en(orce ,a regulatory liJjl1it on a pesticide 

chemical residue il10r ,on food if ~t purports to pro
':i r 

hibit, or peml~i:Ze the production,: processing, ship
.. ' ! , ! 

" 
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1 pi~g, or other handling of a food because it contains 
I 

n I 

2 a pesticide residue (in I excess of a prescribed limit)~ 
,

·h 
3 or; if it purports to re<luire that a food containing a 

i 

4 pe:sticide residue be the subject of a warning or 
! , 

5 other statement relating to the presence of the ,pes
ih 6 tic ide residue in the food. 

h I 

7 "(5) PETITION PR:OCEDURE.

d 
8 "(A) Any State may Petition the Admin'is

,d 
9 trator 'for authorization to establish in such 

10 State a regulatory limit on a qualifying pes

11 ticide chemical residue in or on any food that 
d 

12 is not identical to, the qualifying Federal deter
, : 

I 
! 

13 
I 

mination applicab~e to such qualifying pesticide 
j 

14 chemical residue. : 
r 

n IS "(B) Any p~tition under subparagraph (A) 

a . ' 
, 

16 shall

17 "(i) satisfy any requirements pre
o 18 scribed, b~T rule, by the Administrator; and 

19 "(ii) 
, 
be: 

, 
supported by scientific data 

20 about the pe~ticicle chemical residue tlint is 

21 the subject qf thl' petition or abopt ch,emi
l 
I 

22 cally relatedl pesticide chemical residues. 

23 data on the consumption within 'such State 
I 

24 of food bearing the pesticide chemical resi-
I . ' 

I 
1- 25 , 

I 

due, and data on exposure of humans with, 

, I 
.RR 1,827 m 
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in such State to the pesticide chemical res
: ! . 

idtie. 
i 

"(6) Subject to paragraph (6), the Admin-
I ! .' 

istrator; may, by order, grarit the authorization 

. described in subparagraph (A) if the Adminis

trator determines that the proposed State regu-
I 


. . I 


latory limit-
I . 

; "(i) IS justified by compelling local 

co~ditions;
I . 

i "Oi) would not upduly burden inter
, 

. state commerce; and . 
I . 

1 "(iii) would not cause any food to be 
I. 

. in !violation of Federal law. 
I 

"(D) In lieu of anJ; action 'authorized 
I ! . 

under. subparagraph (C), i the. Administrator 

. . may treat a petition under: this paragraph as a 

petition under subsection (~) to revoke or mod-
I ! 

ify a' tolerance or to revoke :aIi exemption. If the 
, 

Administrator determines ~to treat a petition 
, . . .' ' 

i 

. under this paragraph a8 a: petition under sub

section; (d), the Adminiltr~tor shall thereafter 

.. act on! the petition' pursua~t to subsection (d) .. 
i . . 

"(IE) Any' order of: the Administrator 
: . I 

granting or denving the authorization described 
I .. : . 

.. in subparagraph (A) .shallbe subject to review 
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i in the manner des~ribed 111 subsections ,( d) (6) 

I 

f and (d)(7). 
! . I· 	 . 

i "(6) RESIDUES FROM LAWFUL APPLICATION.
i ' . 

No !State or political. subdivision may enforce allY 
!

i 
regvlatoJ)' limit on the Jevel of a pesticide chemical 

f, 

residue that may appear, in or on any foOd if, at the 
i 	 :, 

. time of the application of the pesticide that resulted 

in such residue, the sale' of such food with sucli resi

due i level was lawful under this Act and. under the 
I ' 

I 


law: of such State, unless· the State demonstrates 
I 	 f 

that: consumption of the food containing such. pes

ticideresidue . level duriI:t.g' the. period of the food's 

likely availability in . the State will pose an unreason-
I 

able. dietary risk t6 the h~alth of persons ",thin such 

Statk.". 
I 	 . 

SEC. 306. AumORIZATION FOR INCREASE MONITORING. 

There is authorized to be .appropriated an additional 
1 

$12,000,000 for increased monitoring by the Secretary of 

Health ai1d Human Services of pesticide residues in im

ported and domestic food. 
. 	 ' . 

!
Ie· 

I. 

i 
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NATIONAL ACADEMY OF $CIENCES 
NATIONAL ACADEMY OF E'NOINEERINe 
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NATIONAL RESEARCH COU:NCIL 

The federal gover.a.r:pe.at tokes ~ oQe-size-fits
all approach to tbereguiatioll: of pesticides,· 
even though infants and children have different 
growth rates and diets than do adults. Today's 
regulatory system docs not specif;ically consider 

variations In pesticide 
expnsure between adult!> 

. and children or the ways 
in which children's bod
ies may relict differently 
to foreigri substances. As 
a re!>ult, concern has 
arisen that ~ome children 
may be ingesting unsafe 
amounts of'pesticides.

I 

To afford young Ameri. 
cmlS greater protection from 
pesticide exposures, a con
gressionally mandatec:l report 
from the National Research 
Council. Pesticides ill the 

Diets of lD/tllJl.S tUJd Cb.ildrell, rccolnrnends that the 
federal government change some of itS scientific and 
regulatory procedures for pesticides. !It alsnreeom. 
mends th;lt regulators adopt a new method of risk 
iolSsessmem to gauge more accurately what proponion 
ofrhe popular.ion may he at ri~k, and itilrgc::s that toxi· 
city testing of pesticides be more compr~hensive. 

The commim:~ that wrote the report did not con
clude that parents should change their thildren's dietS 
to avoid certain foods. But it advoc8tes substantial 
changes in the current regulatorY system to ensure 
that the foods eaten by inbmts and cWldzen are safe. 
Also, it urges that tOIeTance levels regul;tring permi:o;~i. 
ble levels of pesticides in food be ba.s~9. primarily on 
considerations of health. 

I , . 

Cllildren .re tflffennt A fundamental tenct of 
pediamc medicine is that children are not JUSt "little 
adnlts." They are growing and developing, their 
metabolic rues are higher than those of adults, and 
their bodies sometimes have different responses· to 
ingested to:x::i.n.s. For example} data on toxic chemi

. calsother than pesticides SUAAest that c:hildten may 
be more sensitive than adults to some compounds 
and less sensitive to others. Though these differ· 
ences :in sensitivities are fairly small - usually less 
than tenfold - the diHerences need to he systemati
cally smweu and, when important, taken into account 
in regulating pestiddes. 

Infants aiid children tend to eat fewer klads of 
foods compared with 4dults and thus consume more 
of certain foods per unit of body weighti in addition, 
they drink more water, both alone and mixed with 
other ~oodS. However, the presCllt regulatory system 
doel'i npt consider me."le differences in diets. Current 
food consumption surveys group people intO broad 
categories, lIuch lilt 1. to 6.yt:ar.olds. By fucusiu~ on 
average intakes Within these age groups, these meth
ods obscure the full range of children's exposures as 
well ~s the rapid changes in diet m.n occur as a child 
grows.; They .uso overlook geographic, ethnic, .and 
other factors that can affect e1CPosnre to pel'iticidel'l. 

Problems also plague the meaSUl"ement of pesti. 
cide residues that are on· or in foods when they arc: 
consuni.ed. Available measurements are of variable 
quahty.and arc often nOt comparable. They typicsUy 
reflect average ,adult consumptiot+ patterns ..nd undet
represent foods eaten by infants aml·childzen. 

Because of the different diets lind phy~ur:al Teac
tions of infants and children to pesticides, their risk 
may be, different from that of adults. To accuunt fur 
special Vulnerabillues of infants and children, the cur· 
Tent regulatory system needs to he modified. 

A newi approacli hi. its report} the committee ree
ommt.'Ilcis an improved method of assessing the risk 
to infants and children from pesticides.. Infants and 
children need to be considered separately from aJult!;. 
Also, rather than using a single number to represent 
the average exposure of the entire population to pesti
cides, the committee suggests that data on the kinds 
and quantities of foods eaten by ~tsand children 
be com~ined with data on the pesticide residue~ on 

. those foods. . 
Using this approach, repllators could get a much 

better idea of how JlWly chlldren might receive expo
sures above the level thought to be laiC. This infor
mation could then be used in setting tolero.nces - the 

http:consuni.ed
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amounts of pe!'tticides legally allowed on orin fOods when th~y leave· 
the farm. .• . . . . 

A major obstacle tu the usc: uf this new appro...ch is a lack :of. data. 
Without better information on the food consumption patterns, pesticide 
resid,ues, and toxicity, more accurate: risk assessments cannot be widely 
a.pplied. The committee offers specific recommendations to govern
ment regulators, pesticide manufacturers, and. the food industry on 
ways to generate these data.' , 

Better tens aild d.n. The federal government muuld revamp sig
D.i£icant aspects of its approach to pesticide regulation, the committee' 
writes, Food consumption surveys ~c:cd to mOnitor more specific age 
groups to determine how children's diets differirom those of adults. 

Also, measurements of pesticide residues should be standardized 
and computerized. These measurements need to reflect the diets of 
truanLc; and children, the different rates and methods of pesticide appli. 
cation, . and the effects of food processing on pesticide conct:ntmtians. 
Regulators also neeu to take into acco'ullt children's pesticide exposures 
from non-dietary sources such as air,: soil. lawns, pets, and indoor sur
faces, as well as exposure to multiple pesticides with common tOXlC 
effect~. : . 

In addition, toxicity testing procedures need to be developed that. 
specifically evalu.ate the vulnerability:of infantS and cb.I.ldren. P~cu
larly important are testS fot toxicity ;to the d.eveloping immune, ner
vous, and reproductiVE: sy~tf::m.s. ; ; 

The committee makes a. number10f other recommendations that 
would aher current regulatory procedpres. It encourages thl:! En~iron
mental Protection Agency to consider :expand.ing the use of uncertainty 
factors that are already applied in extrapola.ting from a.nimal tests to 
effectS in humans. it recommends that e!'trimates of cancer risk £rom 
pe!';ticid~s take intO account changes iri exposure and susceptibility that 
occur throughOut a person's life. , 

ChilJ.II::n deserve special considc.tiltfon in this country-'s approach to 
pesticide regulation. By taking the Stcp.s outlined in this repon, the fed· 
~ral government can ensure that their health is not compromised. 

The swdy was sponsored br the EnJ,i~onment:f.ll Pmtec:tiorl Ag~nc}', 
wirh addmnnal .'1Jpport from tbe International Ufe Sciences InsrfCute,. 
Health and Welfare Canada. and the Kellogg Enuu ....Tlll;:.ul iliad of the 
National Acadtlmy uf Sciellces and lile 'Institute of MediCine. . 

Pesticides ill the Diets of Inftmts lma qJ.ildren; 
National Research Council, 1993. 
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Executive Sununary 


P
1i5T1CIDE5 ARIi lJSEIl WIOU,Y in agrkullure in the Unil2d Slates. Their 

application has improved crup yields and has increased the quantity 

of fresh fruits and vegetables in Ihe diet, thereby contributing 10 


improvements in public heallh. 
Dut pesticides may also cause harm. Some can damage the environment 

and accuJl)ulale in ecosystems. And dcp-:n~ingol)..dose,some.peslh:ide9'-· 
·C'lI1CaUSC-il rangcn}f advc-rl'c effects {In human health, including cancer, 
aCllle and chronic. injury to the ner\'ous sYlilcm, lung damage, repruductive 
d)'sfunclion. and possibly dysfunction of the endocrine and immune 
systems. 

Iljef is <lnimporlanl source of exposure 10 pesticides. The trace quantities 
uf pestichles that are prest.'111 on or in foodstuffs are lermed residues. To 
minimize expOsure of the genera.1 population to peslicide residues in food, 
the U.S. Government has inslit:llled regulalory controls on pesticide use. 
These are intended 10 limit exposu«.'S to residues while ensuring an abun
dant and nutritious' food supply. The le~islalive framework for these 
contml.s was f.,stablished by Iht! Congres::; lhrough Ihe F~dcral (nsecticide, 
Fungicide, dnd Rodenticide Ad (PIfRA) and the I:cdera[ Food, Drug, and 
Cosmetic Act (FFDCA). Pesticides are defined broadly in this context to 
include insecticides, hCI'bicides, and fungicidt>s. 

Toleranccs constitute Ihe singlc, most important mechanism by which 

Iii' A Ii mils levels of p~sticide residues in foods. A tolerance is defined as 

the Ic~allimjtof a pcslicide residue allowed in or 011 a raw agricultural 

commodity and, in appropriate cases, on processed foods. A tolerance 

must he established for any pesticide used on any food crop. 


. 




1 I Pf:STlCWrS IN THE. DIETS Of INfANTS AND CHILDREN 

Tolerance concentrations are based primarily on the results of field 
IrialoS conducted by peslidde manufaclurers and are designed to reflect 
the hight$t residue concenlrahons likely under normal conditions of ag- . 
riculfural use. Their principal purpose is to ensure compliance with good 
agrkullural practice. Tolerances are not based primarily on health consid
erations. 

This report addresses the question of whether current regulatory ap' 
proaches tor. controlling pesticide residues in foods adequately protect 
infants and children, The exposure of infants and children and Iheir sus
ceptibility to harm from ingesting pesticide residues may differ from that 
of adults. The current regulatory system does not, however, specifically 
consider infants and children. It does not examine the wide ranse uf 
pesticide exposure patterns Ihal appear 10 exist within the U.S. population. 

. II looks only althe average exposure of the enfire population. As a COJl!oe
quence, variations in dietary exposure to peslicide5 and health risks related 

._-'0 ag~ ilt:ld, l,,_such .other factors asseographic-region-and'ethnid~y··are-- . 
not addrt!ssed in current regulatory prathce. 

Concern about the potential vulnerability uf infants and children to 
dietary pesticides led the US, Congress in 1988 10 requesl that the National 
Academv of Sciences (NAS) appoint a committee to study this issue 
thro~gh its National Research Council (NRC}. In response, the NRC ap
pointed a Committee on Pesticide Residues in the Diets of Infants ami 
Children IInder the joint aegis of the Board on AgricuUure and the Board 
on Environmental Studies and Toxicology, 

The committee was charged with responsibility lor examining scientific 
and, p.qlicy issues faced by government agencies. -particularly EPA, in . 
regulating pesticide residues in fonds consumed by infant" and children. 
Spedlicall}'. the committee was .ls"ed to examine tht~ adequaq' of current 
risk assessment policies and methods; to assess information on the dietary 
intakes of infants and children; hI evaluate dalt! on peslicide residues in 
the food supply; to identify toxicologicaL i!ioSU~S of greatest concern; and 
to develop relevant research priorities. Expertise represented nn the com
mittee included toxicology, epiticmiolugy. bius'atislics, fQod science 
and nutrition, analytici" chemistry. child :growthanJ development, and 
pediatrics, 

'Ine committee was not asketi to·ronsider loxidlies resulting from expo
sures to microorganisms (bacteria .and viruses) or (rom other naturally 
oc::curring potential toxins. It was 'not asked 10 weigh Ihe benefits and 
risks to be tlerived from a plentiful and varied food supply against the 
potential risks resulting from pesticide l'XpOSurc. II was flO' asked 10 aSSl"SS 

the overall safety of the food supply. 
In this report, the comminee considered ,h{" dC\"e1opmcnl of children 

from the beginning of the last trimestC'r of pregnancy (26 weeks) through 

£rtcutivt Summary I J 

IB years of age. the pOint when all biological sY6tems have essentially 
matured. 

CONCLUSIONS 

Age.Relaled Variation 10 SusceptlblUty and ToxIcity 

A hmdamental maxim of pediatric medicine is that children are not 
"little adu)ts." Profound differences exist betw(!en children and adults. 
Infants and children are growing and developing. Their metabolic rates 
are more rapid than those of adults. There are differences in their ability 
10 activate. detoxify. and excrete xenobiotic compounds. All these differ
ences can affect the toxicity of pesticides in infants and children, and fur 
these reasons the toxicity of pesticides is frequently diflerent in children 
and adulls. Children rna)' be.. rtlore sensitiv.e.orJess sensitive fhan adults..-- -. 

--dependiilg on-inepeStidde to which they are exposed. Moreover, because 
Ihese processes can change rapid I}' and can counteract one anofher, there 
is no simple way to predict the kinetics and sensitivity 10 che~ical com· 
pounds in infants and dtildrcnfrom data derived entirely from aduit 
humilns or from toxicity testing in adult or adolescent animals. 

The committe'! found both quantitative and occasionally qualitative 
differences in toxicity of pestiddes belween· children and adult" QuaU
talive differences in luxkily. are the' consequence of exposures during 
spedal windows of vulnerability-brief p~riods early in development 
when expusure to a toxicant .can pern....!l~nllyallerJhestructure odunc· -- 

. tioifofan (.rgan-sj;slenl.(:lassk examples include chloramphenicol expo- . 
sure of newborns and vascular collapse (gray baby syndrome), tetracycline 
and dysl'l.lsia of the dental emlmel, lind lead and altered neurologic 
development . 

Quantitalive differences in peslicide toxicity between children and 

adults'are ..Iue in part to age-related differences in absorption, metabolism, 

detoxificalion, and excretion of )ienobiolic (om pounds. that is, to differ

ences in both pharmacokinl'lic anti pharmacodynamic processes. Differ

enn~s in size, immaturity of biochemical and physiological functions in 

maim body systems, and variation in body compusition (ivater, fal. pro· 

tein, .and mineral cont~nl) all (an influent:e the extent of toxicity. Because 

newborns are the group must different anatomically and physiologic.ally 

from adulls. they may exhibit the most pronounced quantitative differ

ences in st'nsitivity to pesticides. The committee found that quantitative 

differences in toxicily belween children and adulls are usually less than 

a factor of approximately lO-fold. 


'(he committeE! concluded that Ihe mechanism of action of a tOKicant

how it t'C1US€S hilrm-is generally similar in most sll('cics and across age 
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an4 developmental stages within species. For example, if a substance is 
cytoloxic in adults, it is usuaUy also cytotoxic in immature individuals_ 

Lack of data on pesticide toxicity in developing organisms was a recur
rent problem encountered by the committee. In particular, lillIe work has 
been done tv identify effects that develop after along latent period or to 
jnvestigate the effects of pesticide exposure on neurotoxic, immunoiOldc. 
or endocrine responses in infants and children. The committee Iherefore 
had to rely m05tly on i-:tcomplete information derived froin studies in 
mature animals and on chemicals other than pesticides. 

The [ommiUee reviewed current.EPA requirements for toxicity testing 
by pesticide manufacturers, as wen as testing modiFications proposed by 
Ihe agency. In general. the committee found thai current and past studies 
conducted by pesticide manufacturers are deSigned primarily to assess 
pesticide loxidty in sexually mature animals. Only a minority of testing 
protocols have supported extrapolation to infant and adolescent animals. 
Current testing protOC:0!s_.<io.llQt,(Qr the .most.part, adequately-address

-Ihe-ti:jxidty- and -metabolism of pesticides in neonates and adolescent ani
mals or the effects of exposure during eady. developmental stages and 
Iheir sequelae in later life.. 

A8e~Related Differences In Exposure 
. . 

Estimation of the exposures of Ln'ants and children to pesticide residues 
requires information on (I) dietary composilion and (2) residue conamtra- . 
lions in and on the food and water consutned.The comnailtee found tlu.t 
infants and children differ b_ot.h_ql,liillitatively and quantitatively-from 

- -- aduJts in their e.posure to pesticide residues in foods. Cllildren consume 
more calories of food per unil of body weight than do adults. But at the 

. same. time,. infants and children consume far fewer lypes of foods than 
do adulls. Thus. infants and young:children may consume much more0' certain foods, especially processed foods, than do adulls. And water 
consumption, both as drinking ~..ater and as a food compon!!'nl, is very 
different between children and adults. 

The committee concluded that differences in diel ilnd Ihus in dietary 
exposure to pesticide residues account for most of the differences in pesli
cide-relaledhealth risks' that were found to exist between children and 
adults. Differences in expQSure were .generally a more jmportant source 
of differences in risk Ihan were age·relal~d differences in toxicologic vul
nerabilily. . 

Dala (rom various food consumption surveys were made available 10 
the commillee. In analyzing these data, the c{)JllInilt~e found it necessary 
\0 create its own computer programs to converl flloos as consumed into 
their component raw. agricultural commodilies (HACs). This analytic ap

Ext!C,divt SUfllJlUlry I S 

proach facilitated the use of data from different sources and permitled 
evaluation of total exposure to pesticides in d,fferent food commodities. 
For processed foods, the coinm illee noled that effects of processing on 
residue concenlrations should be considered, but thai information on Ihesl" 
effects is quile limited.. Processing may decrease or increase pesticide 
residue concentrations. The limited data available suggest lhat peslicide 
residues are generally reduced by processing; however, more research is 
needed 10 define the direction and magnitude of the changes for specific . 
pesticide-food combinalions. The effect of processing .is an importanl con
sideration in assessing the dietary' exposures of infants and young chil
. dren, who consume large quantities of processed foods, such as fruit 
juices, baby food. milk, and infant formula. 

Although there are several sources of data on pesticide residues in the· 
UniteJ States, the data are of variable quality, and there are wide variations 
in_ ~;:s...npl~.J!~'ection,_ren('cling.crileriadeveioped . fot' different· sampling -_.
purposes, and in analyhcal procedures, reflecling different laboralory 
capabilities and different levels of quantification between and within labo
ratories. nlese differences reflect variations in precision and in the accu~ 
raq' of methods used and the different approaches to analytical issues, 
sud\ as variations in limit ot quantification. There also are substantial 
differences in data reporHng. lhese differences are due in part to different 
record-keeping requirt:'ments, such as whether to identify samples with 
multiple· resi~ue5, and dif(ereno?s in statistical treatment of laboratory 
results below the limit of quantification. 
. _I~oth g(.)\ler.nment and industry data on-residue concentrations iif foods
reflect the currenl regulatory emphasis on average adult cunsumption 
pal terns. The committee found Ihilt (oods eaten by infants and children 
are underrepresented in surveys of commodity res.idues. Many of the 
avail'lblc residue data were generated fortatgetedcompliancepur~sby 
Iht' Food ami [)nJg Administration (fDA) to find residue conce-ntrati0n6 
t'lIcc(!ding Ihe legal tolerances established by the EPA under FFDCA. 

Survey daLa 1)1\ consumption of particular foods are conventionaUy 
I~rouped by broad age caleE;ories. 'lhc average consumption ofa hypotheti
cal "normal" person is lIum u~d to represent the age group. However, 
in rcl)/ing solely on the ilverage as a measure of consumption, importanl 
infmmalinn on the distribution o( n.msumption patterns is lost. For exam
pit'. tilt.' high levels of cOllsumplion within a particular age gr~up are 
l'~pi.'CI<IIl)' relevant when considering foods thai might contain residues 
capahle of causing acute loxic eHel'ls. Also. geographic;ethnic, and other 
diHenmces may he uverlooked. 

To oven:ome Ihe ~)foblems inhercnt in the current reliance on "average" 
cxp()~ures, Ihe committce used the technique o( statistical convolution {i.e., 
combillin~ vMious <..laid bases) to mcrgedislributions (;f food consumplion 
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withdistributionsof residue concentrations. This approach permits exami
nalion of the full range of pesticide exposures in the U.s. pedialric popula
tion. As is described in the next section, Ihis approach provides an im
proved basis over the approach now used for assessing risks tor infanls 
and children. 

A New Approach to Rlak Ailsessment 'or ImanlS and C"Udrm 

To properly characterize risk to infanls and children from pesticide 
residues in the diet. information is required on (1) food consumption 

, patterns of infanls and children, (2) concentrations of pesticide residues in 
foods consumed by in~'s and children. and (3) toxic effects of pesticides, 
especially effects that may be unique to infants and children. If suitable 
data on these three items are available, risk assessment methods based 
on the technique of statistilJal convolution can be used to estjmate the 
IiIceUh~od tha~ infants_and_ children who experience specific eKpol!iUre
patterns may be at risk To characterize potential risks to infants and 
children in this fashion, the_ commitlee utilized data on distributions of 
pesticide exposure lhat, in turn, were based on disfributions of food coo
sumption merged with data on Ihe distribution of pesticide residue con
centTations. The commillee found Ihat age-related differences in exposure 
pallems lor 1· to 5-year-old children w:ere most accurately illuminated 

Ibyusing l-year age groupings of data on children's food consumption, 
, EKposure estimales should be construcleddifferently dependingOtl 
whether acute or chronic effects are of concern'. Average daily ingestion 

. of pe~tictdt!.l'f!sidll~s is an appropriate measure of exposure for assessing 
- -the'risk of chronic tOll:icity. However, actual individual daily ingestion is 

more appropriate for assessing acute toxicity. Because chronic loxicity is 
often relaled to long-term average exposure, the average dail}' dietary 
exposure to pesticide residues may be used as the basis (or risk assessment 
when the potential lor delayed, ineversible chronic toxic effects elilists. 
Because acute loxicityis more often media ted by peak exposures occurring 

. .within it short period (e.g., over the cOUrse of a day or even during a 
single eating occasion), individual daily intakes are of interesl. Elilamining 
the dislribution of indi\li~ual daily intakes within the population of inter
est reflects day-la-day variation in pesticide ingestion both for speCific 
individuals and among individuals. 

Children may be exposed to multiple peslicides wilh a common toxic 
effect and estimates of exposure and of risk could therefore be Improved 
by accounting for these simultaneous exposu res, This can be accom plished 
by assigning toxicity equivalence (actors to each 01 the compounds having 

_a commonmtXhanism of action. Total residue exposure is then estimated 
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by mu1bplying the actual level of each pesticide residue by ill toxicity 
equivalence faclor and summing the results. This information may be 
combined with data on consumption to construct a distribution of total 
exposure to aU pesticides having a common mechanism of action. To test 
Ihis multiple-residue methodology, the committee estimated children's 
acute health risks resulling (rom combined exposure to rive members 
of the organophosphate insec.iicide family. This was accomplished by 
combining actual food consumption dala with data on actual pesticide 
residue levels. 

·n-.rough this new analytical procedure. the committee estimated that for 

some children, tolal organophosphate exposures ma};exceed the reference 

dose. Furthermore. although the data were weak. Ihe committeeestimatro 

that for some children exposures could be suWdently high to produce 

symptoms of ilC\lte organophosplllte pesticide pOisoning. 


C()Jnparedt~ t~t~-Jn-lifeexposures, (>xposur£>s-to pesticides early in Ii fe 
(-an lead 10 a greater risk of chronic effeels that are expressed only after 
long I.lten(:y periods have elapse-d. Such effeels include can~r. neurode
vdopmental impairment. and immune dysfunction. The committee devd
oped nt'W risk assessment methods to examine this issue. 

Althuugh some risk assessment methods take into account changes in 
exposure with age, these models are not universally applied in practice . 

. The committee explored the use of newer risk assessment methods that 
allow fur {'han~es in exposure and susceptibility with age. However, the 
cnmmillee found that sufficient ,lata Me nut currently available to pennit 
wide.•1ppUc_aliol1.o( these_methods.-

RECOAIMENDATIONS 

Qn the basis of its findings, the committee recommends that cert~in 
changes be made in currenl regulatory practice. Most importanlly, esti
males of expected total ellposure 10 pestlcideresiduee should r.Oett 
the unique characterislics of the diets of infants and children and should 
aceounl also tor all nondietary intake of peslicldes. Estimates ofexposure 
should take into ac«()unt the fadlhal'not all crops are treated with pesti
ddt'S thilt can be legally applied to those nops, and they should consider 
the .,.,lft't-ts ul food processing and stur .. ge. Exposure estimates should 
rc(O~nil.c tholt pesticide residues may be present on more than one food 
commOllit}, consunu..d by infants and children and that more than one 
]>C'stjrilic may be prescnl on one iood sample. lastly, _determinations of 
sate levels of expusme should take into consideration the physioJogica~ 
iacltlrs tlMl can place infanls and {'hildren at gre.ller risk of harm than 
"tlllll~_ 
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• Tolerances. Tolerances for pesticide residues on commodities are cur
rently established by the EPA under fllFRA and FFDCA. A tolerance 

. concentration is defined under FFDCA as Ihe maximum quantity of a 
pesticide residue allowable on a raw agricultural rommodily (RAC) 
(FFDCA, Section 408) and in processed food when th~ peaticide concen
trates during processing (FFDCA Section 409) Tolerance concentrations 
on RACs are based on the results of field trials _conducted by pesticide 
manufacturers and are designed to rellect the highest residue concentra
lions likely under normal agricultural practice. More than 8,500 food 
tolerances for pesticides are current!y listed in the Code of Federal Regula· 
tions (CFR). ApprOXimately 8,350 of these tolerances are for residues on 
raw commodilies(promulgated'under section 4(8) and about 150 are for 
residues known to concentrate in processed foods (promulgated under 
section 4(9). 

The determination of what m'ght be a safe level of residue exposure is_ 
__ mi'de by considering the-resultsoftoxirologicarstuaiesof Ihe pesticide's 

effects on animals and, when data are available, on humans. Both ocute 
and chrpnic effects, including cancer, are considered, although acute ef· 
{eds an~ treated separafely. These dala are used to establish human expo
sure guidelines (i.e., a reference dose, RID) against which one can compare 
the expected exposure. Exposure is a function of the amount a~d kind of 
foods consumed and the amount and identity of the residues in the foods 
(i.e., Theorelical Maximum Residue Contributions, TMRCs).lt the TMRCs 
exceed Ihe RID, then anticipated residues are caladaledfor comparison 
wilh Ihe proposed tolerance. The percent of crop acreage treated is also _ 

_considered. If theantkipated-residues eKeeed the-RID, the"the proJXl5ed 
tolerance is rejected, and the manufacturer may recommend a new h)ler
ance level. , 

AlthOugh tolerances establish enforceable legal limits for pesticide resi
dues in food. ihey are not based primarily onhealLh considerations, and 
(hey do not provide a good basis for inference about actual exposures. of 
infants and children 10 pesticide residues in or on foods. 

Tolerances constitute the only toul that EPA has under Ihe law f(lr 
controlling pesticide residues in food. To ensure that infants and children 
are not exposed to unsafe levels of pesticide residues. the committee 
.Tecommends that EPA modify its decision-making proce,s for setting 
toleranc:es flO that it is based more on health considerations Ih~n on 
agricultural practices. These changes sho\lld incorporate the use of im
pmvede5timateB of exposure and more relevant toxi(ology, along with 
continued consideration of the requirements of agri(uliuJal produdion.. 
As a result, human health considerations would be more tully reflected 
in tolerance levels. Children should be able to eat a hulthful diet 
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containing legal.resldues withoul encroaching on safely margins. This 
goal should be kept clear. 

'. Toxicity teslillg_ The committee believes it is essential to develop toxic· 
ity testing procedures Ihal specifically evaluate the vulnerab~lity of infants 
and children. TesHngmustbe performed during the developmental period 
in appropriate animal models, and the adverse effects that may become 
evidenl must be monitored over a lifetime. Of particular importana are 
lests for neurotoxidty and tm<icity to the de\'eloping immune and repro
ductive systems. Exlrapolation of toxicity data from adult and adolescent 

,'laboratory animals to young humans may be inaccurate. Careful attention 
to interspecies differences in pharmaC'Okinetics and metabolism of pesti
ddesand the relative ages al which organ systems mature is essential. II 
it; also important to enhance understanding of developmental toxil-ity, 
especially i_nh!:l.mims. during ~rilical_periods of postnatal development· 
inCluding infancy and puberty, 

• UHcer'nir"y factors. For toxic effects other than cancer or heritable 
mutation, uncertainty faclors are widely used to establish guidelines for 
human exposure on the hasis of animal testing results, This is often done , 
by dividing the no-observed-effect level(NOEI.) found in animallests by 
an uncertainty factor of IOO-lold, This factor comprises Iwo separale faC'
tors of IO-fold each: one allows for uncertainty in extrapolating data from 
animals to humans; the olher ac(,()mlnudates variation within the human 
population. Although the committee believes thilt the latter tmcertail1ty 
factor. ~enerally 'provides adequiltepr()tt'ction for infants and children. 
this popultllion subgroup may he uniquely susceptible 10 chemical expo
sures al particularly scnsilivt! stages of development. 

At present. to provide adtied protedion during early development, a 
third uncertainty factor of 10 is applied to/the NOEL 10 develop the RiD. 
This third lO-(old faclor has been applied by Ihe EPA and FDA whene"'er 
tmdcity studies. and metabolicI disposition studies have shown fetal devel
opmental effects. 

Because there exist spl·cific pf'riuds of vulnerability during postnatal 
development, the romlntllce recommends th.lt an uncertainty factor up 
lolhe to-fold factor tradili,mally liSCO'" hy EPA and FDA for fetal develop
mental tuxicity should also be considered ,~hen there is ("vidence of postna· 
tal devclopmentaltoxicity and when data from toxidt)' testing relative to 
l·hildrcn arc incomplete. The commitlee wishes to emphasize thaL this is 
nul a new,. additional uncertainty factor but, rather. an extended applica
tiun of <l uncertainty factor now routinely used by' the agencies for cl 

narrower purpose. 
In the absence of d.lta to Lhe contrary, Ihere should be a presumption . 

of greiltcr toxicity to infants and children, To validate this presumption, 
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the sensitivity of mature and immature individll<lls should be studied 
syslematically to expand the current limite~1 data base on relative sensi
livily. 

• I-(wd nmsllnrplion dala. The committee reL'Ommends that additional 
d al a on the foud consumption pal terns of infanls and children be collected 
within narrow age groups_ The a....ailable da.a indicate that infants and 
children consume much more of t:erlain foods on a body weight basis 
th.m do adults. lJe('ause higher ~xposures can le<td to higher risks, i.t is 
importanl to have accurate dala on food cOruiumption patterns for infants 
and children. At present. data are derived from relatively small samples 
and broad age groupings, making it difficult to draw conclusion5 aboul 
the food consumption patterns of infants and children. Because the compo
sition of a child's diet changes dramatically from birth through childhood 
and adolescence to maturity, "market baskel" fOOlI consumption surveys 
should include adequate samples o( food consumption by children ..,. I~_. __ 

_. _year_ intcrvalsup 10 age-5,-by-childrenbetween IneagesofS and 10 years, 
and by children between 11 and 18 years. Food mosumption surveys 
should be nmducled periodically 10 ascertain changes in consumption 
pallerns over time. 

• Prstiddt' residue datil. To maximize the utility of pesticide residue dat.. 
collected by various laboratories, tht> commilleE' recommends Ihe use of 
comparable analylical methods and slandardized reporting procedures 
and- rhe establishment of a computerized dala base to collate data (In 
pesticide residues generated by different laboratories. Rep()rl5Un peslichle 
.residue lesling should desc!lll(! tl1e fO'pd (ummodaly- analyzed-(whethcr 
processet..iur rinvt Ihe-atlalytil"al melhods used, the compounds (or which 
tesls were condltcled, qualil:)' assur,1ncc Clnd nmlml procedures. and the 
limit of quanCification oflhe resls. All findings should be reported, whether 
or not tilt' residue sought is found_ 

:""rn its surveillanceof peslicide residues, FnA should increa.sc the fr('
qucncy of sampling of the commodities most likel~' to be (Dnsllmed hy 
infar~ls and I:hildren. The residm' lesting pro~r'lm should include all tmil" 
forms of tIlt' pesticide, for example, its metabolites and dc~rildaliun 
produds. . . .. 

-rood resi(llIl' monitoring should targel d ~pl~("i<ll "m.ukt'l h,lSI<l't" gU!'-, 

vev focused toward the diets of infants «md children . 
~ ·Pestkide field triills currentl y wnJuctc(1 by pC'stiddl' milllll fadurt.' rs ill 

supporl uf rcgistrillinn provillc deda on V.lrifltioll in r('sidUl~ conCl~nlrali()n.'i 
as~I)Cii\ted with difierent rates imd nwthllds of ,1ppliciltion. Sn,'h dJI.l 
.should be nm:'iUI!ct.llo prnvidc iI basis fm e~lilll"tml~ po{('nli,llllli1ximlllll 
resiliue It·...els. 
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-More complete informal ion is needed on the effects of food processing· 
(In lewis of pesticides-,bolh the pawnt compound and its metabolites
in spec:ifiduod-ch~mical cumbinatilms potentially presenl in the diets of 
infants ant.I children. 

• Ri5k i/%l'!'SIIIl'IJt. All exposlIft's 10 peslicides--1-lielary and nondietar;'
need to be considered when c,,'aluating the potential risks to infants and 
children. Nondietary environmental sources of exposure indude air, dirt, . 
indoor surfaces. lawns, ami pds . 

-Est imates of total dietary expnslI rl! should be refined 10 .consider intake 
of multiple pesticides with a common toxic e(f~ct. COIl\'erting residues for 
each pesticidE' wilh a common mechanism of action to toxkity equivalence 
factors for one of the compound:; w()ulll provid{' one approach to estimat
ing lotal residue levels in loxiculogically e1luivalent unils. 
. _ ·Commmptionof-pt'stidJl·resiliues in-waler' is an rmpOrtanfpuienbal
route of t:'xpusure. I<isk il!iSt'SSlllcni should include estimates of exposure 
tu reslkide~ in drjnkin!~ will4'r anJ in water as a cumponent of processed 
(onds. 

Givcn ad('(luale data (Ill 10l)d cunsumphon and residues; the commitlee 
remmmends the list' (If CXpOSlIfl? di~tributions rather than single point 
dala to ch.uaderiz..• the Iikdi1umJ of (~xposurc 10 different concentrations 
ofpesti,id(.> residues. Tht.' distribulion of ,H'crage daily exposureof individ- . 
uals in the populatiun ul inlert':ll is most relevant for use in chronic 
tUlnat}' Tisk 'HI!-essllwnl, ami lit.., distrj!)I~!i_()R ofindividuaLd... ly intakes 
i:;-ri'i"lIIlIl1cnded (or t>\/illl,'-;ting aell"! toxicity. Ultimately, the collection 
of slIilahlt! datil un the dislrihutiun of expnsurcs (0 pesticides will pennil 
an asscssment uf lhc prupnrtiorl of Iht' population that may be at ri~k. 

Although the commiUet' wllsiders the use [If exposure distributions to 
Iw mme informati\'(' than point ('shmales of typical exposures, the data 
available to the committee Jid ni)1 illwilYs pcrmit the distribution of .:xpo
sures tn h .... well charadcrizl·d. [xistir'g food con:;umption surveys gener
ally invulve relatively snlilll mllnb~rs of intants and children, and food 
constJmpli<m dala MC wlle(\cd fur unly a few days for each individual 
:;urveycd ncpt'I1Jill~ em tIlt' pllqlOSl' tor which they were originally col
It~(led. fl'sidul' d.ll,1 m.1Y 110{ rdlccl lilt' ,lCIlMI di~lribution of peslkiJe 
rc~iJlIcs in tlw food slipply 'illh:C r~~idlle d.lta are not developed and 
n!11nrteJ in ,1 nmsi!>lelll riIShi"II, it is gener.llly Hot possibl(' tu pool data ~Is 
(kri\,,~J frum different ~uI'\:I.;'}'s. Cons(·'luenll),. the cOInmith.'{.' re(ummem.b 
Ill'lt f-;uiddilll'S hi: d\~\'dllPL'tl for COIl:lulI\l'ti(to and residue data permilling 
d'ilri)t''''riz,Jlinll Ilf lli:,trjbutlull~ of dictarr e\pnsure to pesticides . 

TIlt' wmmiU"e id(lltifi(~d important difll.'lcm:l'li in sW'~·el'tibilit)· to Ilw 
!tIXIl' d'n:t~ Hf pestindes Llml L':'r(1~url' III I~(~slit:itl'~s in t~ll~ diet wilh a~e. 
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For carcinogenic effects, the committee propos~d new methods of cancer 

risk assessment de6igned to take such differences into account. PreUmi

nary analyl:i«!~ condue-ted by the committee suggest that consideration of 


.	such dUJerences can lead to IUetime' estimates of cancer risk thai can be 

higher or lower than estimates derived wilh methods based on const~nl 

exp05ure. However, undereslimation of ris~ assuming constanl exposure 

was limited to a faclor of about 3- to 5-fold in all cases considered by the 

commitlee: Because these results are based on limited data and specifk 

assumptions about the mechanisms by which carcinogenic effects are 

induced. the applicability of these conclusions under other conditions 

should be eslablished. 


Currently, most long-term laboratory studies of carcinogenesis and 
other chronic end points are based on protocols in which the level of 
exposure is held roost.ant during the course of the study. To facilitate !he 
application of risk assessment melhods that allow for changes in exposure 
and susceptibility with age, it would be ~ir!1ble .. Ia.develop- bioassay-·~ 

_. protocols·lhalprovide dircCtinformaiion on the relative contribution ('It 
, exposures at different ages to lifetime risks. Although the cbmmiUee does 
co~ider if nece5saty to develop spedcJl bioaSsay protocols for mandatory 
application in the regulation of pesticides, it would be useful to design 
special studies to provide information on the relative effects of exposures 
at diHerentages on lifetime cancer and other risks with seleded chemical 
carcinogens. 

In addition to pharmacodynamic models for cancer risk assessment, 
the committee recommends the development and application of physio
logically based ph.lrmacokinetic modelslh.a~~~scribe the unique feature!> 
ofin fan Is and children. Foiexample, c:lUferences in relallve organ weights 

,with age can be easily described in physiologic pharmacokinetic models; 
s~cial compartments for Ihe developing fetus rna)' also be incorporaled; 
Physiologically based phannacokinelic models can be used to predict the 
dose of the proximate toxicant reaching lar~ct lissues. anti lTl.ly lead lu 
more accurate estimates of risk. 

In summary, beUe, data on dietary exposure to pesticide residues' 
should be combined with improved information on the potentially 
harmful effeds of pesticides on infants and children. Risk assessment 
methods that enhance the ability to estimate the magnitude of these 
effects should be developed, alon8 wilh appropriale toxicological teds 
fol' perinatal and childhood toxicity. The commiUee', recoinmendalions 
support the need to improve methods for estimating el(p05Ure and for 
selling lolerances to safeguard the h«.>alth of iftfantll and children. 

--'- ~ 

~. 

~ 



HOW H.R. 1627- TIlE LEHMAN-BLILEY-ROWLAND BILL 
ADDRESSES ISSU'ES RAISED BY TIlE NAS REPORT REGARDING 

PESTICIDES I~ .TIlE DIETS OF INF~NTS AND CHILDREN 

On June 29, 1993, the National Academy of Sciences (NAS) will release its report on pesticides in 
the diets of infants and childre!1. The NAS study will examine the adequacy of the current risk 
assessment methods for pesticides in children's diets by identifying. key toxicology concerns, 
evaluating available data sour~es on food consumption and pesticide residues, recommending 
improvements in the risk asses~ment process, and suggesting research priorities. 

. 	 . 
The Lehman-Bliley-Rowland bill (H.R. 1627) is comprehensive food safety reform legislation which 
includes many provisions directly relevant to the reporteq findings of the NAS study. Specifically, 
H.R. 1627 provides the following mechanisms to promote ;the safety of the food supply with respect 
to the needs of infants and children .

• 	 Directs EPA to Consid~r Exposure Levels of Infants and Children in Setting Pesticide 
Residue Tolerances - Although EPA currently addresses exposure of infants and children 
as a matter of policy, t~e Agency does so without specific statutory direction. Together 
EPA, FDA, and USDA consider the unique characteristics and sensitivities of a wide variety 
of population groups, including infants and children, to determine risk. H.R. 1627 would 
mandate that EPA consider these and other sensitive population groups and would clarify 
the Agency's obligations ,in such cases. 

. )• 	 Provides a Risk Standard to Eliminate the Problems Created by the Delaney Clause - H.R. 
1627 establishes a unitary negligible risk standard for raw and processed foods that requires 
protection of public health under a standard reflecting previous recommendations of the 
NAS. 

• 	 Requires EPA to Considt;r both Data on Actual Residue Levels on Foods and Consumption 
Patterns in Setting Pesticide Residue Tolerances - H.R. 1627 would require EPA to 
consider information on 'food consumption and actual pesticide use and residue levels so 
that tolerances can be set based on the most accurate, reliable information available. In 
addition, H.R. 1627 would require USDA to improve its database by collecting information 
on residue levels and consumption patterns to assist EPA in tolerance-setting. 

• 	 Provides an· Expedited Process for Suspension and Cancellation of Pesticides When 
Warranted - H.R. 1627 would remove time-consuming, legalistic paperwork constraints that 
hinder EPA's ability to cancel pesticide registrations and prohibit pesticide use in emergency 
situations. ' 

• 	 Requires Review of Existing Pesticide Tolerances. on a Timely Basis - H.R. 1627 would 
require timely review of existing pesticide tolerances (by integrating the review of tolerances 
with pesticide registration review under FIFRA) to ensure that tolerances meet the law's 
health standards. 

• 	 Promotes Integrated Pest Management Techniqu~~ - H.R. 1627 would require EPA and 
USDA to research, develop, and disseminate integrated pest management techniques and 
other pest control methods to reduce or eliminate ~pplications of certain pesticides, with a 
special focus on crops critical to a balanced, healthy diet. 

June 25, 1993 
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• • • Introduction 

On June 29, 1993, the National Academy of Sciences will release its study on 
Pesticides in the Diets of Infants and Children. The study is already the subject of 
intense speculation by activist groups like the National Resources Defense Council, 
the organization that initiated the Alar controversy. The probability of misinformation 
and outright alarmist distortion about the report's conclusions is high. 

The Grocery Manufacturers of America, Inc., is atrade association of manufacturers 
of food and non-food products primarily sold in retail grocery stores throughout 
America. As the prinCipal voice of the food industry, we believe it is important to 
inform reporters and editors who cover the industry about these issues .. 

• • • The Study 
· The NAS study, Pesticides in the Diets of Infants and Children, does not measure 
. current exposure to pesticides, but rather examines the adequacy of the current risk 
asses·sment methods for pesticides in children's diets. The NAS report aims to 
identify key toxicology concerns, evaluate available data sources on food 
consumption and pesticide residues, recommend,improvements in the risk 

· assessment process and s:uggest research priorities. 
, 

Initiated in 1988 at the request of Congress and funded by the Environmental 
Protection Agency, the study has cost $1.1 million. Dr. Philip J. Landrigan, M.D, 
chaired the 14-member panel. ! 

The issue of food safety merits a close look at how risks are evaluated and what 
regulatory agencies, food producers and manufacturers are doing to safeguard the 
public, particularly children.; In summary, armed ~ith stringent quality assurance 
procedures and using tools: like integrated pest management, our goal is to eliminate 

· detectable residues in finis~ed food products. . 

A better understanding of the facts will result in sounder food safety decisions and a 
· more informed public. : 

., , 
I 

The Grocery Manufacturers of America ~ 1010 Wisconsin Ave., NW· Suite 900. Washington, DC. 2021337-9400 
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The Academy's 
scientific 

recommendations. 	The Aca:demy is,expected to make numerous recommendations 
centered 'around four general areas: 

• Testing - Whenever possible toxicity studies should be done on juvenile 
animals, not adults, when determining a safety level for children; 

• Dietary information -, Additional and better information on exactly what infants 
and children eat shoul¢ be gathered; 

• Residue data  Additional actual residue (rather than tolerance) information 
should be collected for foods as consumed by the public; and, 

, ' 

• Risk Assessment Methodology  EPA should widely apply new statistical 
methods in estimating risk for children. 

GMA supports this approach to improving the safety of our food supply. These 
improvements will ensure ,that the U.S. food supply continues to be the safest in the 
world. ' 

, I 

The Grocery Manufacturers of Ameri9a. 1010 Wisconsin Ave .• NW. Suite 900. Washington. DC. 2021337-9400 
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Children 

mayor may 


not be 

The Acad~my's report apparently;confirms the knowledge children 

more 	 have different dietary patterns than adults and their bodies handle 
foods differently. They eat more t,han adults in relation to their body susceptible 
weight, they eat different foods, they e(!t a more limited variety of 

to residues. foods and their consumption habits differ. In addition, children have 
faster metabolisms than adults, with higher rates of breathing, 

circulation and cell multiplication so substances flow through their bodies at a faster 
rate. They also have more immature systems than adults. 

I 

Children'S diets and metaboli~ms differ from adults. Studies indicate children mayor 
may not necessarily be more susceptible to toxIC substances. The NAS has compiled 
a great deal of information defining these relationships. Children may actually be less 
susceptible, depending on absorption, distribution, metabolism and excretion 

. characteristics of specific pesticides. 	 . 

Susceptibility is determined by characteristics of specific pesticides and by the degree 
of development of exposed in,dividuals and their exposure through diet. Adult systems 
may be more capable of metabolizing and activating: pesticides to more toxic forms, 
resulting in greater toxicity to ,adults than children. : 

Currently, any data that suggest increased toxic susceptibility among children lead to 
additional safety studies.; . 
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((Estimating 
Riskll . I 

: "Estimating Risk, II the case study chapter of the report, is reported 
to contain three food Case studies:' aldicarb, benomyl and a worst The NAS 

, case model o'f mUlti-exposure residues. 
case studies. , 

The three theoretical studies were conducted as examples to 
demonstrate the capabilities of new statistical methods of calculating exposure 
estimates for selected pesticide residues. These examples are fabricated hypothetical 
exercises designed specifically to demonstrate new methods for estimating exposure. 
The hypothetical examples carmot be equated to real-world situations. They do not 
reflect actual, day-to-day manufacturing practices and results. There is no evidence to 
indicate these problems exist in 

, 

actuality. 
, 

Today, regulatory agencies require manufacturers to provide chemistry and toxicity 
studies of proposed pesticides pr food additives that may be found in foods. The 
resulting data determines safe levels for pesticides and food additives by estimating the 
amount of a particular substance humans can be exposed to safely, every day 
throughout their lives without adverse effects. Very conservative safety factors are built 
in. 

Risk assessment methods estimate the probability an ;~dverse reaction will occur. 
Because risk assessments are hypothetical, they do not pretend to measure actual 
risks. In fact, they greatly overstate risks and build worst-case scenarios to fully 
safeguard public health. ' . 

Risk estimates are usually based on animal studies. Typically, animals consume 
massive quantities of the chemical under study over their entire lifetimes. Several 
erroneous assumptions are made when applying animal data to humans - that 
animals and humans respond the same way to substances, that adverse effects at very 
high doses indicate similar responses at much lower doses, and that there is no 
threshold for a level of exposur~ that generates cancei"formation. 

. , 

Accepted daily intake represen~s the maximum daily amount of exposure over a lifetime 
that individuals can have to a chemical without harmfu'l effects. The ADI is calculated 
by determining the maximum daily exposure that shoV\{s no effect in the most sensitive 
animal species tested, studied throughout the lifetime of the animal. Researchers add 
an ample safety factor - 1DO-fold to 1 ,ODD-fold - as:a safety cushion to account for " 
the .application of animal data to humans or for different segments of the population. 

I . 
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• .". The Facts 


The food 
supply 	 "America's food supply is safe ... If I thought there was any doubt 

about the ~afety of the food our children (and all of us) eat, I would is safe. 
be among the first to act,"and act loudly ... " . 

....;.. Everett Koop, M.D., Sc.D., 
I· 

U.S. Surgeon General, 1981-89 

: 

"One of t(1e most comprehensive reviews of the epidemiologic literature ever concluded 
that synthetic chemicals are not a significant cause of .human cancer . .. Nothing has 
appeared in the scientific IiterE¥ture since publication bf this review to modify or qualify 
that conclusion . . . Levels of synthetic pesticide residues in food seem so low as to be 
.of no consequence whatever. ~ 

-I Archives of Internal Medicine 
of the American Medical Association, 
January 11,1993. 

The careful "use of pesticides is necessary for an abundant, affordable food supply. 
Nearly half of the world's food crops are lost each year due to pests, causing some $20 . 
billion of damage in the United States alone. Since the 1940s, the appropriate use of 
pesticides has increased the ,",vailability of fruits, vegetables and other crops. When 
used with adherence to strict guidelines, pesticides do not present a significant health 
risk. i 

! 

It is important to remember plants under attack by pests often produce their own natu'ral 
pesticides. 	These natural substances can be more harmful to humans than' synthetic 
pesticides. 	The use of synthetic pesticides inhibits plants' protective formation of 
natural pesticides. ' 	 ' 

Advances in food production, ~anufacturing and distribution have led to the virtual 
elimination of detectable residues in more than 99 percent of the foods tested in a 
recent Food and Drug Administration study. Using integrated pest management 
techniques! growers and food'manufacturers are committed to the goal of eliminating 
residues in food consumed bY; the public. 

" 	 , 

Indeed, for overall food safety,! the FDA and the World Health Organization ranked 
pesticide residues fifth in priority, following microbiological contamination, nutritional 
imbalances, environmental contaminants and naturally-occurring toxins. 

I 
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• •• The Facts 

The 
I 	 ,regulatory 	 "There is no scientific evidence supporting a link between the proper 

application ofpesticides and any ill health effects in humans. system is 
Moreover, there is no evidence that the approved use of pesticides

effective and contributes in any way to human cancer." 
.....!... 'Lawrence Garfinkel, Director of Cancer Prevention, comprehensive. 

American Cancer Society 

An extensive, collaborative-regulatory system, comprised of six 
federal agencies that spend more than $800 million each year, work with international 
and state organizations to ensure the safety and quality of the U.S. food supply. FDA, 
EPA and United States Department of Agriculture agencies form an intricate system of 
checks and balances to establ)sh safety standards and inspect, test and enforce food 
safety activities. EPA regulates pesticides and establishes tolerance levels; FDA 
monitors food products; USDA agencies establish and enforce food safety standards. 
Most agricultural states have supplemental monitoring systems as well. 

. Chemical manufacturers devote an average of nine years and tens of millions of dollars 
in research to determine if pesticides will meet EPA approval. If approved, EPA 

, establishes detailed regulations for pesticide application. EPA also sets stringent 
standards for safe levels of pe1sticide residues that may remain on a crop after harvest. 
Safe residue levels are set 100 to 1,000 times lower than actual safe levels. 

EPA uses food consumption data collected by USDA to estimate potential exposure to 
pesticide residues. Researchers look at all foods in' a typical daily diet and measure the 
amounts of food components., In conjunction with information on pesticide residues, 
overall dietary exposure to a pesticide is measured. :' , 

Together, EPA, FDA and USDA consider the unique characteristics and sensitivities of a 
wide variety of populations, including infants and children, to determine risks. 
Regulators traditionally use data from the most sensitive and relevant animal species or 
humans. The final determination integrates toxiCity evaluations to population groups 
with information about that gr~up's exposure to the substance through diet. 

In addition, EPA has developed a Dietary Risk Evaluation System (DRES). This 
database allows the agency tO'pinpoint its exposure estimates for pesticides in the diets 
of ,children or other sensitive subgroups. The database provides information on food 
'consumption for more than 300 food types for 22 different segments of the population. 
When exposure to just one subgroup is too high, then the tolerance level for the entire 
population is not approved. I 	 : 

, 	 I 
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• • • The 	Facts 

The 
. I ,food industry 	 "We believe hysteria over pesticide residues is unwarranted ... In 

matters of food as well as other aspects of life, risks and benefitstakes every 
must be: weighed against one another ... (O)ur conclusion is that, 

precaution to in general, you can feel confident in the safety of what you eat. " 
, - Mayo Clinic Nutrition Letter safeguard the 

public health. . All segments of the food industry - farmers, manufacturers, 
distributors and retailers - have a vested interest in the safety 

I . 
of the food supply. Food manufacturers pay scrupulous attention 

to federal and state guidelines.' According to FDA's fifth annual pesticide monitoring 
report (September 1992), no violative residues were found in 99.2 percent of all foods 
sampled. : 

I 
I . 

Many grocery manufacturers use a food safety system called Hazard Analysis and 
Critical Control Point to make sure food products are safe. The process requires strict 
adherence to safety guidelines, at critical points during food production. 

Decades of research prove that food producers and distributors understand a great 
deal about pesticide residues and how they relate to food safety. A safe food supply is 
in the best interests of everyone. Rigorously enforced risk assessment and regulatory 
policies can - and do - effectively safeguard the public and the food industry alike. 

I 	 . , 
I 

! 
i 
I 

" 
I 

I 
I 
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I·• • • Contacts-
For more information about pesticide residues, childhood nutrition, risk assessment, 
regulatory practices and the food industry, contact the following individuals and 
organizations. 

Jeffrey Nedelman 
Vice President, Communications 
Grocery Manufacturers of America ' 
Washington, D.C.· 202/337-9400 ' 
General background, oveNiew of food industry 

Philip S. Guzelian, M.D. 
Head of Medical Toxicology/ University of Colorado 
Denver, CO • 303/270·3501 
Toxicology, risk assessment 

Joseph Hotchkiss, Ph.D. 

Department of Food Science! Cornell University 

Ithaca, NY • 607/255·7912 , 

Risk assessment, pesticide safety i 

Marianne Neifert, M.D. 

Director of Lactation Program! Presbyterian-St. Luke's Hospital 
I 

Denver, CO • 303/869-1881 i 
Children's health, pediatric nutrition: 

Ronald Kleinman, M.D. 
Chief of Pediatric Gastrointestinal and Nutrition Unit! 
Massachusetts General Hospital 
Boston, MA • 6171726-2930 
Pediatric nutrition 

Nancy S. Wellman, Ph.D., R.D. : : 
Professor of Dietetics and Nutrition! Florida International University 
Miami, FL • 305/348-2878 
Pediatric nutrition, produce safety 

Christine Bruhn, Ph.D., R.D. 

Center for Consumer Research! University of California-Davis 

Davis, CA· 9161752-2774 . 

Produce safety, consumer attitudes : 


Fergus Clydesdale, Ph.D. 

Department of Food Science! Univer~ity of Massachusetts 

Amherst, MA· 4131545·2275 

Food science 
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John D. Graham, Ph.D. 
Director of Center for Risk Analysis! Harvard School of Public Health 
Boston, MA· 617/432-1090 
Risk assessment 

Theodore Labuza, Ph.D. 
Department of FoOd Science, University of Minnesota 
st. Paul, MN • 6121624-9701 
Food science 

Sanford A. Miller, Ph.D. . 
Dean of Graduate School of Biomedical Sciences! University of texas 
San Antonio, TX. 5121567-3709 
General background 
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ANALYSIS OF BILLS INTRODUCED IN THE 1030 CONGRESS ADDRESSING FOOD SAFElY AND RELEVANT CURRENT LAWS 

SIDE-BY-SIDE ANALYSIS OF BILLS INTRODUCED IN TIlE 1030 CONGRESS ADDRESSING FOOD SAFETY AND RELEVANT CURRENT LAWS 

I••ue CurreDt Law LehmaD-Bllley-RowiaDd (H.R. 1617) WaDDaD-KeDDedy (H.R. 872/S. 331) 

Scope 

..• -

The Pederal Food. Drug &: Co5metic: Ad (FFOCA) 
COIltaiu &tIndards and procedures for EPA to let 
pesddcIe tolerances (Le., tbe lepilimil) for I1IW and 
proeeaed foods. The Federal Insedicide. fungicide &: 
Rodentklde Ad (FlFM) contains standards for the 
..Ie and use of pesticides. Under FlFRA, a peslicide 
may be replered only if ePA detennines Ihal its usc 
will not ClUK -allY unreasonable risk 10 man or Ihe 
cmroamelll, lating inlO atrounl Ibe eronomic. lOCia. 
and enviroamental COlli and benefits' of using Ibe 
chemical 

The uhman-Bliley-Rowtand bill takes a romprehensjyc approach to food eatety 
refonn. by amending and hannonizing both fFDCA and FlFRA. 

- - - -

" 

. " ~ 

The W8.mlan-~nnedy bill takes a narrow approach to food ,defy refonn by 
amending onlyfFDCA and Ignoring critical relatlonshipl with PlPRA .um II 
tbe standards and procedures for cancellation and suspension of reptratlons 
and roordinatlng tbe ldIeduie of.tolerance review witb'PlPRA reregistration • 

- - - - . . - ~-

• DRAFr - M., U, .":J 



SIDE-BY-SIDE ANALYSIS OF BIUS INTRODUCED IN THE 103D CONGRESS ADDRESSING FOOD SAFETY AND RE~EVANT CURRENT LAWS 

Issue CUlTentLaw Lebman-Bliley-Rowl8nd (H.R. (627) WaDD8n-KeoDedy (H.R. 871./S. 331) 

Standard '01' 

Tolerances 

, .. 

RIsk 
Standucl 

BlfaraCed ..anclanl for ..- and processed foodL 

I. FFDC:A,408: ePA shalt set ,"tolerances with 
n:spect to the use in or on raw agricultural 
tommoditla •.. (andleM appropriate consideration, 
amODl other relevant facton (I) to the n"",ity for 
the production of an adequate, wholesome, and 
economical food supply .•. ,. 

2. FFDCtt ,409: Por lUiduCl that concentrate in 
proceaecI roods, cardnogenic pesticides are prohibited 
by DeIaDeJ clause and non<1lrdnogenl are eYlluated 
u to wlMther they are ·unsafe,· BPA has historically 
Interpreted the Delaney clause as allowinl for de 
miliJ.mlllevels of pesticide residues on processed food&. ' 
A recent Court decision, however, has invalidated 

_EPA" tit minimis approach .for' ,409 proCesse~ food 
tolerancea, potentially requirinl revocation of a series 
of.ucb toleranc-es, Under EPA's roordjllation policy, 
not only would pesticides with revoked' 409 tolerances 
be prohibited, but f 408 tolerances would also be 
revoked (u _II u FlPM registrations). 

Unitary ..andard for nw Ind 'pl'OHSsed foods ftqulrlng proCHilon of publk 
heallh onder a prolHi..... MIT'III ..... andard Ihal "nHis Ihe 
rftOllUMndatlOns of Ihe National Academy .f Sciences. 

In SWffI'IUITY: EPA may nOl sel I toleranc-e higher Ihan the level adequate 10 

protect public health, In eYlluatinl whether a tolerance is adequate 10 protect 
public health, I two siep procea is established. EPA wuuld first determine 
whether dietary risk is negligible and, if it is grealer than negligible, undertake 
careful Inalysls to ensure Ihal public heallh is prolected. 

S~j/ictJlly: Tolerances mUll be Idequate to protect public health. Ind levels 
that pose I negligible dietary risk lutomalically quamy. ePA Ihall by rule 
idenlify facton and melhods for delermininl whelher a dietary risk is 
negligible, Where reliable data Ire lvailable,BPA must calculale dietary risk 

usinllhe perc-enl of food Ictually trealed wilh peslicide and Ihe actual residue 
levels on food. EPA must also consider USDA', a&&regale peslicide use Ind 
residue data. .. 

Toleranc-es thaI pose grealer than negligible dietary risk are adequate to 
protect public health if ePA delermines that Ihe risk is not unreasonlble 
because: ' 

Use of pesticide prolects from Idverse effects to the public or the 
environment Ihal would, directlY or indirectly, lUull in greater risk to Ihe 
public: or environmenl Ihln the dietary risk from the lUidue; 
Substitule pesticide or peat control method has greater risk to workers, the 
public, or tbe environment than the dietary risk of the pesticide residue; or 
Unavailability of Ihe pesticide would limit l.VIIillbility of In adequate, 
wholesome, Ind economical food supply, takin, into aerount regionll Ind 
domestic effects, Ind ludl Idverse effects Ire likely to oUhn:igb the risk 
'por.ed by the pesticide residue. ' 

Under tbls Inalysis: EPA ctl/W1l c0ruid6 the effects on a reptranl, 
manufacturer, or marketer of the peatidde Ind mIUf t1.lfGf effortl to develop 
Iiternative methods of pest «mtrDI or pesticide chemicals that pole leas thin a 
negligible risk. 

BPA mUll consider, Imonlotber releYInt fllCton.: nlidity, tompkteneas, and 
reliability of data; nature of Iny tode effecb c:lused by chemical; reuonable 
Ulumptlons relennl to rist _ment; l.VIIilable Information Ind reasonable 
Ulumptlons coneemlnl dietary eKpO&ure levels of food c:onsumen and major 
Identifiable iubpups of food consumen; Ind l.VIIilable Information and 
reasonable Ulumptlonl COlICIeminl 'V1Iriability of the sensitivitla of major 
identifllble poups. 
(' 305, p.34-37) 

Compllralf'd ~mblnatlon of MlT'llt ..... and numerkalandanls, and p.,mete. 
authorIHtlon to crute three dlffe"nt tolerances for each pertklde. 

In nimmmy: Depending upon the circumstances nrious tombinatlons of die 
following "negligible risk" standards apply: 

must be reasonably certain to cause no harm to humin healtb: , 
must provide for an Imple margin of safety for apedal popUlation 
groups; 
cannOl pose greater than a one in I million rist of c:lMer or other 
adverse human health effect or one in 70 million for each year of the 
first nve years of life of eKpO&Cd persons. 

These standards could be uSed to set up to three different tolerances for food: 
(I) al harvest; (2) when purchased at retail; or (3) after proceainJ.ISJ'«.i/iCQIIy: Toierances.mlY be.. ' lsaued on.Iy if risk of diN.ry eKpO&ure Is 
negligible. 1!xi5linl tolerances mIUf be revoked for pesticides poIinll puter 
thin negligible dietary risk. . De ris~ to!tuman healthf~ dietary eKpO&ure 
is negligible only If: 

lNtmy opolln Is /"WIS01Idbly ct:nllbt 10 ClUUe lID Ir4mt 10 IumI.an IieItIlrI\ 
fm4

For pesticidts tvhkII havt QII idtNifi4bk eIf«tS IIrrethoI4, the tolerance will 
provide an ample mlrgin of IIfety (Lt., CKpOSure mlllt be I/lOOth of the 
Inlmal 'no observable effecb level" (NOEL) or I/I00h of the bUmin 
NOEL) for eadl of the followiDl population &rouP&: 0.1 yn; 1·2 yn; 2-3 , 
yn; 34 yn; 4-5 )'II; 6-10)'11; 11·18 yn; pups with ape.daI food . 
consumption patterns; entire POPU~ltlOIL EPA must c:onsider the nature 
of die 10* errect&, lndudiDl tbe prevaleace of the lime erreds c:lused by 
otber (bemicals;' the wlidlty, UIIIIpletene.., and' reliability of the data On 
tbe pesticide; Inter- and Intra-.pedea 'V1Irlabllity, and the poIIIibiUty that 
humans may be aipiflc:llllly more lUlCeptible to errecb thin test anlmall; 

For 1IOII4IrtdtDId patkidt$, the tolerance mUit meet tile rollowtn, 
c:onditiona: (I) the residue level wiD not c:luae or contribute, ID 
Individuals eKpO&ed to die residue, to a lifetime risk of adverse human 
health errect that occun It a rate of 1dO" or that occun It I flte of 
Illcrt' divided by 70 ror any anile year durin, the fint 5 yean of the Ufe 
of the exposed person, uslnl CODIervative risk UllClllDent modell; (2) the 
residue level Is the IoMi:at elTective level: and (3) In the caae of proceacd 
food, IhelUldue level Is the lowest level possible In MIC01'dInce witb JOOCI 
manuflcturinl practice. 

(f 3, p.6-14, 

....nt. ............ &enent Mllysls ror I'IW' commodities but DOt rot 
proc: eIIeIf foocta. 

Incorporates bllinced consideralloa of Important benefill resultin, from the 
use of the peatk:ide. 
(I 305, p. 36-37) 

Does nol provide for the consideration of DI'IY benefill resultln, from OR of 
tbe pesticide. 

z DRAIT - Pot., 1], .", 
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SIDE-BY·SIDE ANALYSIS OF BILLS INTRODUCED IN THE 103D CONGRESS ADDRESSING FOOD SAFETY AND RELEVANT CURRENT LAWS 

Issue CurreutLaw Lebman-Bliley-Rowfand (H.R. 1627) Waxman-Kennedy (H.R. 871./S. 331) 

Standard for Exposun In practice, EPA ronsiden identifiable subgroups and Incorporates reasonable exposure estimates that use reliable data on actual Uses unrealistic, wont-case exposure analysis. To calculate exposure, EPA 
Tolen... 
(cont.) Ana"'" accounts for sensitivity and unusual food C'ORsumption 

pluema through safety facton. 
percentages of rood treated with pesticide, actual residue levels on food, and 
USDA data on aggregate pesticide use and residues. EPA must roll$ider the 

must: 
Use only reliable, statistically significant data on dietaiy exposure of 

sensitivities of major identifiable subgroups. 
(I 3O:S, p. 34-35t 

people who have rol\5umed food. 
Account for III other tole ranees for same pesticide. 
Account (or III other exposure lOun:el for same peSticide, e.g., 
drinking water if dlta Ire availlble. 
Assume III food hu residue at proposed or cumnt residue level. 
Assume exposure by III other IOUn:el for the same pesticide, 
including drinking waler, if data are available. 
Assume lifetime exposure. 
Evaluate exposure for each of the following populltlon groupE 0-1 
yrs; 1-2 yrs; 2·3 yrs; 14 yn; 4-5 yra; 6-10 yra; 11·18 yn; J1'OIIJII with 
specill food C'OI\5umption patterns; and entire population. 

, .. Special Exposurr Rule  Pl'OIIides for Yeiy limited uie of actual e ....re ct.ta. , 
EPA may calculate dietaiyeJCPOSure baed on reliable dala that provide • 
valid ltatistic:al bais to Identify the percentage Of food In which the pestldde 
actually occurs (but not at the actual residue levell). Thll percentage ahall 
not be lesS than the percentage of food OORlumed In In appropriate locality 
and shall represent the highest level or eJCPOSunl to luch residue In the 
oountiy. EPA must raevaluate thll calculation eveiy two yean. 
(13, p.10-14) 

SWIdanI for Eamptlotu FFDCA 1408 Illows EPA to uempl Iny pesticide 
from • lolennce requirement where one would not be 
aecasaiy to protec:t pubUe health. 

Gives EPA the nexibility to exempt a pesticide from the tolerance requirement 
..... ere a tolerance is not needed to protec:t pubUc: health. Directs EPA to ta"'e 
into account the facton for setting toleranc:es, in view or reasonably expected 
dietaiy exposure. Does not allow eftmptions unless there is a pradic:al 
detec:tion method or EPA hll made find in, that there is no need for pnc:tic:al 
detec:tion method. 
(f 3O:S. p. 39-40) 

Allows EPA to eftmpt only If the pesticide II not a human or anlmll 
c:an:inogen and presents M rUt to human health, includin, any indMdualln • 
population lubJ1'OllP. from dlelaiy eJCPOSule (usin,unreallstlc:, won:t-c:ase . 
exposure estimates). Does not allow tolennees for pesticides that have 
eftmptions. Does not allow eftmpdoa unlea there II • bat available 
practlc:al detec:tiOD method. 
(I 3, p. 16-19)u......, No proviIIon. To eliminate uncertainty and confusion for c:onsumers and producers, bill 

pl'Ollidea, as • general matter. that States (or poIitic:allubdivislons) are 
prohibited from Imposin, a more restrictive regulatory limit (reprdin, 
tolerance levels or wamin,labell) on recently repered pesticides and 
pesticides approved for use In rerepntloll prot'ell on or aner the enactment 
of the biD unless: 
1. Spedallocal renditions WIImnt otherwise (1IlUpported by valid dlta); 
2. Restriction M)uld not unduly burden commerce; and 
3. Restriction would not cause food to vIollte any Federal law. 
To aYOi4 pipeline provillon (see disc:ussion of pipeline provision below), Slate 
must pr'OYe ·unreasonable dielaiy ris...• to State'l atiuns durin, the period of 
Ii"'ely availabHity. 
(I 3O:S, p. 62~7) 

No pnMdon to discourage potential ubiquitous aDd c:oafllc:tin, Slate ancIlocaI 
toleranees and.Wllml", labell. 

3 DRAn' - M.,. U••"3 



SIDE-BY·SIDE ANALYSIS OF BILLS INTRODUCED IN TilE 1030 CONGRESS ADDRESSING FOOD S~ETY AND RELEVANT CURRENT LAWS 

Issue CUrTentLaw Lebman-BllIey-Rowiand (n.R. 1(27). Wuman-Kennedy (n.R. 871/S.·331) 

E..l1IIIlIo. 0' Edstlna 
Toleranftl and ~pt"ns 

.. 

EPA II not obliged to reevaluate tolerances. In 
practice, ePA reviews tolerances and exemptions 
during the flFRA reregistrationprocea. De 1988 
FlFRA amendments require ePA to complete all pre
1984 registrations within 9 yean. 

lIarmonizes FlFRA and FFDCA. Directs EPA to conduct tolerance and 
exemption revie"" """enever.it conducts a AFRA reregistration. As soon u 
erA has sufficient information with the respect to dietary risk or a particular 
adM: ingredient, but in any event, no later than AFRA reregistration, EPA 
must determine """ether the pesticide', tolerances or e.emption$ meet .the Act', 
requirements. determine """ether additional tolerances or e.emptions ,hould be· 
issued. publi$h its findings. and promptly commence any proceedings warranted 
by luch determinations. 
(I lOS. p. 18-19) 

Sets up a rigid and rapid IChedule that may connict with the FIFRA 
reregistration procea. 

In the nrst rear arter enactment. ePA must evaluate all data 0fI eadI 
chemical that has a tolerance or exemption and determine """ether data are 
lufficient ror ePA to determine whetl!er it meellitandard or whether data 
are insufficient to make such determination. 

If data are lufficient and EPA finds that the tolerance or eRmption 
meets the IlIndard, ePA will publish a determination to lhat effed; if II 
does not meet the ltandard, EPA has 1 year to modify or revoke It. 
n data are Insufficient, ePA will establish a data lubmlaiOt'lldledule. If 
II dt!adIiM for submitting dtua Is ~ and EPA did lUll dUIItiJriztt GIl 
crtnuiorr, W tolmJnct! will tUlIommiclI/Jy be I'fVOIad 45 d4p _ 1M 
mlsst!d dNdliltt!. (See discussion of data ceU.Jn requirements below.) 
For chemlcels for which data are Insufficient, EPA must meet the 
following IChedulefor obtaining luffident·data and delel1!llnlng ~ether . 
the tolerance& or eRmptions meet the ltandard: 

yean after Enactment Tolerances or i!lempllOnlln Bldstep I' 
Enactment to Be Reyiewe4 

2 30% 
4 60% 
6 .909& 
7 1~ 

(14, p.46-50) 

I'IpeIIM No pnMUon. In practice, EPA has ~ a c:ue-by<ase 
bali allowed uli Of existing inventories of (ood Whicb 
.... -beell treated In a lawful manner prior to tbe time a 
pesdc:kIe a tolerance Is l1Mlked. 

Avoids unwamnted economic dllruptions created by modifie:.tiOfl or 
rewx.tioD by establishing a pl'Clumption for cOalinuCd iaJe unJea EPA 
determines othef"Wise. If EPA rewkes or modiflCl tolerance or rewkes 
eRmption. food containing the I'CIidue will not be deemed unsafe if telidue 
_ prelent at time or regulation Ind does not elfted former I'CIidue level 
unlea EPA determines that continued consumption of legally treated food 
would pole unreasonable dietary risk. 
(130S. p. (j().(jl) 

. &tablkbes a medulnism that will litely result ID lJIIWa~ted and poten"-Ily 
snere economic dllruptionl folJowiag modlfIatioa or mocatioa .bJ niqulrtlla 
ula to "OP unlell EPA afrinnatlYely finds that telidues pole a ae&ll&ible 
rUt. II let 0\111 for the tolerance IlIndant if EPA l'CVI:Ites or modIIIes 
tolerance or l1Mlkes eRmption, EPA may delay elreedvenell 01 regulatloa fot 
foods that lepo, contain telidue at time 01 pubUcatlon 01 replltloa if dietarY 
elpOlure to I'CIidue poses nellilible risk. Delay poIIible for period 01 lime 
required for food to be IIioId ID COlIne or usual practice. 
(13, p. Z7-29) 

0.............., No provtllon. To assist EPA In developing effeedve tolerances efficiently, the bill directs EPA Contains no ptOYiIlOI1I directing EPA to consider poIentl&o, !lief" 
............. SIaIIcIuU to consider the Codex AJimentalius Commission (Codex) mlldmum l'CIidue 

levels (MRLI) and to eqUin any departul'Cl from lucb levelll. 
(I 3OS, p. 38) 

determination made bJ Codes.: 
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SIDE-BY-SIlJE ANALYSIS OF BILLS INTRODUCED IN THE 1030 CONGRESS ADDRESSING FOOD SAFETY AND RELEVANT CURRENT LAWS 

Issue Current Law Lehman-BllIey-Rowland (H.R. 1627) Waxman-Kennedy (II.R.. 872/S. 331) 

Pndlal AAlt;,t1ral Method FPDCA I 408 requires an analytical melhod for 
aaidues or a peslicide bq'on a. tolerance can be issued. 

Adopll a reasonable approach relying on EPA and FDA eqx:nise 10 consider 
enforcement needs. A tolerance-can only be eslablished if Ihere exisll a . 
'praClical melhod for deleclin, and measuring" the pulicide, and Ihe lolerance 
is nol lower Ihan Ihis deleCIion limil. An exemplion can only be eslablished if 
Ihere exisll I "praClical melhod for delecling and measuring" Ihe pulicide or 

. EPA delermines such. melhod is nol necessary. EPA has discrelion 10 

evaluale whal is praClical. 
(IJOS. p. 37-38,40) 

EPA musl 5e1 tolerances above Ihe detection limit of a ~practical method: 
which :s defined as a nwlti-f"Uidut mtthod thai can be perfor:med rol.lliMly by 
FDA. EPA is authorized to sel a tolerance where only I -non-practlcal
melhod ensts if the Agency uses the besl available method (which mlllt be 
reevalualed ~ry 2 yea",). Finally. the bill would place the beavy 
adminislralive burden on EPA of rrvitwinll all existin, methodl under the 
alxM: Slandard within 180 days or enactment. If an analytical method 
associaled wilh an existin, tolerance is found to not meet requirements, It 
must be revised wilhin 3 yean or the fDlnQIICt MIl h mW.td QIIlonuukally. 
(I 3, p.I4-16, 19; IS, p . .so, 

Oat.. CaU-IJI ...........s EPA hal no data call-in authority under 1 408 but can 
require dall submission under F1PRA to suppon 
rereptratlon of pestiOOe used on food or to support 
tolerance or uemptlon petitions. 

Adopll a nexible inlegraled approach to requirin, additional data. Ii data are 
necessary to support loieranca, ePA hIS three options to call il in: 
J. F1PRA I 3(c)(2)(b). 
2. TSCA 14. 
3. Or, only if oplions #1 and #2 are nol available, after notice and comment, 

Sell the followin, rigid proce.dures for requirin, additlonll data: 

Instd'klenry Ftnd... If EPA determines thlt data are Insuffident to 
support tolerance or eRmption petition or that In existln, tolennce or 
exemption poses a IRIter than negligible risk to human llealth. EPA has 

4. EPA may require submission of specific types or dati, designatin, who 
must s"binit the data and when they must be submitted. . -

If dall are nol submilled under option #1 or #2, EPA may revoke or modify 
Ihe tolerance. . . 
(I lOS, p. SM3) 

30 da)! to publish Older requlrina one or more parties tocolle.ct, 
generate~ ind submit specific diu. by specific deadlines. . 

AutomatkRn_tlon: Toltmnca or amIpIloru my GIIlJ1mtIIkally MltlMd 
45 days aftt!r misstd dtadJiM. 

Extension: Prior to expiration of deadline, ePA can extend deadline If 
EPA is nolified prior to expiration arid extraordln.uy dmllllltances 
beyond the control 0{ the penon would prevent the submission. 

Eftludom EPA bas 90 da)! to evaluate data. If actioft by EPA'. OWD 
In.itiatiYe II neceaary, EPA hal 1,at to complete thillCliOl1 from date 
or determirlation. 

(I 3, p. 30-33; 14, po 48) 

M............. .,........ ....... No requln:ment for separate tolerances or eRmptions. 
In practice, EPA .IIOM residues to paa througlt to 
proceaed food If residua no peater than raw food 
tolerance. 

Considers Ibe residues or metabolites or oIher de..... datlon produc:tl to be 
COYered by and tolerance or eRmption for the pre.cunor substance If: (1) F.PA 
does not mate .n adverse findin, reprdin, the likelihood or the residue to 
pose • IRIter or different rIIk than tbe precunor; (2) the residue Iew:I II . 
belmr the tolerance or eRmptiOll for the precursor substance 011 the rood; GIld 
(3) the tolera.nce or eRmption for tile food is not limited 10 .. not to apply to 
the residue or tile degradation product. 
(I 30:5, p. 32·33) 

Inc:ludes metabolites and de.......doa pfoduc:tlbl definition 0{ ~ 
dlemlcal and !but requires tolerances or exemptions for them. 
(12. p. 2-3, 

.............Ind. EPA exempli most IDem from tolerance requiremenlS 
If they .re -eenerally ~ II IIfe. . 

Maintalna current nexible Ipproach. OIemlcals tbat do not hive tolerances . 
because "eeneniUy m:optized II life" under I 408 or 1201 or that EPA 
determines IR delClibed by 1 201 shaU be eRmpt from the requirement ror I 
tolerance. EPA willldentify whit subsllnca COYered by this. &emption 
subject to revocation or modification. 
If 30:5, p. 5S-S6, 

Prorides ror rigid mandatory evaluation of Inerts. Wltbln 90 da,. of 
enactment, EPA must publisb list or c:IIemicals "eeneratty ~ II life- . 
(ORAS) undu Pf'DCA 1408 or I 409. Distributors of dlemkalatbat Ire not 
on list but believed to qualify-. ORAS mlllt report Identity of chemical to 
EPA witll data supportin, IIfenea.. Within 210 da,., EPA wID determine 
which 0{ these chemicals Ire ORAS and therefore .ubject to exemption. 'I1lIa 
eRmption, IIowl:wr, Ii subject to the new revocation or modification 
provisions contained ID I 3 of the bill 
If 3, p. 4G-42) 

, 
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SID£..BY-SIDE ANALYSIS OF DILlS INTRODUCED IN THE 1030 CONGRESS ADDRESSING FOOD SAFElY AND RELEVANT CURRENT LAWS 

Lehman-Dilley-Rowland (H.R. (627) Waxman-Kennedy (H.R. 872/S. 331) CUlTeutLawIssue 

If loleran~ or eRmption is revoked and chemical unavoidably persisl5 in the If toleran~ or exemption is revoked and chemical unlvoIdably persis" In the 
environment, epA may sel a tolerance for the chemical that permil5 such 

No provision. U.....Wab.. PtnlstelllN 
environment, ePA mwt sel a tolerance that is nol puter than the lowest 

unavoidable residue 10 remain in such food. ePA shall periodically review this. level that permits only luch unavoidable level to remain 1ft food. EPA must 
lolerance and modify ilk) Ihal il alh:;" ..-only Ihal 1e'Y'!1 of Ihe pesticide Ihal is review I he lole rance al leasl annually. 
unavoidable. (13, p. 14) 
U lOS, p. 59-l!(1) 

Oanges to currenl procedures: 
,etltloa 1'rocHa... 

Oanges 10 current procedures: 1. -EPA must file notice of receipl of petition.T.leralllN (or Enmptlon) 
I. Any perllOll may file petillon. 

option of EPA or petitioner. 
1. 	 Any penon may me petilion. 2-	 Referral to Independent advisory committee at 

2. 	 Pelition must Include data on exposure and sa'ety. 2. Petition must indude dall on chemical's safety and residue 1e~1s. 
3. Public notice of receipt of petition and poaible publicalion of Information 3. 	 Public notice and comment on petition. (Notice must Indude ,um~ary of3. 	 Alter clecisicm, a~f5C1y affected party may 

Isafety and eKpOSure data.)In petitiOn.request hearinl
4. No right to refeml to advisory committee. 

Appeals accordinl to substantial evidence standard. 
4. 	 No ript 10 refeml to advisory commillee. 4. 	 DedsIons after hearings are reviewable by Court of 

5. 	 Requires EPA to prioritize petitions for chemiCals that appear to pose a ' 
,ignificantly lower risk than tolerances In effect for IImllar Illes. 

U 305. p.40-49) 

•. 	 6. Gives any a~f5C1y affected party (not limited to economic IId¥ene 
effec:ts) the ript to challenge tolerance decision. .. .- -- -. 7. EPA hili burden of proo(when dedslon appealed to t.OurU. 

8. 	 Court aaesICI whether data adequate to support tolerance or exemption., 
9. Attorneys' fees and c:oc" IWIIrded to pmrailin, petitioner. 
(13. p. 19-26) 

Same IS current law. Dramatically expanda EPA aUlhoril)' to collect funda by lutborizin, EPA to 
petitions. 
EPA may collect fees to pay for pr0ces5in& tolerance T......IIINF... 

assess annual fees for tolerances and exeinptlons. 
(13, p. 43; 16, p.51) 

(§ lOS, p. 61-62) 

NopnMdon.EPA must cODItIlt wilh Secretary of Apiculture Simplifiea procedures. ............. c-..... 

" 1. EPA musl consull wilh USDA, fDA, EPA Scientllic Peer Review 


reprdlq canceUatioG's apicultunl economic 

and FIPRA Science Advisory 'Inel. respec:tmly.~. '. 

Committee, Ind pesticide registranlL 

" 	
..1. Adva~ notice of proposed rule makin, or notice not to cancel registration -Impact and beahh Ind erMroamental lnipac:t of -


CllDQlllation. 
 wilh tIO day comment period. Notice and comment rulemakinl with 90 clay 

2- Nodce and comment rulemakin, required.. 
 comment period 

3. Opportll1'llty for Informal fac:t-rmdln, hearinl alter dille of comment 

adjudicatory bUrinl

5. 	 ~neIy affected party may obtain fOrmll 
period. 

4. 	 lucUdaI review In Court of Appeals; standlird or 4. Current judidal review pn:MsioD retained. 

tevIew - substantial nidence when consideRd on 
 {I 102, p. 2-16} 

the reeord II I whole. 


~moves HWF between luspension Ind caneel\atlon by lllowInl EPA to laue No provision.EPA...,. notlslue I suspension order until a ..................... 

CllDQlllatioG notice 1ll111sued. In emeraeDCf suspension order prior to lauance or I cancellation notice. me..... 

No provision. . 
manaFment techniques and other pest control methods to Rduce or eliminate 
applications of pestiddea wblda pose I puter than necligible dietary risk to 
humans, with I special focus on mlpI critical to a bllanced, healthy diet Ind 
whldl Ire cooIIdeRd II minor mlpIlu terma or ICt'eaF produced.. 

Requirea EPA and USDA to reaearcll, develop, Ind dissemlnlte Intepated pestNo provision..............M.·..... 


Rt:quirea USDA to eoIlect IIplfieant clata on the use pealicidea to control pesta No provision.CaIIadIoa If r.tIdcIe u. No provision. 
and dileaea or major mlpI and crop. of dietary lipllicance to _ist In 
developlftllnlormatloa relevant to pesticide replatory deciIionL 

... 
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GROCERY MANUFACTURERS OF AMERICA 

'. 


REGULATORY AND LEGISLATIVE ISSUES ~NFOOD SAFElY REFORM 

. G MA is the national trade association for more' than 130 companies which manufacture '85 

percent of the food 'and grocery products primarily sold iIi retail outlets in the U.S. and 


. internationally. Member companies employ more than' 2.5 million people and have total 

, 	 annual sales exceeding $360 billion. GMA and its members strive to 'ensure that the Nation 

enjoys a safe, riutritious, and economic food supply. ~' . 

, 	 EXECUTIVE SUMMARY 

The Federal Food Drug & Cosmetic-Act contains a provision called the "Delaney Clause" 

which provides that no "food additive which is 'found to induce cancer when ingested by man .' 

or animal" is allowed in processed foods. Taken literally, the' Delaney Clause can be read 

to create a ,"zero risk" standard for pesticide 'residues" in processed foods. Historically, 

however, the U.S. Environmental Protection Agency (EPA) ha~ regulated pesticide residue 

tolerances in processed foods based on negligible risk --also referred to as de minimis risk. 

This policy is founded on the premise that applying a "zero risk~' standard, in the strictest 


, ,sense of the term, is inappropri~te given the minute levels detectable by modern pe$ticide 

residue techniques, which did not exist when the "zero risk" Delaney Clause standard was 

adopted as Federal law in the 1950s. In short, the Delaney Clause's zero fisk approach is 

inflexible, impractical, andout-o'f-date with modern technology. 


A recent court pecision, however, has invalidated EPA's negligible risk appro~ch, 


threatening the availability of :certain pesticides and, th.e continued ability of grocery 

manufacturers to provide the Nation with an adequate, wholesome, and economic food 

supply. In response :to the case, EPA is seeking suggestions on how to address the 

fundamental pioblemsposed by the Delaney 'Clause as well as other related pesticide 

regulation issues. GMA has submitted corriments to the Agency which provide a sound basis 

for developing a regulatory solution that will allowcontinued'use of vital pesticides. GMA 

is also supporting FederaUegisldtion (H.R. 1627, the Lehman-Bliley-Rowland bill), which' 

would establish a clear negligiblt:r fisk .standard, in lieu of the zero risk concept,:and would 

address' other important issues, ~uch as nationally uniform food safety laws. 
.. . 

THE PROBLEM •• ,WHY WE NEED FOOD SAFETY REFORM 

,. 	 Impact of the Existing Statutory Scheme and the '''Delaney Paradox" ~. Although the 

regulatory and sCientific communities agree thai the Nation's food supply is safer 


, 
., 
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, than it ever has been, conflicting- and outdated provisions of long-standing Federal 
laws regulating food production, processing, and distribution have created uncertainty 
for consumers, farmers,' and food manufacturers. ,More specifically, the Delaney 
Clause has 'created a paradoxical situation in which use ,of pesticides that clearly 
'enhance the safety of the food supply could be prohibited.

I 	 " 

• 	 Congressional Inaction ~- Congress has recognized the problems with the statutory 
scheme, but over the la~t 10 years has been unsuccessful in passing legislation to 
resolve these issues; , 

• 	 EPA's Reasonable Regulatory Approach -- To avoid 'much of the uncertainty created 
by the present statutory situation, EPA adopted a negligible risk or de minimis, 
approach. With this approach, EPA attempted to balance the need for a strict 
interpretation of the, Delaney Clause standard with ,the need for reasonable 
regulations.' , 

• 	 The Court Decision -- The problems with the statutory scheme have recently been 
exacerbated by a Court decision by the U.S. Courf of Appeals in the Ninth Circuit. 
This deCision threatens t~e balance that EPA ha~ struck in its implementation of the 
Federal laws. The Court decided that EPA had inappropriately established de 
,minimis tolerancesJor foiIr pesticides on processed foods, favoring a literal reading 
of the zero risk standard' in the Delaney Clause. . ' 

• 	 Potential Severe,Impact ~f the Court Decisi6n -~ The Court d'ecision could lead to 
precipitous and unwarranted revocation of several pesticide tolerances and adversely 

,affect the availability of 'a varied and safe food supply; The Agency must take a 
reasoned approach in responding to the Court's decision to avoid harsh and 
unjustified results for pesticides that have valid de minimis tolerances. ' 

RECENT ACTIVITIES TO PROMOTE WORKABLE 

REGULATORY AND LEGISLATIVE SOLUTIONS 


• 	 Regulatory Activities -:- ~PA has the opportunity to settle much of the disruption 
caused by the recent Coui:t decision with appropriate regulatory action. ' Indeed; EPA 
has solicited public input: on the 'appro'priate implementation of th~ Court decision 
and on EPA's pesticide; tolerance policies in, general. GMA' has given EPA 
commel1ts that p~ovide a _ sound basis for a reasonable and appropriate pesticide 
policy that implements the Court decision. These suggestions include: 

• 	 Abandon UnnecessaryCooniination Policy:-- GMA is urging EPA to abandQn 
its current inform~l policy of prohibIting: all tolerances, including raw food 
tolerances,of pesti'cides that are ineligiblefor a processed food tolerance due 
to the Delaney Clause. This policy was a ~epartureJrom the Food and Drug 
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Administration's original interpretation of the statute, and·. its potential 
consequences will likely be realized under the Court's strict interpretation of 
the Delaney Clause standard. Instead, EPA should abandon its ill-conceived 
coordination policY and not automatically cancel existing raw food tolerances 
of pesticiqes whose processed food tolerances are revoked in response to the 
recent Court decision. . 

• 	 .Make Scientifically Valid Decisions -- GMA is requesting EPA to improve its 
risk analyses by using use data on realistic, rather than exaggerated, w'orst
case, hypothetical,. residue level assurripti9ns in evaluating pesticides. Also, 
GMA urges EPA to scrutinize carefully all relevant toxicological data. before 
concluding that a chemical "induces cancer" and thus is subject to the D~laney 
Clause. 

• 	 Give Effect to "Ready-to-Eat" -- GMA is urging EPA to give effect to 
Congress' intention not to require processed food tolerances for pesticide. 

J 	 residues on foods that are ready-to-eat which are not higher than· the 
permissible pesticide levels for raw food tolerances. 

• 	 Apply Court Decision in a Reasonable Manner -- GMA urges EPA to adopt· 
a reasonable approach tq implementing the Court decision. Specifically, EPA 

.. should allow all affected parties to participate in tolerance revocation or 
cancellation procedures. and should phase in the negative impacts of the 
decision so as to minimize market dislocations. 

• 	 Legislative Activities -- While the uncertainty created by the Court case' may be 
addressed through future EPA regulatory action, such action will, due to possible 
statutory constraints, be limited and time-consuming. It will also be uncertain 

. because any EPA action could be challenged in the courts and could eventually be 
overturned. Accordingly, enacting appropriate legislation would more directly and 
effectively resolve the problems created by the Court decision and the current 
statutory scheme. 

If EPA fails to develop: a workable, regulatory approach in light of the Court 
decision, Congress must step in to resolve the issues the Delaney Clause raises. The 
inconsistencies in the statutory scheme and the failure of a nearly 40 year old statute 
to take into account the capabilities of modern science require Congress to update 
and harmonize Federal laws governing food regulation. 

Presently, there is a great deal of activity on these issues in the Congress. Two 
recently introduced bills a,ddress pesticide residues-- H.R. 1627 (the Lehman-Bliley
Rowland bill) and B.R. 872/S. 331 (the Waxman':Kennedy bill). While the Lehman
Bliley-Rowland bill takes a realistic, flexible approach to regulating pesticides, the 
Waxman-Kennedy bill creates just as many problems -- and possibly even more -
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than it alleViates. Of ~the two bills, the Lehman-Bliley-Rowland broad-scoped 
approach clearly provides the more workable and effective solution to the problems 
EPA faces in pesticide !regulation. GMA therefore supports the Lehman-Bliley
Rowland bill, which would address: 

I 

• 	 Delaney Refonn -.:. The bill establishes a workable negligible risk standard for 
tolerances for b9th . raw agricultural commodities and processed foods, 
focusing on health risks, realistic exposures, and other important factors and 
use of a scientifically sound analysis. The Waxman-Kennedy bill, on the other 
hand, utilizes unrealistic exposure assumptions and standards that present 
many of the problems created by. the exipting Delaney Clause. 

• 	 National Unijonnity -- The bill provides for nationally uniform pesticide 
tolerances and w~rning labels, while allowing 'States to establish their own 
requirements whe'n special local conditions warrant or when important health 
and safety data are lacking for recently-registered pesticides or those that have 
not been re-registered. . 

• 	 Hannonization ofFederal Food Safety Laws -- The bill mandates the review 
and evaluation of dietary risk during the re-registration program now in place 
for older pesticide:s as the top priority; and removes time-consuming, legalistic 
paperwork constJ:7aints that hinder the: EPA's ability to cancel pesticide 
registrations and prohibit pesticide use in emergency situations. 

* * * * * 

For further information, pleas~ contact Judith Thorinan at Grocery Manufacturers of 
America, Inc. (202) 337-9400. . 
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July 8, 1993 

TO: Carol H. Rasco 

FROM: Bill Galston 

SUBJ: Judith Thorman meeting 

I did indeed meet with Judith Thorman who is something like 
Director of Government Affairs for the Grocery Manufacturers of 
America. GMA's principal concern right now is with pesticide 
legislation. They are strongly in favor of one of the competing 
bills (ItLehman-Blileylt) now before the Congress. Lehman-Bliley 
represents a pro-producer and pro-industry approach that is 
unacceptable to the environmental community--and to Rep. Waxman 
and Sen. Kennedy, who are sponsoring a competing bill. 

The pesticide working group I'm chairing is trying to find a 
reasonable balance between these competing perspectives. Not 
only is such balance substantively appropriate, it is the only 
hope for breaking the longstanding legislative logjam in the 
area. 

During the lengthy process of consultation on this issue, I have 
made no substantive commitments to anyone. I'm not sure why Ms. 
Thorman wants this meeting with you, but she may want to 
intensify the pressure on us a bit •. If so, that should be 
resisted, but we should keep the door wide open to continued 
consultation now that the legislative phase of the working 
group's efforts are moving into high gear. 

I attach a copy of GHA's most recent annual report. 



',\,. 

i 1992 
: . REPORT 
.... . . TO THE MEMBERSHmp GROCERY 
> MANUFACTURERS 

OF AMERICA 

".'. :., . 

. '~" 



• " '_. NW":-s,* ,e e 

; .... 

;..' ClintonPr.esi~~ntia}Records 
.. / : 

r . 

, . 
Digital-RecordsMarker 

:' . 

This is not a presidential record. This is' used as an administrative 
marker by the William 1. Clinton Presidential Library Staff. 

. { ,.-. This marker identifies the place of a publication . 
,.", 

. ':,: ' 

, '," . Publications have not been scanned in their entirety for the purpose 
of digitization. To see the full publication please search online or 

visit the Clinton Presidential Library's Research Room . 

. . 
, " 

..... 

,., . 
. ', " 


