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To amend the Federal Insecticide. Fungicide. and Rodenticide Act and the
Federal Food. Drug, \an:d Cosmetic Act. and for other purposes.

|

H
:
;

IN THE HOUSE OF REPRESENTATWES

Apm 1, 1993 i

Mr. LEHMAN (for himself, Mr. BLILEY Mr. ROWLAND, Mr SMITH of Oregon, .
Mr. ROBERTS, Mr. PENNY, Mr. ENGLISH of Oklahoma, Mr. HOLDEX,
Mr. EMERSON, Mr. KIXGSTON, Mr. SARPALrUs Mr. Ewixg, Mr.
DOOLEY, Mr. JOHNSOX of South Dakota, Mr. BARRETT of Nebraska,
Mr. BOEHNER, Mr. CO\IBES’I‘ Mr. DOOLITTLE. Mr. CoxpIT, Mr. BISH-
oP. Mr. GUNDERSON., Mr. POMEROY, Mr. ‘\LLARD Mr. Towns, Mr.
CoOPER, Mr. HALL of ‘Texas, Mr. MCMILLAN, Mr. HASTERT, Mr.
UPTON, Mr. PAXON, Mr. KLUG, Mr. FRANKS of Connectieut Mr. Max-
TON, Mr. BOUCHER, Mr. »CRAPO Mr. BARTON of Texas, Mr. GILLMOR,
Mr. OxLEY, Mr. TAUZIN, and Mr. MOOREHEAD) mtroduced the following -
bill; which was referred jointly to the Committees on Agriculture and En-
ergy and Commerce

To amend the Federal Insecticide, Fungicide ‘and
Rodenticide Act and the Federal Food,,Drug, and Cos-
netic Aet, and for other purposes.

(

I Be it ena,cted by the Senate and House of Representw

2 tives of the United States of America in Congress assembled,
. | |
SECTION 1. SHORT TITLE :
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tion Act of 1993, 'ﬁ

This Act may be cn;ed as the ‘Food Quality Protec- e
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SEC. 102. CANCELLA‘I]‘ION v ‘ i

t
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TITLE I—CANCELLATION
SUSPENSION R

I
i
|
|
1
r
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SEC 101. REFERENCE

i

i, ) b N .
Y henever n thIs title an amendmen‘t or repeal is ex- |

'pr‘essed In terms of an amendment to, or repeal of, a sec-

tion or other provxsmn the reference shall be conSIdered
1

_to be made to a se(:;tmn or other provxsxon of the Federal

s i : I
Insecticide, Fungicide, and Rodenticide Act.
| ' |
Section 6(b) (7 U.S. C 136d(b)) is .amended to read
as follous : i , , ‘ ! ,

“(b) CANCELLATION AND CHANGE IN CLASSIFIGA—

TION OR OTHER TERMS OR CONDITIONS OF REGISTRA

TION.— } « o

“(1) AuTHORITY—Notwithstanding any other
I

prov1s10n of thls Act, the Admlmstrator may, by use

- of informal mlemakmg under thIS subsection, pre-

scribe requlrenlIents regarding the compOSItlon pack-

aging, and labglIng of a pesticide ((?I‘ a group of pes-
,ticides_ eontainjing a common aetiveé or -inert ingredi-.
ent), or mayhciassify any such pestficide, or may pro-
thit the registration or ‘continued registration of

| i
any such pestl(:Ide for sorne. or al purposes, to the -

extent neeessarv to assure that the pestlclde when
used In accordance WIth mdespread and eommorﬂV

S R ; :
b |
] !
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L 'recogmzed praotlce does not generalh oause unrea- '

- sonable adverse effects on the enwronment

“(2) BASIS FOR RULEI—

“(A) The Admlmstrator mav not 1n1tlate a

H
i

rulemakmcr under thls subsectlon unless the.

rulemakmg is based on a vahdated test or other

' swmﬁeant ewdenee ralsmg pmdent concerns of

b N

unreasonable adverse effeots to man or to the

l

“(B)(l) The Admmlstrator shall submlt to

t
'

.a sclentlﬁc peer rewew commlttee establlshed

| | by the Admxmstrator the vahdated test or other

I
sm'mﬁoant evidence upon whlch the Adminis-

! . l

«:trator proposes to base a rulemakmg under

: paragraph (1). SR

‘1-
‘l

“(i1) The smentlﬁc peer review commlttee )

l

shall provide wntten recommendatlons to the

'-Adm1mstrator as’ to \xhether ‘the test or ev1-j :

dence revxevxed satlsﬁes the criteria under para-

8

gmph (1) for m]tmtmo a mlemakmg under
|
paragraph (1). |

v (i) The seientiﬁo peer review comniittee

sha] consist of emplovees of or consultants to
v
the Enmronmental Protectlon Agencv who have

)

L
not been mvolved n: any previous analyms of
.’ | ] |



—

[ I OO S S T S
O N

J
<

«HR 1827 IH

T S

I

the vahdated test or 31gn1ﬁcant ewdence pre-

sented to the commlttee and WhO are e‘cpert in

the phvs1cal or blologleal dlsmphnes mvolved in

the proposed rulemakmg ’ ,
“(3) PREI\OTICE PROCEDURES ——_ '

“(A) gl‘he Admlmstrator mav not lmtlate a

I

‘rulemakmg under paragraph (1) untll the Ad-
. 'mlmstrator has fumlshed to the reglstrant of

each affeeted pesticide a notlee that mcludes a

I

summary of the Vahdated test or other s1gn1ﬁ- ‘
cant ewdence upon which the Admmlstrator

proposes to base the rulemakmg and the basis

for a determmatlon that sueh test or evidence
; l

raises prudent coneerns. that the pestxclde

causes unreasenable adverse msks to man or to
1

the enwronment A regxstrant shall have 30

!

davs after recelpt Of a notlee provnded under:'

l

thls subparagraph to respond to such notlce |

“(B) At the same time that the Adminis-

_trator furmshes notice to remstrants of the pes-

ticide under subparagraph (A) the Adminis-

-~ trator shall also furnish such nOtlce to the See- -

retary of Agmculture and - the Secretary of

Health and Human Semees Upon receipt : of

such notlﬁcatlon the Seeretanv of Agnculture |

I
] .
i [
5
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when an agricultural commodity is affected,

!

shall prepare an analysis of the benefit and use

data of the pesticide and provide the analysis to
t'he Administrator. |

1

“(4) ADVANCE NOTICE TO PUBLIC.—

5 “(A) The Adnnmstrator after recemng the
récommendatmn of the peer review commlttee
estabhshed . under- paragraphv (2)( ) together
thh any eomments submltted by the Secretary

of Agriculture, the Secretary of Health and
|

‘Human Services, Va,nd any registrant shall

H
i

; !

L “(i) issue an advance notice of pro-
| posed rulemaking, or

“(i1) issue a notice of a proposed deci-

sion not to initiate a rulemaking under
i !

paragraph (1).
“(B) The Administrator shall publish such

1
notlce in the Federal Regxster and prowde a pe-

i
,

nod of not less txan 60 davs for comment
t}wreon. The notice spall contain a statemcnt of
nE:S basis and pm‘poée which shall include a
éxmmmm of—

i

“(i) the factual data on which the no-
| |
|
!

|

l
1 tice is based,
o

i

!

|
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“(ii) the major scientiﬁc assumptions

underlwng the notiee, and

- > “(ili) a summary of the notlce under
paragraph (3) and am S1gn1ﬁcant com-
: ments received from . am registrant, the
. Seeretary of Agnculture and the Secretary

of Health and Human Semces
(C) If the Adrmmstrator after consider- |
ing any- comments reeelved demdes not to issue
a notlce of proposed mlemakmg, the Adminis-
trator shall pubhsh in the Federal Reglster a
notice sjettmg forth the deeilsmn and its baS1s. |
“(5) DOCKET —For "each rulemakmg under
paragraph (1) the Admlmstrator shall establish a

docket. The docket shall 1nclude a copy of the notice

“under paragraph (3), of any notlee 1ssued under

_ paragraph (4) of the notlce of proposed rulemaking

under paragraph (6), of each tlmelv comment filed

with the Admlmstrator “of the :report of the Sm- |

entlﬁc Adwson Panel under parao'raph (8) of a

record of each hearing held by the Administrator in
|

connectlon wqth the rulemaking, and of the final rule
E '

or decision to withdraw the rule. ;Informatlon in the
. B P : .

docket shall he made available to fhepublic consist-

‘
1

~ ent with the fmciuirements_of sea{;ion 10. No factual

i
i
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matehal that‘has not been entered into the docket

in a ‘tlmel manner may Ibe rehed upon bx the Ad-

mmletrator in issuing a 'f_mal rule or in withdrawing

a prdposed rule or by any person in a judicial review
! A .

proceedm _except for— |

| : 4
“(A) mformatlon of which - the Adrmms-‘

trator may properly take ofﬁelal notice, or

i “(B) mfor:matldn of whlch a court may
‘properlv take JudJclal notice.

(6) NOTICE OF PROPOSED RULEMAKING.—
A Not less than 60 days a.fter ‘an ad-

i

;Vance notice of proposed mlemakmg, except as
» provzded in paragraph (14), the Administrator
mm 1ssue a notlce of propoeed mlemakmw The

‘notlce of proposed rulemakmg shall mclude a
‘

statement of its ba51s and purpose, a request
: for any additional data needed and a bibliog-
iraph\ of all s1gmﬁeant scientific data and stud-

1ee on which the propoeed rule is based. The
I

;statemem of basis amd purpose shall include a

}
I t

mxmmarx of—— |

3

| ) th( fdctua} data on which the pro-
P j
o )esed rule is ba%ed

|
!
r
!
t
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- ‘f(ii) the major scientific assumptions,

legal ‘interpretations andL policv' consider-
tlons underlvmg the proposed rule,

\(111) a summarv of avallable r1sk ben-

- efit. 1nformatlon 1nclud1ng benefits and use

1nformat10n as prov1ded by the Secretarv

of Agrlculture and | |

|’

‘%(IV) the Adm1n1strat‘or S analys1s and -

tentatt'[rve conclus1ons regiardmg the hal-
ancin{‘g of such risks and benefits.

“4B) Reglstrants of the pest1c1de and any - |
person who submits comments on the proposed
rule shall make a report to the iAdmlmstrator of |
all seientidc data and'_Studies in such person’s
possession :'concerning the risks! and benefits of
the pestlclde that are the subJect of the rule-
making and were “not lncluded in the blbhog-
raphy 1ncluded 1n the notice requlred in’ sub-
paragraph (A) If such person receives addi-
tlonal sc1ent1ﬁc data or studles pertment to the
rulemaklngl that were not 1ncluded in such b1b11- -
ography, the person shall make:a report of such '
scientific data and studles to the Adm1n1strator R

B u
promptlv after recelpt If the Admlnlstrator re-

- ceives reports contamlng addltlonal data con-

l

1

PR

. : o
|
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- cerning risks or benefits; the Administrator

shiall revise the biblila_gx‘aphy‘to reflect such data’

. and make the revised bibliography. available to

the public. ’ |
“(C) The Administrator shall provide a .

comment period of not less than 90 days after

" the publication of the notice of 'propo‘sed rule- -

making. During suich‘ period any .person may
submit comments, cilata, or documentary infor-

| . ‘ '
imation on the prop&sed rule. Promptly upon re-.

. celpt by the Adrmmstrator, all written com-

ments and documentary mformatmn on the pro-

sion 1n the docket durmﬂ' the eomment period,

shall be plaeed in the docket
‘ “(D) At the same tlme that the Admmls- ‘

| trator publishes notlce under subparagraph (A),

: l
" 'the Administrator shall prowde the Secretarv of

T

Agriculture and the Secretarx of ‘Health and

Human Servxces mth a (zc:)px of the proposed
5 mle Not later t,hani 9() daxs after the publica- i
Ltion of the notu,e of pr()posed rulemakmv the

Secretdm of Agrlcultme and the Seeretar\ of

4

~Health and Human| Semces may prov1de comJ"

| ments on. Su@h prOposed rule. When an ag’l‘lcul- o .

EIH_;_Q
(R
1

;posed r"ule received *fr(’)m anv person for inclu- =
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1
i

“tural commodity -is. affected, | the Secretary of

| Agricmturei' shall pro{dde to the Administrator

o

-an analysis; of the impact of the:i proposed action

-on the dogmestic and global ia,vailabilitv and

prlces of agrlcultural commodltlos and retail
|

. food prlees ‘and any associated 'sometal 1mpacts

(meludmg consumer ‘nutrition and health and

|
I
low-mcome eonsumers) , |

!

“(A) Any person -who has submitted a '
comment- mav ‘not later than 15 davs after the -

close of the comment period, request of the Ad-

mxmstratort an informal heanng on questlons of

- fact pertalmng to the proposed rule or com-

ments thereon Upon such request the Admm-

~ istrator shall schedule an mforlmal hearing not

to exceed 2:0 ‘days duration, and to eonduct not
| : S0
later than 60 days after the cl‘ose of the com-

ment perlod The Admmlstrator shall announce

- the time, place and purpose of the heamng in

the Federal Reg1ster The mformal hearmg

shall be hmlted to addressmg questlons of fact

raised by materlals in the dock‘et A transcript

sha]l ‘be made of anv oral presentatlon discus- |

sion, or debate and 1ncluded n the docket.

N
!

HR 1827 TH : N
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* -, “(B). The: Adnnmstrator shall appomt -«
E V
|

 presiding officer wh;o shall have the authorir;\" te
‘ adﬁnillister" oaths, !regulate the course of the
| f hearmg, eonduct pr:eheanng conferences sched-~
; ule presentations, and e\:elude irrelevant, 1mma—

, } temal or unduly repetltlous e\nden(,e

R (O)F The preis1dmg officer shall conduct

|-
~the informal hearlno in a mannm that encour-

ages dlscussmn and debate on questlons of fact
regardmg the docket The Administrator shall
de51gnate one or more employees of the Envx-’
ronmental Protectxon Ageney to partlelpate 1n.
{'the hearing. Any person who submitted a com-
| ment'on the propofsed rnle. may participate in
j.;‘the hearmﬂ‘ and shéll be entitled to present evi-
, ""Vdence and argument to support the -partici-
pant’s posxtlon or I:ebut a contrary posmon and
c

‘may ehoose to present materlals in oral or writ-

! .ten form. -

t
!

| ' '
- . [ : . ! '

| (8) REVIEW BY SCIENTIFIC ADVISORY
. R ; ’

' PA;\"EL.—AT the timc th‘e A(hninistrator'issuee 4 no-
,th( of pxoposcd mlem[(u\nm under paragraph ({)')_,

thc' Adnumstl dtOI shall prowde a copyv -of such notiee

t

to . the Scientific Adwsor}f Panel established under

“section 25(d). If an\I person submits - comments

1 o o

i . 5
N t

) i
*HR 1627 IH
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s under paragraph (6) in opposmon to the proposed
: !
' rule the Admmlstrator shall request the comments

- 'evaluatlons and recommendatmns of the Panel as to

the 1mpaet; on health and the ermronment of the

g proposed mle and on any dlsputed issues of fact or" '

selentlﬁc pohcy that -appear to be of s1gmﬁcance in

: the rulemakmg The Panel may ho}d a public hear-
ing to dlseuss the proposed rule The Panel shall

'prowde a report to the Admlmstrator not later than "

z
30 days after the close of comment perlod (or 1f a

+ hearing has been requested under paragraph (7) not

later than 30 davs atter the end of such ‘hearing).

|

The Admlmstrator shall allow a reasonab]e tlme for '

written pubhe eomment on the Panel’s report A

copy of the Panel’s report and any comments shall,

- be meluded in the rulemakmg docket

“(9) FINAL ACTION —After cons1dermg all ma-

terial in the docket the Admmlstrator shall pubhsh :

) in the Federal Reglster either. a ﬁnal rule or a with-

fdr maal of the plopoqed rule. The Admnnstratm may

[ .
not prohibit a use of a pesticide f alternative re-

ouirements' Wﬂl assure that the peSticide when used

“in’ accor d(mce mrh mde%pread and ‘commonly recog-

. nized praetlce will not O'enerallv eause unreasonable

, ad\ erse. effeets on the enwronment In takmg any

.1 I
I
S
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f'mal actlon the Admmlwstrator shall take mto ac-

. count the 1mpact of the ‘action on productlon and

prices of agncultural commodltles retaﬂ food pnces co

and othemse on agrleultural economy. The ﬁnal .
rule or withdrawal of the proposal shall be accom-
panied by a statement that—

' “(A) explains the reasons for the actlon

“ 1 . YB) responds to any eomments made by
) .the Secretary of Agmculture or the Secretary of

_Health and Human Semces and responds to'
any report of the Smentlﬁe Adwsory Panel;

|
contamed n the docket and

“(C) responds to each s1gmﬁcant comment

K D} in the case of a final rule— "

“(1) expla%ps' ‘the ‘reasons for :any o

major differeneies between the Jﬁnal‘ rule
and the proposed rule B

() desembes the 1mpact of the ﬁna} .

A"tma] (onnnodltles retall food pmces and
{

e otherwise on the agricultural eeonom‘\, and
é “,..':V“ N N | l

.'.; i) explains. any  significant © dis-

agreements the' Administrator may have ‘

.ommendatlons |
'"f .

«HR 1827 TH

g : mle on productlon and pnces of agmeu]- o

‘with the comments evaluatlons or ree- o

reontalned m the report" T |
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I | | under ‘ paragraph (8) oréthe\ benefits and
2 use - %informa_tign describéad in paragraph
3 | (6)(A)(1n) 'and: analvsié in paragraph
4 | )(D) as 1t bears on the ﬁndl rle.
5 A final rule issued under this subsectlon shall be ef-
- 6 fective upon t};e date of its pubhelatlon in the Fed-‘
7 eral Reglster } | i
8 “(10) MORDIF‘ICATION‘ OR CANCELLATION —_—
9 “(A) A final rule shall state any require-
- 10 | ments clasmﬁcatmns or pl‘OhlbIthHS imposed .'
11 by the rule -and shall state that each dffectedw
| 12 ‘ reglstrant;rshali have a 30-day period from the
13 ~ date of ‘p;ublication of the ruie in the Federal
14 Register to apply for an amendment to the reg-
15 " istration to comply with the rule or to request
16 - voluntary cancellatlon of the reglstramon How-
17 . ever,. if the rule uncondltlonially prohibits all
18 ‘ uses of 'agvpesticide, thev ru}e ;may provid}e} tnét
19 ~ cancellation of the registratior;l of the pesticide
20 15, effentivie upon publication ‘of the rule. The ;
21 final rule| may prohibit or limit distribution or
22 . sale by tl’ie registrant of the ;affected pesticide
23 - to any othel person In any State during suech
24 . 30-day penod

*HR 1627 TH 5
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i “(B) Notmthstandmg anyv othe1 provlslon
ef this Aet if an ap{ahcatmn for an amendmem
to the . registration to ‘make - it comply with a
rule issued under subparagraph (A) 1s not sub-
lmltted w1thm such 30-da\‘ period, the Adminis-
trator may issue and publish in the Federal
.Reo'lster an order cancehng the remstratxon ef-
‘fectwe upon the date of publication of the
'order in -the Federal Reglster | .
“(11) DENIAL OFI APPLICATIONS. —Not\mth-

standmg any other pl‘OVlSlOn of thlS Act no apphca-

tion for mltlal or amended reglstratlon of any pes-

’tleld(‘ under section 3 or 94((3) may be approved if

the remetlatlon would be mconsxstent with a rule in
! t

effect under this subsectlon

“‘(19) AMENDMENT OF RULE.—A reglstrant or
|

'other interested person thh the concurrence of the :
recrlstrant may petltlon for the amendment or rev-

'ocatlon of a rule that has been lssued under this

subsectlon 'I‘he petition sha]l state the faetual mate-
rial dlld argument that form the basis for the. petx-

tion. The Administr ator sha]l publish a notlce of the
| .

pemt]mn in the Federal Regxster and aliova a 60 da\’
comment period thereon. Not'_later' than 180 days .

{
i

after} ‘publication of thei notice, the Administrator

i
!
i

|
L b
«HR 1627 IH ; :
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paragraph (13)
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: |
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' [

shall determme whether to deny the petltlon or tov

“propose to amend or revoke the rule and pubhsh the

determination and its basis in the Federal Reglster

~In makmg suep a determmatlon the Admlnlstrator

' shall give due regard to the deswablhty of finality,

to ‘the opportumty that t:he petltloner had to present

the factual material and argument 1p question in the

prior rulemaking .proceeding, and to any new evi-

dence submitted by the petitioner, If the Adminis-

trator proposes to amend or 'revolre the rule, then

the procedures established by paragraph (1) and -

paragraphs (6) through (9) apply A denial: of a pet1~ ’

{
tion shall be JIldlCl&Hy re\rlewable as provided in
}
|

“(13) J Uli)ICIAL REVIEW. —A deelSIOIl not to
initiate a rulemaking publlShed under paragraph (4),
a final rule or a withdrawal of a proposed rule pub-

lished under paragraph (9) or a demal of a petition

. under paragraph (1‘7) shall be Judlclally revxewable v

in the manner speclﬁed by seetlon 16( )(2).

“(14) EZ&CEPTION TO. REQUIREMENTS —-——If the

Admmlstrator ﬁnds it necessary to issue a suspen-

7

»51011 order under subsectlon (e), the Admlmstrator

may waive the ' requlrements of pa graphs (3) and

.‘i

(4) ‘of thls subsectlon B ‘ - l

JFTD g TIY 1
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SEC. 103. PESTICIDES IN REVIEW.

If tihe Administrater, on! or before .Janulai'j«' 1. 1993,
has .publjished a document ills;tituting a special review pro-
ceeding é)r publie interim adnilinjstrative review proceeding
with resi:)ect to a particular fiestsicide or active ingredient
thereof, the Admimstrator }nay, in lieu of proceeding
under sectlon 6(b) of the Federal Insecticide, Fungicide,

and Rodentiexde Act as amended by the Food Quality Pro-

‘tection Act of 1993, elect to cpntmue such review proceed-

. g ] . .
ing and, . upon its completion, take action as warranted in
A | . :

accordan‘ce with sections 3(@)‘( 6), 6(b), and 6(d) as those
sectlons were in effect on the day before the date of enact-
ment of the Food Quality Protectlon Act of 1993 '

SEC 104. SUSPENSION é

l

(a) SFCTIO\ 6(e)(1). —The second sentence of sec-
tion 6(c )( ) (7T U.S.C. 136d(e)(1)) is revised to read: ‘“Ex-
cept as p]romded in paragraph (3), no order of suspension

i i . .« .
may be issued under this subsection unless the Adminis-
S i :
N b L
trator has issued, or at the same time issues, a proposed

rule unde!fr subsection (b).”. ! .
b) iSE(‘fI‘I(,‘);\' (i:(c}f..3).'JSC(:ti(l}Ii 6(c)(3) (7 U.é.(:. |
]Z’%(’idie)(?)' 1< dmonde v lltﬁ(’lllllg:’ (me; the firsi sen-
tenee 'the; following new semence- “The Admmmrm‘.ur* nay
S

15%11(3 dIl emer‘n‘enc\ order undel tlne paragraph before is-
o 4 , '
suing a };roposed rule under subsectlon (b), provi}ded that

1
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‘the Administrator “shfall.proceed‘ expeditiéusly to issue a

| - w

- proposed rule.”. ‘ 7

SEC. 105 TOLERANCE REEVALUATION AS PART OF‘

REREGISTRATION : : !

Seetibn 4(g) (7 U S.C. 136b(g)) is amended in para-

‘graph (2) by adding at the end the follomng

“(E) As soon as the Admlmstrator has
sufficient mformatlon with res%ect to the die-
tary risk of a partleular active *mgredlent but
in any event no later than the tlme the Admin-

- istrator makes a determination :under subpara-
graph (C) or (D) with respect to pesticides con-
taining a partlcular active mgredlent the Ad-

mmlstrator shall— _ §
5 . o
(;) -reassess each asso¢iated tolerance
and exemption from the requirement for a
' i

'toleran(ize issued under section 408 of the

 Federal Food, Drug, and Cosmetic Act (21

|

U.S.C. 346a), E

f : i ‘
it i‘l) determme whether, such talerance

i

or e\empmon meets the reqmrements of ~

that Act - , l

h
(

tolerances or exemptions should be issued,

I
i
i - '

1

i . T

[ . -
y

. 1
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“(ii1)  determine whether - additional
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i .

"‘(iv) ﬁﬁblislil in the Federal Register a

1 notice setting forth the deternnnatxom
| made under this! subparagraph and

: “(v) eomm%énee promptlv sueh f)ro-

ceedings under this Act. and section 408 of

the Federal Food Drug, and Cosmetic Act
as are warranted bv sueh determlnatlonq
SEC. 106. SCIENTIFIC ADVISORY 'PANEL.
The ﬁrst sentence of éeetlon 25(d) (7 U S.C.
136w(d)) i IS amended bv strlkmg out “The Admlmstrator |
shall” and inserting in heu thereof “(l) IN GENERAL—- |
The Admlmstrator shall” and sueh section is amended by
adding at the ond the foll mvmfr } - |
i(2) SCIENCE REVIE\y Boml)f—-There is estab-
lishedE a Science Review B,oard to consist of 60 sci-
entlsts who shall be avail alble to the Smentlﬁc Adm-

. sory Panel to assist In rewews conducted bv the

Panel The Secientific Adﬂeor\ Panel shall select the -

scxentqsts from 60 nommemons submltted each by
the mezional Science thiadation‘ and the National
: . |
II‘lStitl:It(‘[\‘ of Healtli. Members of the Board shall be
; [ .
compeizlsmcd m the same l?nannex‘ as members of the
O ,

Panel.!’. ‘
!

[V ——
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the Adm:mstrator recelves a 'request tor a hear-

. :
| .
o

1 SEC 107 CONFORMINGAMENDMENTS . PR
) SECTION 36 e 6). -—Sectlon (e)(G) ( USC TR
186a(e)(6)) is amended to read as fellows | o TR

e (6) DgVL&L OF APPLICATIEOI\ FOR REGISTRA
5. TION— li f | '_ | S .
| 6 (A) Exeept as prowded in subparagraph :
S 7 g ) | (B); 1f lthe Admlmstrator proposes to dem an
1:8 .. appheatlon for reglstratlon because 1t dees nott "
_9" satlsfv the requlrements of paragraph (5) the .
:;Admmlstrator shall notlfy the appheant of the
‘.'ﬂproposalL and the reasons (nlc udm«r the factual

12 R - f '.‘ba51s thereof) Unless the alppheant makes the

'-‘13 C neeessary correctlons to the 1apphcat10n and no-"

14 ‘:“,},:tlﬁes the Admmlstrator thereof durmg the 30-?1  B

15 | "day perllod begmmng W]th Ithe day after the:' o
16 - : date thei apphcant reeelves the notlee, or durmg S
17 " that tlme the apphcant submlts a request for a.‘.;f'_‘ o
t8 ‘ hearmg, the Admlmstrator mav ‘issue an 0rde1
| 419’ - denylng the apphcatlon If durmg that time the
20 ] Admmlstrator does not reeelve sueh correetlonsu_".f"_ DTS
21 | -. to t_he applilea-tlon or sueh a xequest tor hearmn’
_22 ‘the. Ad’rhi‘nistrater. may iesue an order denying
723._" " the appheatlon Sueh an order shall be. pub
24 hshed m the F ederal Refrxster and shal not bet_ o
25 . | subJeet ’to Judlclal rewe“ CIf durmg that time -
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19 1s amended——

i

i
i

|

H
i
;
P
4
ot
]
|
!

21

1 mg a hearing shall be conducted under section

2 : G(d) of the Act. If such a hearmv is held, a de- |

- 3 cls1on after eompletlotn of such hearmg shall be

| 4 , j ﬁna] and ‘shall be subJect to 1ud1(31a1 review
'5- ‘under section 16(b)( 1) of this Act.
6 1 “(B) The Admu}ustra,tor may deny an ap-
7 -phcatlon for regxstratlon because it does not
8 clomplv with the requlrements of a rule issued
9 o }under section 6(b) of this Act. ‘The Adminis- |

10 - trator shall notlfy the apphcant of such denial.
11 . ’, Such notice shall explam why the apphcatmn
12 o does not comply mt}h such requirements and
13 shall state that.the appllcant may petition to -
14 V amend or revoke su(h rule under section’
15 - 6(b)(12) of this Act.”. |

16 - (b) SECTION 3(c)(8). ——Sectlon 3(c)(8) (7 USC
17 136a(c)(8)) is repealed - ;
18 (o) sEc'rrm\ 3(d) ——Sectlon 3(d) (7 UscC. 136a(dd))

l
'

i

20 A ' (i) t1>n pzlrawréph (])(z?\ by qt'ri‘kil.m éilt “on t.}i‘e»
21 1mtla¥ 1a351ﬂeatmn and I’C“‘lStCled pesticides” and
2 mcaertmrr n heu thelcof imdez %eemon 6(b) of this
23 Act. Remstercd pest;cxdeq ; and |

24 : (9) in- paragraph (2) bx strlkmrr out all that
5 fol!pws ‘on the ermronmelnt,’ and inserting in lieu

|
I |
: -
*HR 1627 IH j
oo e |
i



1 thereof “the zz&dminiStrator may initiate a proceeding
2 under section }6(b) of the Act.”. | ’l
3 (d) SECTION; 4(e) —Section 4(e) 3)(B)(m)(IH) (7T
4 U S.C. 136b(e (3)(B)(1u) III)) 1S amended——

5 (1) by strlkmcr out .‘ sectlon b(d) except that
6 the” -and mslertmg in lieu the?e?of “seetlon 6(d).
7 The’ and | ‘ ’

8 )(2) by iﬁsérﬁng after “'guidé!lihes " the follow§
9 ing: “If a heamng is held, a demsmn after completlon

10 of such hearmg shall be ﬁnal s ; :

11 . (e) SECTION 6( )—-Sectlon 6(c) (7 U.S.C. 136d(e))
12 is amended in para}graph (4) by striking out “section 16”
13 and inserting in lieu thereof “section 16i(b)(1)”.

14 (f) SECTION 6(d).—Section 6(d) (7 U.S.C. 136d(d))

15 is amended— | -
| SR ]

16 ' (1»)' by reidsing the first sentence to read as fol-
1"7' lows: “If a heamng is requested pilrsuant to section
18 3(e)(2)(B )(w), 3(e)(6), 4(6)(3)(3)(111)(111) 6(c)(2),
19 | ‘or 6(e)(2), such hearmg shall be! held for the pur-
20 pose of recemng evidence relevant and materlal to
21 . ‘the issues ralsed by the request for hearmg ; and
| 22 | (2) by stmklng all that follows the eighth sen-
23 tence and msertmg the followmg “A hearing under
24 o thlS bubsecmon shall be held in aclcordance with the
- 25 provisions of sectlons a.’)4 aaﬁ a;ld 257 of ’mtle 5,

b ;
!

|
T
| .
o

|
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sectlon 6(b)” after a hearmg

 thereof the following:

' parag{raph: ,

i

| |
«HR 1627 IH

l

i

i . :
: l

i

o 23

Unitied States Code. As soon as practicable after thc

completion of the hearing, the Administration shal

issue a final order settiﬂg forth the Administrator’s

deeiéion Such order and}deéision shall be based only

Von substam;la evidence iof recerd of such h&nm"
shall set forth detaﬂed ﬁndmgs of fact upon which
the order is' based, and shall be sub_]ect to judicial

~rev1ew under sectlon 16( )( 1).”

(g) 'SECTION 16(a)——-—Sect10n 16() (7 USC
l

136n(a)) 1s amended by msertmg ‘or a proeeedmg under

)

|
(h) iSECTION' 16(b).—-Slectlon 16(b) (17 USC

'136n(b))lis amended—-— - E

(1 b\ striking out” ‘f(b)A REVIEW BY COURT OF
i [ '

: ‘APPEALS.——IH the case of” and inserting in lieu

?

“(b) REVIEW BY COURT OF APPEALS.—

“(1) REVIEW. OF CERTAIN ORDERS.—In the .
[ : L .
case of”’; :
i' . . . . . ‘ . (' ‘hl“ A:I" co
(2) by striking “under this Secti_on” i the sixth

]

sentoiwe of pamﬂraph (1)I (as so designated) and in-

)

ser tmfy “under thls par aﬂ'raph and

(3 ) by adding. at the end the following new

i
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( 24 1 .
“(2) REVIEW ()F CERTAI\I RULES —In the case

of actual eontroversv as to the vahdltv of any rule

|
issued by the A_dmmlstrator-underi sectlon 6(b)(9),

én}? decision bv thé Administrato%r under section
()‘(b')(%) or G(b)i 9) not to issue a préposed rule or to
Withdraw a proé)osed' I'ule" or’ any déniai‘ of a pétition
to revoke or eamend a final mle under sectlon

(b)(12) any person who wﬂl be adversely affected

. by such rule or! demsmn and who has filed comments

3

m the proeeedlng leading to the I'ule or declswn may
obtain ]udlclal revxe“ by filing a petltlon n the Unit-
ed btates eourt of dppeals for the elrcult wherem
such person re31des or has a place of busmess, with-
in 60 days after the entry of such order A copy of
the petition sha‘ll be forththh transmltted to the Ad-'
ministrator or any officer designate?d by the Admin-

istrator for thai; ‘purpose and thereﬁpon the Admin-

1st1ator hall ﬁ}e in court the reeord of the proceed- |

l

ings on which. t;he Admlmstrator bqsed sueh rule or.

" decision. as provided in section 2112.0of title 28.

United States. Code. Upon the‘ﬁlinQ of such petition

: : ‘ ‘ N
the court shall have exclusive jurisdiction to affirm
{ ! K .
or set aside such rule or decision in whole or in part.
B . :: . N . . ! . o . N i
The standard review shall be that set forth in see-

“tion 706 of titie 5, United States iCode. The judg- .

|
|
3
|
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25 ,
ment of the court under this paragraph shall be
ﬁnaI! sub,}ect to review bv the Supreme Court upon
certloran or cert:xﬁezan:mnI

of t;tle 28 of the Umtied States Code. The com--

as provided in section 1254

men?zemént of proceedings under this section shall
not, iunless 'spéciﬁcally drdered by the court to the
contrarv operate as a stay of an order.”

(i) SECTION Za(a)——Sectlon 25(a) (7 I'JS‘C

136W(a)) 1s “amended by addmg a new paragraph (5) at

10 the end, to read as follows .

1

12
13
14
15
16
17

18
19.

20

)

)

2

; “(5) EXCEPTION. —The reqmrements of this
subsectlon shall not apply to any rule or rulemaking

proceedmg under seetlon 6(b).”.

G) SECTIO\ %th-—Seetu)n 25(d) (7 U.S.C.

l

136w(d)) is amended— !

(1) in the ﬁfst sentfence by striking out “in nd-
tices; of intent issued ufnder Subsectidn 6(b) and”;
and o

(2) in the second *sjentence by striking out “no-

tices of intent and’ and by striking out “section
i L

'6(1)): o |

!

(k)| SECTION  25(c ‘)-Fectmn 25(e) (7 U.S.C.

23 136\\(@))} 18 amended by stnl\mfr out the permd at the end

24 of the second sentenee and substltutlng exeept for any

25 aetlon that may be taken under sectlon G(b) ”,

HR 1627 IH——4
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TITLE II--DATA COLLECTION

. SEC. 201. COLLECTION OF PESTICIDE USE INFORMATION

The Seeretary of Agnculture shall collect data of
Statewide orvreglolnal signifieance on tli1e use of pestlcldes
to control pests‘axid diseases ef major ’;crops and crops of
dietary s1gmﬁeanee meludmg fruits and vegetables. Such
data shall be colleeted by survevs of farmers or from other
sources offemng st{ahstmally reliable deta. The Secretary
shall, as apprepriete coordinate with [the Administrator
of the Envxronmental Protection Agency in the de31gn of

such surveys and make available to the;Admlmstrator the‘

aggregate results ef such surveys to ejss1st the Admmls-
trator in developiné exposure ealeulatiolls and benefits de-.
terminations with respeet to pestlclde regulatory deelswns
SEC. 292 INTEGRATED PEST MANAGEN[ENI‘
Sectlon 28(0) of the Federal Insectlclde Fungxelde :
and Rodentlelde Ac’c (7 U.S.C. 136W—3(c)) is amended—
(1) by demgnatmg the text of sueh section as
paragraph (1). 'with the margm mdented one em, and
- (2) by addmg at the end the followmg

“{2) The Adnglmstrator and the %eeretam of Agri-

“culture shall researl:h develop, and dieseminate integrated ;

pest management teehmques and other pest control meth-» -
ods that enable produeers to reduee or lehmmate applica- |

tions of pesticides whlch pose a greater than negligible dle-

: ‘a
il = ﬂl
| ' i
|
l

i
L

«HR 1627 IH
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‘tary risk’to humans, with a speelal foeus on erops crltleal

1
to a balanced healthx diet and which are eon31dered as

‘minor creps in terms of acreage produced.”.

TITLE III—AMENDN[ENTS TO THE FED-
ERAL FOOD DRUG A.ND COSMETIC
acr

SEC. 801.;REFERE;NCE.
- Wh{fmever in this title arfl amendment is‘e;cpreSsed in

terms of an émeﬁdme'nt to a section or- other provision,

or 'refers: to a section or otherlpr()vision the reference shall
be consuiered to be made to a section or other provision
of the Federal Food Drug, and Cosmetlc Act

SEC. 302. DEFINITIONS. : |

(a) ESection.zoﬂq) (21 U.8.C. 321(q)) is amended to
read as follows | |

) “_‘(q')( 1) The term pesuclde chemlcal’ fneans—-——- .

o “(A) any substance that is a’ pestlclde within

A )the ‘meaning of the Federal Insectlmde Fungicide, -

| "and Rodentlmde Act, or

0

. “(B) anv active or 1nert ingredient of a pes-
l

ilCldL mthm the meamnv of the Federal Insectlelde'
Funmcxde and Rodentlclde Act. | |
(2) The term pestlcxdie chemical residue’ means a
residue éinor on raw agricul'liiufal commadity or processed
food of—f; |

i

I

|

*HR 1627 IH
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|
!
-
{
|

O - Vi pestlclde chemleal or‘
2 L “4(B) anv other added substa;nee that is present'x '
3 in the eommodlty or food pnmamlv as a result of the
4 | metabohsm ?r other decrradatlon of 4a pestlmde
5 chemleal i | , ' ’ ‘
6 (3) Notmthstandmg paragraphs (1) and (2), the
7 Admmlstrator mav by regulatlon e*(cept a substance from
8 the deﬁmtlon of pestlcrde ehemlcal’ or | pestlelde chemical |
9 residue’ if— ‘ o .A L t B |
10 - (A) its oceurrence as a res1due on a raw agri- |
1 y cultural commodltv or processed food is attmbutable'
12 primarily to natural causes or to ‘human actmtles o
' 1‘3 - not mvolvmg the use of any. subetances for a pes-:‘y
14 tlcldal purpose in the produetlon storage, proeess—
15 - Al mg, or tranSportatlon of any raw! agmeultural com-
16 - modity or proeessed food and . 1l |
| 17 “(B) the Admlmstrator after:consoltotion with
I8  the Secretarv determmes that the substance more
19 approprxately should be regulated under one or more
20 . " provisions of% this Act otheré tha_n sectxons
21 402(a)(2)(B) and 408.”. | |
22 (b) Paragraph%s (1) and (2) of sectlon 201(s) (21
23 U S.C. 3‘?1(8)) are amended to read as follows
4 . | “( 1) a pestlelde chemlcal re81due in or on Aa raw -
: 25. ’- agrlcultural COIIandItV or processed food or

| S 3
: . : i
. ! i
*HR 1827 TH i
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18

19
20
21
2
»
24
25

| 20 |
;“(9 a pesticide cherlmcal or”
(e) Seetlon 201 (21 U.S. C 321) 1s amended by add _
ing at the end the follomng | | o
. .“(bb) The term processed food’ means an\A foed
other than a raw agrlcultural commodlt\ and includes any

raw agneultural commodlty that has been subject to proc-

essmg, sueh as cannmg, cookmg, freezing, dehvdratlon or
, ,
' I

milling. | !

c “(cc) The term Adm1mstrat0r means the Adminis-

trator of the United Statesl Ermmnmental Protectlon

Agency’? o S
SEC. 303. PROHIBITED ACTS . |
Sectlon 301(3) (21 U.S. C 331(3)) is amended—
(1) by striking the penod at the end; and
(2) by adding at the end “, or the violation - of

ect;mn 408(g)(2) or apy regulation issued under
| S

H

’ .
that section.”.

o
i

SEC. 304. ADULTERATED Foof)
i

Sectlon 402(a)(2) (21 U S.C. 342(3)(2)) is amended

to read as follows: o i

(2 )(A} if it bedrs or contams any added pox-‘

. sonou% or added de]eterflous qubstance (other than a

substance that 1s a pestlclde chemleal remdue in or
| ‘
onia raw agmcultural cpmmodlt}» or processed food,

a food additive, a color additive, or a new animal
i
f

*HR 1627 IH , B
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B 30
drug) that is unsafe within the meaning of section

406; .
.‘: .
H(B) it it bears. or contains a -pesticide chemical

residue that i 1s unsafe within the | meamng of section

: |
408(a); or | : }

“(C) if 1t 18 or if 1t bears or eontams——-—

(1) any food additive that is unsafe w1thm
i

the meanmg of seetlon 409, or .
I

“(u) a new ammal drug (or conversion

product ;thereof). that is u=nsafe ~within the
‘ 1

meanmg of section 512; or”’
! .

SEC. 305 TOLERANCES AND EXEMPTIONS FOR PESTICIDE

CHEMICAL RESIDUES. ;

Section 408 (21 U S.C. 3463) is amended to read as

. ‘

“TOLERANCES AND EXEMPTIONS FOR PESTICIDE

CHEMICAL RESIDUES l

“SEC 408 (a) REQUIRE\IENT FOR TOLERAI\CE OR

l

EXEMPTION-—- ' T
- : |

P | :
“(1) GENERAL RULE.—For thé purposes of this

section, the term ‘food,” when used as a noun with-

out modiﬁcatioh, shall mean a raw agricultural com-
]

modity or processed food. Ex:cept’ as pr(mded in-
¢
1

‘paragraph (2) or (3), any pesticide chemical residue

n or on a food shall be deemed unsafe for the pur—

pose of section 409(3)(9)(B) unless———

i

[ .
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““(A) a toleraﬂeezfor 4sﬁeh 'pesticide'ehemi-

cal res1due n or- oﬂ sueh food 1s in ef’fect under

t}us seetxon and the coneentratlon of the resxdue' o

.

Cis w1thm the hrmts of the toleranee or

|
“(B) an e"cemptlon from the reqmrement

of 2 'toieranee is in effect under this section for

‘ the pestlclde ehemleal res1due

[
o .

: ';’modity.' R

I
1

-HR 1827 IH -
-

‘. ; ‘paragraph (1)—- 1

| ' - YA) ifa tolerance is in effect. under thlS
' ]SGCUOH for a pestlelde chem1ea1 residue i in or on - |

e } a raw agrlcultural cbommodlty, a pestlclde chem-. .

1'eal reeldue that is present in or on a processed L

l !

V' gfood because the food is made from that raw

agmcultural commocihtv shall not be conmdered RN

unsafe within - the meamng eof " sectlon

1402(a)(2)(B deSplte the lack of a tolerance for*
~ the pestlelde chemlcal residue in‘or on the proc-
A_Eeseed food 1if the eotncentr‘atlon of the pestlclde
hemmal remduv'm; the pxoeessed food uhen' A

- ready for consumpmon or use 18 not O‘reater

than the to}mance ptescmbed for the pes‘mude

'
i

‘( ) PROCESSED' ~ FOOD. —Notmthstandmg‘

‘chemma | residue in the raw arrrlcultural com-
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: “(B) If an exemptlon from the‘requlrement e

for a toleranee is.1n effect under thlS sectlon for

| ,
.. a pestlcnde chemlcal remdue in or on a raw agrl- ‘

o cultural commodltv a peStICIde chemlcal residue

t

| that is present n_ or on a processed food be-

i

- - cause the food is made from that raw agncul-

I

"tural» commodltv shall not be cor1&1dered unsafe k
- within_ the meanmg of section 402(3)( )(B)

| .
“4(3) RESIDUES OF DEGRADATION PRODUCTS —

- the meanmg of se

If a pestlmde chemlcal resuiue 18 present in or.on a

food beca,use 1t 1s

product of a pre%ursor substance that itself i is a pes- :

' thlde ehemlcal or

- resndue ‘shall not

,of a tolerance or exemptlon from the need for a tol-

a metabohte or ot}err degradatlon o

pestlmde eherrueal re31due, such a

|

be eon&dered to be unsafe w1th1n |

ctlon 402(3)(2)(13) deSplte the lack.

erance for such remdue in or on such food 1f—— .

(A) the Admmlstra,tor has not determmed ‘

,that the degradatlon product is hkely to pose o

any potenmal health risk- from dletan e\'posure

' |
| that is of a dlfferent type than, or of a greater

A.Slgnlﬁcance than any msk posed by' aietary ex-

: ;posure ‘to the

: }‘~"‘(‘B) either—

*HR 1627 TH -
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“(1) a tolerance is in effect under this

section for r;'esidues of the precursor sub-

stance in or Ion the food, and the combined

= level of res1d:ues of the degradation product

and the precursor substance in or on the

food is at or below the stoichiometrically

' equivalent le!vel that would be permitted by

the tolerance if the res1due consisted only
of the precu‘rsor substance rather than the
degradation product, or

“(11) ani exemption from'the need for
a tolerance iis in effect under this section
for res1dues10f the precursor substance in
or on the tood and

“(C) the tolerance or exemption for resi-

dues of the precursor substance does not state

that it applies' only to particular named sub-
© stances or states that it does not apply to resi-

dues of the degradatlon product

"EFFECT ()F TOLTRA\CE OR  EXEMP-

TION.—While & toler an(,e or exemptior h om the re-.

i

' . . { .
-.q'mremcm for a’-tolcrancc is 1n effect under this sec-

tlon for a pestlclde chemlca re51due with respect to

am food, the food shall not by reason of bearlng or

contamm

HR 1627
|

g any amount of such a res1due be consid- .

i
5
4
E
1
|
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ered to be adulterated mthm the

w0 D). |

“(b) AUTHORITY AND STANDA.R

leaning of section

o s I

D FOR TOLER
“(1) -AUTHORITY.—The &dmlmstratox " may

issue regulatlons establishing, modlfvmg, or revokmg

a tolerance forra pestlcxde ehemmali residue in or on .
a food— E

t | .
“(A) m response to a petition filed under

.
!

subsectlon (d), o

“(B) on the Administr}ator’s initiative
under subsectlon (e). ’

'
I

“(2) STANDARD —(A) A tolerance may not be

established for 'a pestlexde chemlcal residue in or on

!

‘a food at a Ievel that is higher than a level that the

Admmlstrator determmes is adequate to protect the . -

publice health . y

(B) The Admmlstrator Shall modlfw or revoke
a tolerance 1f 1t is at a level hlgher than the level
that the Admlmstrator determmes is adequate to

protect the pubhc health.

“(C) In makmg a determma,tlon under this -
|
paraa’raph the :&dmmxstrator shall take mte aceount

among other rele\ ant factors, the vahdxtv complete-

ness, and rehabxht\e of the avaxlable data from stud A

' |

|

HR 1627 IH |
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- | :

ies of the pesticide chemlcal residue, the nature of
E

any tome effects shown LO be caused by the pesticide

chemlcal in such studles, available information and
I { .
: % -

reasonable assumptions concerning the relationship
: | : .

of the results of such"sﬁudies to human risk. avan-

able mfomnatlon and reasonable assumptlons con-

l

eermng the dletarv exposure levels of food consum-.

ers (and major 1dent1ﬁab1e subgroups of food con-
sumers) to the pesticide chemlcal re51due and avail-
able : information and rqasonable assumptions con-

éerning the”variabi}ity of ‘the sensitivities of major

_ 1dent1ﬁable groups and shall consider other factors

to the extent requlred by subpararrraph (F.

‘(D For. pulpose% of \ubparam apl (4]. a tol-

, eranee level for a pestlelde chemlcal residue in or on
a food shall be deemed to be adequate to protect the
: pubhc health 1f the dletarv risk posed to food con-

sumqrs by such level of the Apestlclde chemical resi-

due is negligible. The Adinistrator shall by regula-

'tio'n sot forth the factors ’and methods for determin-

3

ing whether Quel 1 risk id netmgﬂ le.

?‘(E \Vher( reliable ;data are available, the Ad-

mmlstrator shall calculate the dietary risk posed to

|

food consumers by a pestlude chemical on th»:, basis

of th]e percent of food actually treated with thefpes-

i
t I
L 1
! :
! !
!

i
|

!
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tlelde ehemleal and the aetual remdue levels of the o

pestlelde ehemleal that occur n fo\od In pameular

'the Admlmstrator shall take mto account aggregate SR

i

prth]de use and remdue data tollected bv the De-' A

_ partment of Agmculture

(F) Fer purposes of subparagraph (A) a level

of a pesticide chemlea} remdue 1n or on a food that
_poses a greater than neghgxble dletary nsk to con- -

'sumers of the food shall be deemed to be adequate

to protect the public’ health if the Admmlstrator de-
| |

_termines' ‘that: such risk 1s not unreasonable

-
i

oeeause—— o . ]

?
“(1) use of the pestlelde that produces the

re31due protects humans or the environment - -

: |
'from adverse effects on. pubhe health or welfare

" that would dlrectly or 1nd1rectly, result in

*greater nsk to the public-or the environment

than the dletam rlsk from thei
cal resulue - or | . i

“(ii) u;se of the 'peétieide%avdids risks to
\g;orkerS? ‘_the publie, or. the edvirenment that
‘would be‘e;'tpeeted to -result t‘ror’n the use of an-
other DGStl(ﬂde or pest control | method on the
same food and that are crreatet' than the Tisks

}

1

! !
g ‘ e 1
4, s i
i : : 1

pestlclde (,heml- S

[ ] | 0] [ 9]
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| ;'that result from dietarv exposure -to the pes-
‘ .

v tlclde chemical r951due or

“(m) the unavmlablhty of the pestlclde

would limit the avgtllablllty to consumers of an
E adequate, vs;holeson?e, and economical food sup-
? ply, taking into acéeouﬁt regional and domestic
| effects and such adverse effects are likely to
: outweigh the risk posed by the pestlclde resi-’
P : co _

! due. - .

t

In making the detenn{nation under this subpara-

grai)h the Administratér shall not cohsidei' the ef-

'feets on any pestlclde reglstrant manufacturer, or

i
I

arketer of a pes‘m(:lde L
“(3) LI\IITATIOI\b —-(A} A tolerance may be is-
sued under the authontv of paragraph (2)(EY only .

if t-he Administrator has assessed the extent to

whlch efforts are bemg made to develop elther anal- "

i

ternatwe ‘method of pest ‘control or an alternatwe
pest1c1de chenncal for 1{1%& on such commodm or
food that would meet the rcqmremepts of paragraph
@)D, R

1 “(B) A tolerance f(é)r‘a pesticide chemical resi-

duegin or-on a food shzfll not be established by the

Admmlstrator unless the Admlmstrator determmes

‘after consultation with the Secretary, that there is

| ol
: |

|
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1
-
i
; ) o
[ i
! ) !

-

o

1 a practlcal method for detecting ;and measunng the
2 levels of the ipestlclde chemiecal resuiue in or en the
3 food. o | : | |
4 “C) A ;tolerance for a pest{cide chemical resi-
S due in or on a food shal ‘not be estabhshed at a level
6 lower than the hrmt of detectlon of the method for
7 detecting and: measuring the pest;c1de chemical resi-
8 aue sp‘ééiﬁed? by the Admi_nistrat%or under subpara-
9 graph (B). ‘ ; | | '
10 “(4) INTERNATIONAL STANISARDS —In estab-
| 11 lishing a tolerance for a pest1c1de :ehemlcal residue in
12 or.on a food,é the Administrator Eé;hall take into ac-
13 coﬁhﬁ any ma}dmgm residue level ifor the chemical in
14 or on the food that has been established by the
15 Codevalimer#tarius Commission. éTh‘e Administrator
16 shall determilee whether the CodexE maximum residue
17 level is adequate to protect the! health of United
18 States’ consumers and whether the data supporting
19 the m::u{lmuml resuiue level are Vahd complete, and
20 reliable. If " the Administrator determmes not to
21 adopt a Code"( maximum residue l}evel the Adminis-
22 trator shall pubhsh a-notice in the Federal Reglster
23 setting forth the reasons. : ' q |
24 “(e) ALTHORITY AND STANDARD 'FOR E‘(E\IP
25 TIONS.— : : . ' i
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| “(1) AUTHORI’I‘& —The Administrator may
issue a regulation establishing, modifying, or revok-

| H
i

ing an exemption from the requirement for a toler-

‘ance for a pesticide chemical residue in or on a

od—

i “(A) in resp(:)nse to petition filed under

. subsection (d), or !

t
H

| “(B) on thEe Administrator’s initiative
under subsection (e) ' o

i }“(2) STANDARD ——(A) An -exemption -from the

reqmrement for a toleranee for a pesticide chemical

A ’re31due In or on a food may ‘be established only if

‘the Admlmstrator deterrmnes that a toleranee 1S not

needed to proteet the pubhc health, in view of the

i

levels ()f dletarv exposure to the pesticide chemical

re31due that eould reasonably be expeeted to occur.

L (B) An exemptlon from the requlrement for a

!

»toleranee for a pestlclde ehemlcal resndue In or on a

food shall be revoked f1f the Administrator, in re-

l

sponse to a petmon ior the revoeatlon of the exemp-
t1019 or at the Admmls:trator s own initiative detel~
miréies that the exempt:i(_)n does not satisfy the cri-
ter;idn of subpafagraph i(A). _

~ “(C) In making a determination under this sub-

- paragraph, the ,Admin;istrator shall take into ac-

|
§ N

<HR 1627 TH
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|
!

. count among other relevant factors the factors set

forth in subsectlon (b)(2)(C) 1

i
i

“(3) 'LIMITATION.—j-An exemption from the re-

quirement for a tolerance for a pesticide chemical
. \ 1 . .

résidue in ori'on a food shall. notl'; be established by

. 'the Admmlstrator unless the Admmlstrator deter-

mines, after eonsultatlon w1th the Secretarv—
(A) that there is a practlcal method for

detectmg and measurmg the levels of such pes- |

I

ticide chemlcal residuein or op such food; or
“(Bj ‘that Athere'is no need for such a
|
* method, and states the reasons for such deter-

mination m the order 1 lssumg the regulatlon es-

| tabhshmg or modlfymg the regulatlon.

' “(d) PETITION FOR TOLERANCE OR EXEMPTION.—

; | :
“(1) PETITIONS AND PETITIONERS.—Any per-

. o | o |
son' may file vs;rith the Administrator a petition pro-

posing the issuiahce of a regulation—
“‘(A) E;establishing, modifyiing,‘orv revoking a

tolerance for a pesticide chemical residue in or
| ﬁ |
on a food, ior

.

“(B) estabhshmg or revokmg an exemptlon :

i from "the requlrement of a tolerance for such a

residue. 'p R : !
A i
“(2) PETITION CONTENTS.— |

I ‘ o *

i
i
H
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“(A) ESTABLISHMENT.—A petition under

paragraph (1) to lestablish a tolerance or ex-

-emption for a pesticide chemical residue shall

|

be supported by sf;eh_data and information as
are specified in regulations issued by the Ad-

ministrator, including—

| “ay ani informentti.ve’ saummary of the
petition and oiif the data, information, and
arguments submitted or cited in support of
the petition, | ,

I a sfatement that the petitioner
agrees that -su%:h summary or any informa-
tion it contain; rriay be pﬁb]ished as a part
of the notice o%f filing .of the petition to be
published und?er ‘this -subsection and as
parﬁ of a proﬁosed or final regulation is-
sued under -this; section, |

“(i1) fhe ﬁame, chemical identity, and
composition of ithe pesticide chemical resi-

due and of the'pesticide chemical that pro-

. o
. ‘duces the residue,

(i) data] showing the recommended
. IR

' ,amount,"fréquéney, method, and time of

’ap'pliéationA of tbat ‘pesticide chemical,

I
i
i
i
i

s
{
i
'
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i“(lv) full re;)orts of tests and inves- N

tlgatlons made with respect to the safetv of

the pestlclde chemical, mcludmg full infor-

matllon as to the methods -and controls
i : l : -

used in conducting those tests and inves-

f ,

o

tlgatlons
' “(v) full reports of tests and inves-

tigatlons made with respect to the nature
P !

~andamount of the pesticide chemical resi- -

!

_duegthat is likely to refnain in or on-the

food 1neludmg a descrlptlon of the analyt-

ical methods used 5

“(v1) a practical method for detecting
andx measuring the levels of the pestlclde
cherhical residue in or ion the food, or a

statement why such a method is not need-

i !

ed,

:“(vii) practical methods for removing
i
any ramount of the res1due that would ex-

‘ceed any proposed tolerance

“(vm) a proposed tolerance for the
)

pestlclde chemlcal re51due if a tolerance is

'propesed o ‘f‘; R

i
'

(ix)-all relevant data bearmg on the

.phvsxcal or other techmcal effect that the

!
; : o
; |
| ‘ ;
i

i
1
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pestlclde chemlcal is intended to have and
I
the quantlt\ of, the pestlclde chemleal that

| is requlred to produce the effect

“(x) if- the petxtlon relates to a toler—

ance for a proeessed food, reports of inves-

tlgatmns condqcted_ usmg the processing
method(s) usedgto produce that food,

“(xi)l suchiinformaﬁon as the Admin-
istrator may réquire to ‘make -the deter-
mination under!subsection (b)(2)(E), and

| “(zdi) such: other data and information
. j .
as the Administfrator requires by regulation

to support the petltlon

If information or data required b\ this subpara-

graph 1S avaﬂabie to the Admmlstrator, the per-.

B 'son subrmttmg the petltlon may cite the avail-

abihtv of the mformatmn or data in heu of sub-

,mlttmv 1t The Adm-lmstrator may require a pe-

tition to be accompamed b\ sanmples of the pes-

|
!tmd( cheml(,al mth uspect to whlch the peti- .

. mon is filed.

"(B) \IODmCATIO\ OR -REVOCATION.—
1 .

o | The Admnnstrator ma\ b\ regulation estabhsh o

thc reqmrements for information and data to

suppert a petition to modlfy or revoke a toler-

i
)

+HR 1627;IH
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§ ance or | to revoke an exemptlon from the re-

. qulrement f()r a toleranee

‘_ (3) NOTICE ——A notxce of the ﬁhng of a petx-v“
T “ : tlon that the Admmlstrator determmes has met the
| 'requlrements ]of paragraph (9) shall be pubhshed be

the Admlmstrator Wlth.m 30 davs‘ after such- deter-t |

| i.mmatxon The nt}tlee shall anneunce the avaﬂablhtv' o

. . . f

‘ .of a descnptlon of the analytlcal methods avallable

L ( to the Admlnlstrator for the detectlon and measure-

ment of the pestlclde ehemlcal re[s1due Wlth respect

quired by paragraph (2)(A)(1)

:other mformatlon avallable to the Admlmstrator—— )

: | ‘
“(A) issue a ﬁnal regulatmn (whleh may -.
 vary from that sought by the petltlon) estab-

" 'hshmg, mOdlfVIHg, or revokmg a toleranee for

|
qmremvent of a toleranee,g -

|

to whlch the petxtlon 1s ﬁled or shall set’ forth the -
’ petltloner s, statement of whv such ‘a method is. not"v.”;j

»'-.needed The notlee shall mclude the summary Te- |

"“(4) AGTIONS BY THE ADM][NISTRATOR.——Thé o
'Admlmstrator[ shall after ngmg dae 'consideration .

to a. petltlon filed under paragraph (1) and any L

‘the pestlclde chemlcal resndue or an exemptxon_ |

of the pt‘lSthlde ehemxcal resudue from the re- vt‘ .

—
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|

-{
l
|
[
; b '
. “(B) issue a ’proposed regulatlon under -
: i
i81':1hisec£1:ion e), ndl

thereafter elther lssue a -
ﬁnal regulation under subsectlon (e) .or an
order denvmg the petltlon or:

‘ “(C) issue an order denvmrr the pemtlon
“(5) EFFECTIVE DATE —A regulation 1ssued

under paragraph (4) shall take effect upon pubhca-

|
|

“(6) FURTHER PROCEEDINGS —
| “(A) Wlthm 60 days after a regulatlon or
| order 18 lssued under paragraph (4), subsectlon ;
(e)(l) or subsectlon ( )(1) any person may file |
(ObJeCtIOHS thereto \&rlth the Adm1mstrator qpeel-
'Ef}mg thh pdrt1(tul§1r1t.} the prowsmns of thc
?regulation or ordérl'v deemed objectionable and
| %étating reasonable .gf:rbun'ds therefor. If the reg- :
- :ﬁlation or order ‘wa§ issued in response to a pe-
“tltlon under parao'raph (1) a copy of each |
ob]ectlon ﬁled by a iperson other than the pet}-
"thHCI’ shall l)o %er\ed h\ the Admmmtrator on -
‘ lu,- petltmnor ‘
"‘(B An oh]emon may inciude a u,queqt :

|

fox a public C\'ldf,lltlar'\ hearmv upon the objcc—
l

“ mon The Admlmstramr shall upon the initia-

tlve of the Admmlstrator or upon the request of

‘ o
e :

. o
e
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e

an mterested person and after due notlee hold -
a public ewdentlarv hearing 1f and to the extent
the ‘&dmlmstrator'determmes that such a pubhc'
heanng 1sI necessary to recelve factual evidence

Iewnt te material 1ssues of faet ralsed b\ the

obJectlons The presndmg ofﬁcer in such a hear-

ing may authorlze a party t0‘v obtain dlscovery'

!

from other persons and may upon a showmg of -

good cause made by a party lssue a subpoenaf: .
to compel j:estlmony or prcduet_lon of documents -

from any ;E)ersdn Tlle‘presidiné' ofﬁce.r shall be
governed bv the Federal Rules of Civil Proce-
dure in makmg any order for the proteetlon of

the vmtness or the ccntent of 'documents pro-

i

duced and shall order the payment of reason- |
able fees and expenses as a condltlon to reqmr—,

ing testxmonv of the mtness On contest, “such

}
i

a subpoena mav be enforced bv a Federal dis- |
| -

trict court

l
H
| i
i (
i
I

H0) As soon as practlcable after receiving

the ar guments of the parties, the Administrator

shall issue ‘an order stating the action taken

i

upon each such objection and sétting forth any
S : . -

revision to the regulation or prioi‘ order that the

- e o 1 .
Administrator has found to be warranted. If a

e
'

B
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;  hearing ;&fas held ;under subparagraph (Bj. suct
i order and any revlision to the regulation or prior
. order shall, Wlth ‘respect to questlons of fact at
issue in the: hearl‘ng, be based onlv on substan- -
tial evidence of record at such hearing. and
shall Set- forth ih aetail the findings of faéts and
i the conclus10ns of law or policy upon which the
order or regulatlon 1s based.

-{ (D) An Qrde;r issued under this pér_agraph

ruling on an .objelction sh_all not take effect be-

‘fore'the 90th day after its publicatiori unless

: I
the Administrator finds that emergency condi-

. b .. . .
tions exist necessitating an earlier effective
¢ date, m which event the Adnmuistrator shiali
. speeify in the order the Administrator’'s find-
~Ings as to such conditions.

“(T) JUDICIAL: REVIEW. —(A A) In a case of ac-

f
1
\
!
|
\
l
i

tual controversx as to; the validity of any order 1s- .

sued under paravraph (6) or any rermlatlon that 1s

the quh]ect of quoh an'order any person who mll be

l
ad\crsely affected by such order or wguh-ltmn nayv

ohtain judicial review by filing in the United %tates
\ \

-~ Court of Apptdls for tht cirenit wherein that pcr son

» i

.'resules or has its prmclpa] plate of business, or in

: the Umted States Court of Appeals for the District

| ' K
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N
of Columbia Cireuit, within 60 day$ after publication

of such order,} a petition praying 1’chat’ the order or -

“regulation be set asuie in whole or in part

“(B) A copv of the petltlon shall be forthmth .

tmnsmltted bx the clerk of the court to the Admlms-,

trator, or a,nv. ofﬁcer des1gnated by the Adminis--

~ trator for that spurpose and thereupon the 3u:lmlms-

trator shall ﬁle in ‘the court the record of the pro-- i

eeedmgs on whleh the Admmlstrator based the order .

- or regulatlon as provided in seetlon 12112 of tltle 28,
U mted States Code Upon the ﬁhng of such a peti-

tion, the (‘OUI't Shall have exclusive JllI'lSdlCthn to af-

firm or set aSIde the order or regulatlon complained

of in whole or m part. The ﬁndmgs of the Admlms- :

trator with respect to questions of fact shall be sus- |

~ tained only if - supported by substantlal ewdence

when consxdered on the record as a Whole

“(C) If a pam apphes to the eourt for leave to

adduee addltlonal ewdence and shows to the sahs«—

) ffwtmn of the oourt that the addltlonal evidence is

|
matema’l» and that there were reasonable grounds for

the failure to adduce the evidence in the proceeding
hef’ore the Adr‘ni’nistrat(v)r. the court 'may order that

he dddltlonal ewdence (and e\'idehee in rebuttal

ther eot) ihall be taken before the Admlmstratox in

¢
{
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49i
the manner and upon the terms and conditions the
eourt deems proper. The Administrator may modlf)
pmor_ ﬁndm_gsas to the facts by reason of the addi-

tional evidence so taken and may modify the order

. or 'regulation aceording’lv The Administrator shall

ﬁle with the court any such modified ﬁndmg, order

or regulatlon !
I

“(D) The Judgrnent of the court afﬁrmlng or
|

: setting aside, in whole or in part, any order under

paragraph (6) and any’regulation which is the sub-
Ject of such an order shall be final, subJect to review

by the Supreme Court of the United States as pro-

-wded in section 1254 of title 28 of the United States

Code. The commeneement of proceedings under this
paragraph shall not 'uhless specifically ordered by

the court to the eontram, operate as a stay of a reg-

|
ulatlon or order. !
- “(E) Any issue as to which review is or was ob-
\ |
tainable under paragrapli (6) and this paragraph
‘ _ |

shall not be the subject {of judicial review under any

| BN .y '
other provision of law. |
I .

“le] ACTION ON ADMINISTRATOR’'S OWN  INITIA-

L NN R .

. (1) GENERAL RULE.—The Administrator may

[ . L ’ .
issue a regulation—

L
I
|
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come effective upon its publlcatlon

50 | i
“(A)‘%establishing, modifyiing, or revoking a
_rtoleranee ‘ifor a pesticide chemileal or a pesﬁeide _
ehemieal ﬁesidue, o |
“(B) %festablishing or revokéing an exemption'
~ofa pestic%ide chemical residue :from the require-
ment of a Etolerance, or ) |
“(0) ‘estabhshmg generalé pfoeedures and‘.
reqxi'ivx;emel'llts to implement thls section.
A regulation 1ssued under this paragraph shall be-

i
i

“(2) \TOTICE — Before i issuing a final regﬁlation

_ under paragraph (1), the Admmlstrator shall issue

a notice of proposed rulemakmg and pr(mde a pe-
riod of not less. gthen 60 days for pupllc comment on
the proposed reéulaﬁion, except that ;a ‘shortef period
for comment mfay be provided if the 'Administrafor
for good cause fimds that it would be contrary to the
public interest to do so and states the reasons for

the finding in the notice of proposed rulemaking.

The Admmlstrator shall provzde an opportumtv for

a pubhc hearmg durmg the rulemakmg under proce-

- - dures prowded m subseetlon (d)(G)(B)

“(f)y SPECIAL DAfrA REQUIREI&IENTS.—T-—

“(1) REQUIRING SUBMISSION OF -ADDITIONAL

DATA.—If 'the Administrator. determlines' that addi-

«HR 1827 TH : o b
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tional data or information are reasonably required to

support the continuation of a tolerance or exeniption

l

that 1s in effeet ‘under thls section for a - pesticide
chemical | residue on a ifood, the - Administrator
shall—i | ' |

i “(A) .issué a notice.requirir‘xg the persons
holdmg the pestlclde. reglstratlons associated
w1th such tolerance ort
dallta or mformatlon under sectlon 3(e)(2)(B) of

exemptlon to submit the

the Federal Insectpclde, , Fung1c1de, and
Rodenticide Act,

“(B) issue a r'ule requmng that testmg be

i

eonduoted on a substance or. mlxture under sec-
l

tlon 4 of the Tou«: Subst;ances Control Act, or
. *(C) publish in tlile Federal Reglster, after

first providing noticei and an opportunity for

- comment of not less than 90-days’ duration, an

[
i
i

order— ) 1
) reqﬁirinig the submission ‘to the
+ Administrator b}‘é one or more -interested
; i
| persons of a I]Otiz(ft’;‘ iﬁentiﬁving the person
© persons who mll submit ‘t}:ye required
» data and mformatlon | |

“(11) deserlbmg the type of data and‘

<1nf0rmat10n requlred to ‘be submltted to |

*HR 1827 mg
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B

(t}‘ie Adminisﬁrator ' aﬁd stating why the

. dat;a and mformatlon could not be obtained

' under the authorltv of se(,tlon 3(e)(2)(B)

‘of the Federal Insecticide, Funglcxde and -

l

Rodentlclde Act or section 4 of the Toxie
i

'Substanees Control Aet;

l

(m) desembmg the reports to the Ad

mmlstrator requlred to be prepared during

’ and after the collectlon of the data and 1n-‘

l .
k

formamon

1 : “(w) requlrlnn' the submlssmn to the

‘Adnnmstratm of the- data, information,

: an‘d report;s referred t{) in.clauses (1) and -

(111) and ;

“(v) esta.bhshmg dat;es by Whlch the

i
supm13810ns descmbed in clauses (1) a,nd

(w) must be made 11 o

The %dmlmstrator may revise am such order to cor-

- rect an error;.

i
i

i

H2) VO\'CO\IPLL»\N E'——If‘» a C;ubmission re-

"qulrv:d by d ' notice 1ssued in a.ecordanee mth para-

‘graph (1)(A) or an order 1ssued under paragraph ‘

(1) B) 1S not made by the tnne specxﬁed in such no-

tice or or der the Administr &EOI’[ID&}’ b}_v order pub-

+HR 1627 IH
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v:'hshed ‘m the Federal Reglster modlf\ or rexol\e the '

o toleranee or exemp’mon in ques‘mon

"

.* “(3) REVIEW ——An order 1ssued under thlS sub- - .
o SeCtIOI]I shall be effeetlve upon pubheatlon and shall
' be sub;;eet to review in accordanee \wth parao'x ap} S

| f‘v(ﬁ) and (7) of subsection (d)

(vr) CONFIDENTIALITY AND USE OF DATA —_

“‘(1) GENERAL RULE —Data and 1nformat10n' '

!

f

that are submxtted to the ;Admlmstrator ‘under thlS .

sectlon in support of a tolerance shall be entltled to .
1

conﬁdentxal treatment for reasons of busmess con-"

ﬁdentlahtv and to exclusxve use and data compensa-

. tlon to the same e\“tent prowded b\ seetlons 3 and o

10 of the Federal Inseetlclde Funmuae and .

I
[ .

|

.(2) EXCEPTIONS —Data that are entltled to

o conﬁdentlal treatment under paragraph (1) mav
”nonethelese be dlselosed to the Cono'ress of the Dmt-

| .,_,ed Statee and maw be dlSClOSGd under sueh seeumtx? S

| :

requlrements as the Admlmstlator may px(mde I
o : | : :
regulation, to— S

1.

!

““'(A) emp]oveee of the United States au-
| .

N thonzed by the Admlmetrator to e\amme such

data in the carmng out of theu‘ ofﬁela} duties

i’



. . B

R under thls Aet or other Federal statutes m- .

2 a \tended to proteet the pubhc health or | _
.“.3 o “(B) eontractors thh the Umted States:}i“
4 ' aurhorlzed b\ the Admlmstrator to examine .-
-5 sueh data in the carmng out of eontraets under. o
| 6 | such statn:ltes ‘:5 . : 1 " |
-7 ! , | “(3) SU‘\I\IARIES —-’\Iotw*lthstendlrlg anr prow;
8 .. sion of this subseetlon or other Paw the Admlms-"fé :
9 . trator may pubhsh the mformatlve sumrnary re-‘dd‘d
10 mqmred by subseetlon (d)(2)(A)(1) and may, in issu-
11 - ‘ ;VI ing a proposed or ﬁnal regulatloxgl or order under )
12 f.thls seetlon pubhsh an 1nf0rmat1ve summarv of thev": '
"‘*1 3 B - data relating to the regdlatmn or order | o
14 | “(h) STATUSL OF PREVIOUSLY ISSUED REGULA- A
15 mons— IR ; |
16 | i , “(1) REGULATIONS UNDER SEC'I‘ION 406 —Reg-v
17 o ulatlons affectimg pestlclde chemlclal resuiues in or;‘
| .18 | ~on raw agrleultural commodltles promulgated m ac-%‘: .
19 eordance Wlth 1sectlon 701(e), _under the authorlty of -
20 o éectlon 406( ) upen the delS of pubhe hearmm; m- o -
21 stituted befer-'e J anuarv 1, 1903 shall be deemed tor
' >; 22 .. be regulatlons 1ssued under thlS seetlon and sha,ll be
}'2{3‘ aubgect to modlﬁcatlon or revoca}tan under Sub,' :
8

24 scetions (4) and (e).

' «HR 1627 IH | R T
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‘3‘( 2) REGI’LATIO\"S UNDER SFCTIO\ 409, ——Reo-.

_ T |
latlons that estabhsluad4t tolerances f01 substances

‘that are pestlelde chermca} remdues on or in proe-' "

essed food or that othervnse stated the condltloml

runder,whleh suchgpestleld‘e ehemlca_ls eould be safely

used, ‘and ‘that were issueld under‘ section 409 on or’
1 .

'before the date of the enaetment of this’ paragraph
~ shall be deemed to be regulatlons lssued under this
’-.jsectlon and shall be subgeet to modlﬁeatlon or rev-‘

‘ oeatlon under subseetlon (d) or (e).

- )
“(8) REGULATIONS UNDER SECTION 408 --Reg- ’:

o

ulatlons that estabhshed tolerances or exemptlons g

under tth section th at \\{}I‘f’ 1seued on or before the ©

|
' date of' the enaetmult of this pdxarrraph Shall remain

‘ ‘m effect unless modlﬁed er revoked under subseetlon

(d) or()

“) RANSITIONAL PROVISION —If, en the day be-

' fore the date of the enaetment of tlm subsectlon a sub-

stance that s a pesticide - ehemleal was, mth respeet te o |

t

pamruhu pesticidal use of tlw %ub%tan(‘e md any result- L

me pestlelde»{'-,nenn{:zlt1‘e;s*1<im- in or on a particular food—
. S Co .

S . . : 1 R E .
(13 regarded. by the Admmlsn'ator or the Dec-
| { .
1 o
retary as generally Ieeefvnl?cd as sate for use mthm. -

N !

the meamng of the provxsmns of sectlon 408(&) or

201(s) as then in effeet or '
-

.v),
.
|
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1

“(2) 1egarded bv the Secretarv as a substance’
. . :

descrlbed by sectlon 201(s)(4), [

sueh a pestxexde chemical residue shall be regarded as ex-

1
empt from the reqmrement for a tolerance as of the date

of enactment of this subseetlon The Admmlstrator shall -

by regulatlon 1nd1cate whlch substances are deserlbed by,
|

thls subsection.’ An exemptlon under thls subseetlon may

f

{_be revoked or modlﬁed as 1f‘ zt had been 1ssued under sub

.
! -
1

sectlon( ). ! ,f,‘: A ‘. '1 L

“Q) HARMONIZATION WITH ACTION UNDER OTHERV -

' ( 1) LI\IITATION ——Votmthstandlng any other
prowsmn of this Act, -a ﬁnal rdle under thls seetlon .
'that revokes modifies, (or suspends a tolerance or
' exemptlon for a pestlclde ehemleal residue in or on
-a foed may be 1ssued onlv if the Adzmmstrator has

first taken any neeessary actloIn under the Federal'

‘Insectlclde Funglmde and Rodentlclde Act W}th re-

¥

use results in su(,h reszdue to iensure that any au-

thomzed use of the pestlelde m produemg, storlng,
“’proeessmg, i or transportlng food that oceurs after |
the 1ssuanee of sueh ﬁnal rule under thls seetlon wﬂl .
'Vnot resultem.pestlcxd_e chemmal _ resxdues on. such -

{

HRI1827TTH . | -

- spect to the reglstratlon of the pestlmde(s) whose o
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‘ N ,

food that are unsafe within the meaning of sub-
section (a). ;
o

“(2) REVOCATION OF TOLERANCE OR EXEMP:

TION | FOLLOWING CANCELLATION OF ASSOCIATED

REGISjTRATIONS.elf the Aidministrémf, acting under
the F;ederal Insecticide; Eungieide, and Rodenticide‘
Act, éancels the registraﬁon of each pesticide »that'
contains a particular pestﬁicide' chemical and that is
Iabeleid for use on a particular foed, 0r_réquires that .
the reigistrzition of each sufch pesticide be modified to

g .
prohibit its use in connection with the production,

' st(}raé'e; or transportation of sueh food, due in whole

i

or in gpart to dietary risk§ to humans posed by resi-
dues ;)f that pesticide ehex%niéal on that food, the Ad-
minisjtrator shall revoke a;ny tolerance or exemption
that afxllows the presence Of the pesticide chemical, or
any ﬁesﬁéide chemical reéidue that results from its
use, m or on that food. 'The Admin.istrator. shall use
the pjroeedures set forth in subsection (e_j in taking

action under this paragraph. A revocation under this

- paragraph shall become effective not later than 180

days after
i “(A) the date by which each such cancella-
i f
tion of a registration has become effective, or
i

| |

;

:
! :
! .
.
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“(B) the date on which the use of the can-

celed pesticide - becomes .uinlawful under the

‘terms of the cancellation, whichever is later.

| » . ;
“(3) SUSPENSION OF TOLERANCE OR EXEMP-

TION FOLLOWING SUSPENSION OF ASSOCIATED REG-
I I .

f

“(A) SUSPENSIO\I

“acting. under the Federal Inseetlelde Fungicide, -

and Rodentlelde Act, suspends the use of each

l

reglstered pesticide that contams a particular

l

pestlclde chemleal and that i 1s labeled for use on

S a partleular food, due in Whole or in part to die-

tary rlsks to humans posed by reSIdues of that

pestlelde chemleal on that: food the Adminis-

trator shall suspend any tolerance or exemption

that allpws the presence of the pesticide -chemi-

cal, or ‘any pesticide chemical rresidile that re- -
- o
sults from its use, in or on that food. The Ad-

ministrator shall use the procedures set forth in

»subsection (e) in taking’actien under this para-

(

graph. A suspensmn ‘under thls paragraph shall

become effective not later than 60 days after'

~the dete by which eaeh such suSpensmn of use

has beeome effective. !

|
i
i
i
j
i

i
i
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“(B) EFFECT 0

[OF SUSPEI\:;IO\ ——Tln sus~ -

penswn of a tolerance or e\emptlon under 5111)- -

_"~paragraph (A) shall be effectlve as long as the :

use of each assomated regmstratlon of a pestlelde

1s suspended under the Federa Insectlelde'

'Fungl(nde “and Rodentlclde Act. While a sus-

‘ W
pensmn of a tolerance or exemptmn is effeetlve

the toleranee or exemptlon shall not be eon31d-

ered to be in effeet If the suspensmn of use of .

' ‘the pestlclde under that Act 1 terminated, leav—

lng the reglstratxongof the pesticide for such_use

in . effeet under,;tha’t Act, the Administrator

| shall rescind any aSsoe,iated suspension of a tol-

‘erance or e\emptlon

|
(4) TOLERANCES[ FOR UNAVOIDABLE RESI-

!

: DUES _In connectlon thh actlon taken under para- ‘

graph (2) or (3) or w1th respect to pestlcldes whose

remstratlons were eaneeled pmor to the effeetlve date ,

of th1<; parao'raph if the Admlmstratm determines _

that a residue of the eaneeled or euspended pestlelde '

. hel}’m(dl will unav Olddb]\ pel sist in the enﬂmnmem:

) and1

therehy be present in or on a food, the Admmxx-'
). |

::‘trator max establish Vaf oleranee foz the pestlelde '

ehemleal re51due at’ a levei that pernnts sueh un-

*HR 1627 IH

i ) avmdable reSIdue to remam m such food In estab-

9

|
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| hshmg such a tolerance, the Admlmstrator shall

take nto account the factors set: forth in subsectlon

7 l

(b)(2)(A)(m); and" shall use.the procedures set forth’

in subsection (e). The Administrator shall review

i

any such tolerance periodically and modify it as nec-

essary so th.fat' it allows only that level of the pes-

i

tICIde chemlcal residue that 1S unavmdabl

"‘(o) PESTICIDE RESIDUES RESULTING FROM

'LAWFUL APPLICATION OF PESTICIDE —Notwith-

standmg any other provision of thls Act, if a toler-

ance or e\emptlon for a pestlclde chemical remdue in

or on a: food has been revoked, suspended or modl-

fied under thls section, an artlcle of that food shall

not be deemed unsafe solely becapse of the presenee
of such pesticide chemical residue in or on such food

if it is shown to the satisfaction of the Secretary

that—e

“(.éf;) the residue 1S present as,the result of

an applicafion or use of a jpesticide at a I;ime

~and in ga manner that was IawfulA IindeIf the

Federa} jjInse“cticide, Fungicide, and Rodenticide
Act; and v

“(B) the 'residue does E:net .exceed a levelu\‘

that w as authomzed at the tlme of that apphca-

tion or use to be present - cn ‘the food under a

;
.
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itolerance exemptlon food - addltlve regulat;lon
!

:or other sanction then n effect under this Act ‘
unless, in the case of any tolerance or exemptlon re--

voked suspended or modJﬁed under this subsectlon )

1

or subsectlon (d) or (e)- the Administrator has is-
.sued a determmatlon that consumptlon of the legally
treated food during the penod of its likely availabil-
ity m commerce wﬂl pose an unreasonable dletan ‘

. A . R z
- i i
1'1sk.I .
!

l

“(k) FEES. ——-The Admmlstrator shall by regulation
reqmre the payment of such fees as wﬂl in the aggregate,

in the Judgment of the Admmlstrator be sufficient over
‘a reasonable term to pr0v1de equlp, ‘and maintain an ade-

quate serﬂce for the performance of the Adnnnlstratox

functmns under this sectlon Under the regulatlons the

performance of the Admlmstrator s services or other fune- -
. ; .

tions under this sectlon lncludmg-— V'
i ‘i “(1) the acceptance for ﬁhng of a petltlon sub-
mltted under subsection (d) |
E 2) the promultrahon of a regulation establish-
1nfrlmo(hmn", or re\ol\nm a tolerance or establish-
ing 'or revoking an c\cmptwn from the reqmrement
of a tolerancc under thl.‘a section,
(3) the acceptance for filing of ObJeCtIOHS
~ under subsection (d)(6), or |

i
i N

!
! ]
i !

~ sHR 1627; IH
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“(4) the certification and filing in couri of a
transerlpt of the proceedmgs and the record underﬁ
' subseetlon (d)(7) SRR ’ » |
may be oondltloned ‘upon the pavment of such fees: The
regulations may further provlde for walver or refund of
fees n whole or m part when in the Judgment of the Ad-
mmlstrator such a waiver or refund 1s equltable and not
contrarv to-the purposes of this subsectlon |
(l) NATIONAL UNIFDRMITY OF ToLERANCEs —
- “(1) QUALIFYING PESTICIDE CHEMICAL 'RESI-
DUE —For purposes of this subseetlon the term
quahf\nng pestmde ohem1ca1 res1due means a pes- :
ticide chemlcal remdue resultmg from the use,
produotlon prooessmg, or. storage of a food, of a

i

pesticide chemical that is an active ingredient and

thao— - f : R : | |
“(A) was first’ approved for such use in a
_remstratlon of a pestlclde lssued under section
(c)(5) of the Federal Insectlclde F‘ungxclde
Rodentlclde Act on or after Aprll 25, 1985 on
the basvs of data det;ermmed by the Admlms-
- ‘trator to meet all apphcable reqmrements for
| - data presembed bv regulatlons in effect under

that Act’ on April 25, 1985 or |
g

*HR 1827 TH



[

© o N N U B W R

[\ [\ o o [ S [} ot - — [V — — o [ —

|
i
i
] L
l
. - !
[ .
[

*HR 1827 IH

|
© 63

“(B) was a’pproved for such use in a rereg-

|
{

.1strat10n ehmblht\ determmatlon 1ssued under

~sectmn 4(g) of that Aet on or after the date of

enactment of the Food Quahty Proteetzon Act

'of 1993.

i
1

2) QUALIFYING FE'DERAL DETERMINATION.—

For purposes of this subsectlon the term quahfvmg

Federal determination’ means——

. “(A) a tolerance or exemptlon from the re-

}

»qulrement for a tolerance for a quahfymg pes-

, thlde ehemlcal re31due that was—-' -

I

(1) issued iunder this section after thevj :
| ~date A' of enactrf;ent of the .Fodd Quality .
: ‘Proteetion Act (:f}f 1993; |
| “(m) isaued ~(or, pursuant to sub-
section (h) or (:i),‘ deemed to have been is-

- "sued) under th]S section, and determined

by the Admi‘ﬁistrator 'to ‘meet the standard :

‘ ‘ ' under subseetlon (b)(2) (in the case of a

| L. to leranoe) or (c) 2) (m the case of an ex- -

. emptlon) and '

“(B) “any statement issued by . the Sec-
éretarv of the re&due level below which en‘fdrce-
ment action will not ‘be. taken under this Act

w1th respect to any qualifying pestlclde chexm- t ;
-

t
i
|
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cal remdue if the Secretary ﬁnds that such pes-
‘tlcxde chemleal re81due level permxtted by such
,statement during the penod to which such

A'fstatemen;t apphes protects human health.
’ H

“3y. LIMITATIOI\ —The Administrator may

,make the determlnatlon descnbed in paragraph '

(2 )(A)(n) onlv bv lssumg a mle m accordance with
the procedure set forth n subseetlon (d) or (e) and
only if the Admmlstrator issues a’ proposed rule and

allows a perlod of not less than 30 days for eomment

on the prop_osed rule. Any such -rule shall be

' o S ) S
- reviewable in accordance with subsections (d)(6) and

(@)(7). -

“(4) STATE AUTHORITY —Except as provided

in paragraph (5), no State or pohtlcal subdivision

may estabhsh or enforce any regulatory limit on a

quahfvmg pestlelde chemical reSIdue in or on any

~food if a quahfvmg Federal determmatlon apphes to

- the presence of such, pestlclde chemlcal resuiue in or

on such food unless such State regulatorv hmlt 1S

1de1mcal to sueh quahfvmg Federa] determination. A

State orrpoht)lcal subdivision shall; be deemed to es-

tablish or enforce a regulatorv lirnit on a pesticide

4 chemxcal res1due m or on food if 11: purports to pro-

i
i

hibit or penahze the produetlon processing, shlp-

e
|
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pmg, or other handhno' of a food because it contais

a pestlclde residue (m excess of a prescribed limit),

or if it purports to requlre that a food containing a

pestlclde residue be the subject of a warning or

other statement relatmg to the presenu of the pes-

| tlclde remdue in the food

l

“(5) PETITION PR_OCEDURE.—

“(A) Any Stéte may petition the ‘Adminis-
trator for authofization. to establish in such
State a regulatoré'y limit on a qualifying pes-
ticide chemical regsidue in or-on any food thét
is not identical tol the quahfymg Federal déter-
mmatlon apphcab}e to such qualifving pesticide

chemical re51due

“(B) Any petltlon under subparagraph (A)
shall——

‘
i
i

“(i) satisfy any reﬁuiremeﬁts pré-
scribed, by rule, by the Administrator; and
() .beé supported by scientific data
about. the peéticide ehémicei] residue that is
the sﬁbject oif the petition or about chemi-
éal]‘y re}atedE pesti(:idé Vchemical residues,
data on the %Onsumptien within such State

- of food beariing’the pesticide chemical resi-
due, and datél on exposure of Humans with-

i .
|
)

*HR 1627 IH
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in fsuch State to the pé$ticidé chemical res- .
idufe. ' '
“(é) Subject to paragraph (8), the Admin-

1strat0r may, bx order, grant the authorization

-descrlbed in subparagraph (A) if the Admmls-

trator determmes that the proposed State regu-
latory hmlt— . /;
“(1) is Justlﬁed by eompelhng local -
eoﬁdltlons | |
| “(11) would not undulv burden’ inter-
stzé.te commerce; and |
“(ii1) would not cémse' any food to be

" in violation of Federal law.
1
“(D) In lieu of any actlon authonzed

1
under subparagraph (C), the Adnumstrator

" may treat a petition under;thls paragraph as a

petition under subsection (d) to revoke or mod-
' f . | |
ify a tolerance or to revoke an exemption. If the
Administrator determines to treat a petition -

under this paragraph as a§ petition under sub-

sectlon (d), the Admlmstrator shall thereafter

act on the petltlon pursuant to subsectlon (d).

(E) Anv order of the Admlmstrat()r

frrantmg or denvmg the authomzatlon deseribed

- in subparagraph (A) shall be subject to review

1
1
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, in the manner desfc‘ribved in subsections (d)(6)
Cand (T,
' “(6) RESIDUES FR&M LAWFUL APPLICATION.—
No | [State or political subdmsmn may enforce any

' reo'ulater\ limit on the level of a pestlelde chemical

res1due that may appear in or on any food if, at the

- -tlme of the apphcatlon of the pesticide that resulted

in such residue, t;he salei of such food with such resi-

due i level ‘was lawful unaer this Act and under the

i
law |of such State unless the State demonstrates
x

that, consumption of the food containing such pes-

-~ ticide }‘fesidue level during ‘the period of the food’s

likely availability in the State will pose an unreason-
. ! | ) .

able dietary risk to the health of persons within such

State.”. o |

.

16 SEC. 306. AUTHORIZATION FOR: INCREASE MONITORING.

17

There is authorized to be appropriated an additional

18 $19 000 OOO for increased momtormv by the Secretary of

+HR 1627 TH

19 Heal h and Human Serwces of pesmclde reSIdues in im-

20 ported and domestic food
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The federal government takes a one-size-fits-

all approach to the regulation' of pesticides,
even though infants and children have different
growth rates and diets than do adults. Today’s
regulatory system docs not specifically consider

variations in pesticide
exposure herween adults
. and children or the ways
in which children’s bod-
ies may react differently
to foreign substances. As
L 1& a result, concern has
arisen that sorme children
B may be ingesting unsafe
amounts of pesticides.

" DIETS OF
INFANTS

AND To afford voung Amecri-

cans grearer protecton from
pesticide exposures, a con-
gressionally mandated report
from the National Research
Council, Pesticides in the
Diets of Injants agd Children, recommends that the
federal government change some of its scientific' and
regulatory. procedures for pesticides. |It also recom.
mends that regulators adopt a new method of risk
assessment to gauge more accurately what proportion
of the population may be at risk, and it urges thar toxi-
ciry testing of pesuczdes be more comprehensive.

The commirttee thar wrote the repore did not con-
clude that parents should change their children’s diets
to avoid certain foods. But it advocates substantial
changes in the current regulatory system to ensure
that the foods eaten by infants and children are safe.
Also, it urges that wlerance levels regulating permissi.
ble levels of pesticides in food be based primarily on
considerations of health. 5

]
i

CHILDREN

|
|
i
i

i

Childron are different A fundamental tenct of
pediatric medicine is that children are por just “little
adults.” They are growing and developing, their
merabolic rates are higher than those of adults, and
their bodies sometimes have different responses to -
ingested toxins. For example, data on toxic chemi-

- culs other than pesticides supgest that children may

be more sensitive than adults to some compounds
and less sensitive to others. Though these differ-
ences iin sensitivities are fairly small - usually less
than tenfald — the differences necd to be systemati-
cally srudied and, when important, taken into account
in regulating pesricides.

Infants and children tend to eat fewer kinds of
foods compared with adults and thus consume more
of certain foods per unit of body weight; in addition,
they drink more water, both alone and mixed with
other foods. However, the present regulatcry system
does not consider these differences in' dices. Current
food consumption surveys group people into broad
categories, such as 1- to 6-year-olds. By focusiog on
average intakes within these age groups, these meth-
ods obscure the full range of children’s exposures as
well as the rapid changes in diet that occur as a child
grows., They also overlook geographic, ethnic, and
other factors that can affect exposure 1o pesticides.

Problems also plague the measurement of pesti-
cide residues thar are on or in foods when they are

~ consumed. Available measurermnents are of variable

qualiry and arc often not comparable. They typically
reflect average adult consumption patterns and under-
represent foods eaten by infants and children.

Because of the different diets and physical reac.
tions of infants and children to pesticides, their risk
may be. different from that of adults. To account fur

* special valnerabilities of infants and children, the cur-

rent regulatory system necds to be modified.

A new approach In its report, the commirttee rec-
ommends an improved method of assessing the risk’
to infants and children from pesticides. Infants and
children need to be considered separately from adults.
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 infants and chiidren
be combined with data on the pesticide residues on

‘thaose foods.

Using this approach, regulators could get a much
betrer idea of how many children might receive expo-
sures above the level thought to be safc. This infor-
mation could then be used in setring tolerances — the

t
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amounts of pesticides legany allowed on or in foods when they leave

the farm. * w

A major obstacle to the use of this new approach i is a 1ack ‘of data.
* Without better informarion on the food consumption patterns, pesticide
residues, and toxicity, more accurate risk assessments cannot be widely
applied. The committee offers specific recommendatians to govern-
ment regulators, pesticide manufacturers, and the tood mdusny on
ways to generate these data. L ,

! l
Better tests and data The federal government should revamp sig-
nificant aspects of its approach to pesticide regulation, the committee
writes. Food consumption survcys need to monitor more specific age
groups to determine how children’s diets differ from those of adults,

Also, measurements of pesricide residues should be standardized
and computerized. These measurements need to reflect the diets of
infants and children, the different rates and methods of pesticide appli-
cation, and the effects of food processing on pesticide concentrations.
Regularors also need to take into account children’s pesticide exposures
from non-dietary sources such as air,'soil, lawns, pets, and indoor sur-
faces, as wcll as exposure o multiple pesticides with common toxic
effac:s

In addition, toxicity tesung procedurcs need to be developed that
specz.ﬁcally evaluare the vulnerability'of infants and children. Pamcu-
larly important are tests for toxicity: to the developing unmunc ner-
vous, and reproductive systems.

The committee makes a npumber' of other tecommendauons that
would alter current regulatory procedures It encourages the Envu'on
ments! Protecton Agency to consider exp:mdmg the use of unccrtamty
factors that are already applied in exmapolaring from animal tests to
effects in humans. It recommends that estimates of cancer risk from
pesticides take into account changes i m cxposu:e and susceptibility chat

occur throughour a person’s life. : x
) Children deserve special consideranon in this countrv’s appmach to
pesticide regulation. By taking the steps outlined in this reporr, the fed-
cral government can ensure that their Health is not Ccmprormscd ,
The study was sponsored by the £nviranmental Protection A sm.y
with addiional support from the International Life Sciences Instizute,
Health and Welfare Canada. and the Kellogg Endvwnent Fund of the
National Academy of Sciences and zIze Institute of Medicine. ‘
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Executive Summary

ESTICIDES ARE USED WIBELY in agriculture in the United States. Their
P applicationhas improved crup yiclds and hasincreased the quantity
of fresh fruits and vegetables in the diet, thereby contributing to
improvements in public health.
Bul pesticides may also cause harm. Some can damage the environment
and accumulate in ecosystems. And depending on dose, some-pesticides-

—can-cause-a range of adversc éffects on human health, including cancer,

acute and chronic injury to the nervous system, lung damage, reproduchve
dysfunction, and possibly dysfundmn of the endocrine and immune
systems. .

Diet is animportant source of exposure to pesticides. The trace quantities
of pesticides that are present on or in foodstuffs are lermed residues. To
minimize exposure of the general population to pesticide residues in food,
the U.S. Government has instituted regulatory controls on'pesticide use,
These are intended to limit exposures to residues while ensuring an abun-
dant and autrtious food supply. The legislative framework for these
controls was established by the Congress through the Federal Insecticide,
Fungicide, and Rodenticide Act (FIFRA) and the Federal Food, Drug, and
Cosmetic Act (FFDCA). Pesticides are defined bmadly in this context to
include insecticides, herbicides, and fungicides. ‘

Tolerances constitute the single, most important mechanism by which
EPA limits levels of pesticide residues in foods. A tolerance is defined as
the legal limit-of a pesticide residue allowed in or on a raw agricultural
commodity and, in appropriate cases, on processed foods. A tolerance
musl be established for any pesticide used on any food crop.

-
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Tolerance concentrations are based primarily on the results of field
trials conducted by pesticide manufacturers and are designed to reflect

the highest residue concentrations likely under normal conditions of ag--

- ricultural use. Their principal purpose is to ensure compliance with good
agricultural practice. Tolerances are not based primarily on health consid-
erations.

This report addresses the quesu(m of whelher current regulatory ap-
proaches for controlling pesticide residues in foods adequately protect
infants and children. The exposure of infants and children and their sus-
ceptibility to harm from ingesting pesticide cesidues may differ from that
of adults, The current regulatory system does not, however, specifically
consider infants and children. It does not examine the wide range of
pesticide exposure patterns that appear o exist within the US. population.

-1t looks only at the average exposure of the entire population. As a conse-
quence, variations in dietary exposure to pesticides and health risks related

_to age and to_such other factors as geographic-region-and ethmclty are”

‘not addressed in current regulatory practice. -

Concern about the potential vulnerability of infants and children to
dietary pesticides led the U.S. Congress in 1988 to request that the National
Academy of Sciences (NAS) appoint a committee to study this issue
through its National Research Council (NRC}. In response, the NRC ap-
pointed a Committee on Pesticide Residues in the Diets of Infants and
Children under the joint aegis of the Board on Agriculture and the Board
on Environmental Studies and Toxicology.

The committee was charged with responsibility for examining scientific

_and policy issues faced by government agencies,-particularly EPA, in = 7

regulating pesticide residues in fonds consumed by infants and children.
Specifically, the committee was asked to examine the adequacy of current
risk assessment policies and methods; to assess information on the dietary
intakes of infants and children; to evaluate data on pesticide residues in
the food supply; to identify toxicological issues of greatest concern; and
to develop relevant research priorities. Expertise represented on the com-

mittee included toxicology, epidemiology, biostatistics, food science
and nutrition, analytical chemistry, child growth and developmem and
pediatrics.

The committee was not asked to-consider toxicilies resulting (rom expo-
sures lo microorganisms (bacteria and viruses) or from other naturally
occurring potential toxins. i was not asked to weigh the benefits and
risks to be derived from a plentiful and varied food supply against the
potential risks resulting from pesticide exposure. It was not asked lo assess
the overall safety of the food supply.

In this repori, the committee considered the development of children
from the beginning of the last tritmester of pregnancy (26 weeks) through
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18 years of age. the point when all biological syslems have essentially
matured.

CONCLUSIONS

Age-Related Variation in Susceptibility and Toxicity

A fundamental maxim of pediatric medicine is that children are not -

“litile adults.” Profound differences exist between children and adults.
Infants and children are growing and developing. Their metabolic rates
are more rapid than those of aduits. There are differences in their ability
to activate, detoxify, and excrete xenobiotic compounds. All these differ-
ences can affect the toxicity of pesticides in infants and children, and for

these reasons the loxicity of pesticides is frequently different in children

and adults. Children may be more sensitive or less sensitive than adults, -

“~depending on the pesticide 1o which they arc exposed. Moreover, because
these processes can change rapidly and can counteract one anacther, there
is no simple way to predict the kinetics and sensitivity to chemical com-
pounds in infants and children from data derived entirely from adult
humans or from toxicity testing in adult or adolescent animals.’

The committee found bath quantitative and occasionally qualitative

- differences in toxicity of pesticides between children and adults. Quali-

talive differences in toxicity .are the consequence of exposures during
special windows of vulnerability—brief periods early in development
when exposure to a toxicant can permanenily alter the structure or-func-

sure of newborns and vascular collapse (gray baby syndrome), tetracycline
and dysplasia of the dental enamel, and lead and altered neurologic
development.

" tion of an organ system. Classic examples include chloramphenicol expa-

Quantitative differences in pesticide toxicity between children and -

adults are due in part to age-related differences in absorption, metabolistn,
detoxification, and excretion of xenobiotic compounds, that is, 1o differ-
ences i both pharmacokinetic and pharmacodynamic processes. Differ-
ences in size, immaturity of biochemical and physiological functions in
major body systems, and variation in body compusition (water, fal, pro-

tein, and mineral content} all can influence the extent of toxicity. Because

newborns are the group most different anatomically and physiologicaily
from adults, they may exhibit the most pronounced quantitative differ-
ences in sensilivily to pesticides. The committee found that quantilative
differences in toxicily between children and adulis are usually less than
a factor of approximately 10-fold.

The committee concluded that the mechanism of actlon of a toxicant—
how it causes harm—is generally similar in most species and across age
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. and developmental stages within spécies. For example, if a substance is

cytotoxic in adults, it is usually also cytotoxic in immature individuals. .

Lack of dala on pesticide toxicity in developing organisms was a recur-
rent problem encountered by the committee. In particular, liltle work has
been done to identify effects that develop after a long latent period or to
investigate the effects of pesticide exposure on neurotoxic, immunotoxic,
or endocrine responses in infants and children. The committee therefore
- had to rely mostly on incomplete information derived from studies in
mature animals and on chemicals other than pesticides.

The commiiltee reviewed current EPA requirements for toxicity testing
by pesticide manufacturers, as well as testing modifications proposed by
the agency. In general, the committee found that current and past studies
conducled by peshc:de manufacturers are designed primarily to assess
pesticide toxicity in sexually mature animals. Only a minority of testing
protocols have supported extrapolation to infant and adolescent animals.

Cummt testing protocols do not, for the most part, adequately address— -

“the toxicity and metabolism of pesticides in neonates and adolescent ani-
mals or the effects of exposure during early developmental slages and
their sequelae in later life.

Age—llelatcd Diﬂ”e:\enccs in Exposure

llsttmahon of the exposures of infants and children to pesticide residues

requires information on (1) dietary composition and (2) residue concentra- -

tions in and on the food and water consumed. The committee found that
infants and children differ both qualitatively and quantitatively-from
~adults in their exposure to pesticide residues in foods. Children consume
~ more calories of food per unit of body weight than do adulis. But at the
same time, infants and children consume far fewer types of foods than
do adults. Thus, infants and young children may consume much more
of certain foods, especially processed foods, than do adults. And water
consumption, both as drinking water and as a food component, is very
different between children and adults. N
~ The committee concluded that differences in diet and thus in dietary
exposure to peslicide residues account for most of the differences in pesti-
cide-related health risks'that were found to exist between children and
adults. Differences in exposure were generally a more important source
- of differences in risk than were age- relaled differences in toxicologic vul- .

- nerability.

Data from various food consumplion surveys were made available o

the commiltee. In analyzing these data, the committee found it necessary

_ 1o creale its own compuler programs to convert fuods as consumed into
their component raw agricultural commodities (RACs). This analytic ap-
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proach facilitated the use of data from different sources and permitted
evaluation of total expesure to pesticides in different food commodities.
For processed foods, the committee noted that effects of processing on
residue concenlrations should be considered, but thatinformation on these
effects is quile limited. Processing may decrease or increase pesticide
residue concentrations. The limited data available suggest that pesticide
residues are generally reduced by processing; however, more research is
needed o define the direction and magnitude of the changes for specific’
pestxcude-food combinations. The effect of processing is an important 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
United States, the data are of variable quality, and there are wide variations

_in sample_selection, reflecting.criteria-developed for- different samipling

purposes, and in analylical procedures reflecting different laboralory
capabilities and different fevels of quantification between and within labo-
ratories. These differences reflect variations in precision and in the accu-
racy of methods used and the different approaches to analytical issues,
such as variations in limit of quantification. There also are substantial
differences in data reporting. These differences are due in part to different
record-keeping requirements, such as whether to identify samples with .
multiple residues, and differences in statistical treatment of laboratory
results below the limit of quantification. »
Both government and industry data on-residue concentrahons in foods
reflect the current regulatory cmphasns on average adult consumption
paticrns. The committee found that fuods eaten by infants and children
are undecrepresented in surveys of commodity residues. Many of the
available residue data were generated for targeted compliance purposes by
the Food and Drug Administration {FDA) to find residue concentrations

E exceeding the legal tolerances established by the EPA under FFDCA.

Survey data on consumption of particular foods are conventionally
grouped by broad age categories. The average consumption of a hypotheti-
cal “normal” person is then used to represent the age group. However,
in relying solely on the average as a measure of consumption, important
information on the distribution of consumption patterns is lost. For exam-
ple. the high levels of consumption within a particular age group are
espeaally relevant when considering foods that might contain residues
capable of causing acute toxic effects. Also, geographic, ethnic, and other
differences may be overlooked. :

To overcome lhe problems inherent in the current reliance on’ “average”
exposures, the committee used the lechnique of slatistical convolution {ie.,
combining various data bases) to merge distributions of food consumption
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with distributions of residue concentrations. This ap]:;toach permits exami-
nation of the full range of pesticide exposures in the U.S. pediatric popula-
tion. As is described in the next section, this approach provides an im-

proved basis aver the approach now used for assessing risks for infants

and children.

A New Approach to Risk Assessment for Infants and Children
To properly characterize risk to infants and children from pesticide

residues in the diet, information is required on (1) food consumption

" patterns of infants and children, (2) concentrations of pesticide residues in
foods consumed by infants 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 methads based
an the technique of statistical convolution can be used to estimate the
likelihood that infants_and_children who-experience specific exposure
patterns may be at risk. To characlerize potential risks to infants and

children in this fashion, the committee utilized data on distributions of

pesticide exposure that, in turn, were based on distributions of feod con-
sumplion merged with data on the distribution of pesticide residue con-
centrations. The commiltee found that age-related differences in exposure
1(pallems for 1- to 5-year-old children were most accurately illuminated
'by using 1-year age groupings of data on children’s food consumption.

" Exposure estimates should be constructed differently depending on
whether acute or chronic effects are of concern. Average daily ingestion

_ of pesticide residues is an appropriale measure-of exposure for assessing ~ ~ ~

~ the risk of chronic toxicity. However, actual individual daily ingestion is
more appropriate for assessing acute loxicity. Because chronic loxicity is
often related to long-term average exposure, the average daily dietary
exposure to pesticide residues may be used as the basis for risk assessment
when the potential for delayed, irreversible chronic toxic effects exists.
Because acute loxicity is more often mediated by peak exposures occurring

“within a short period (e.g., over the course of a day or even during a
single eating occasion), individual daily intakes are of interest. Examining
the distribution of individual daily intakes within the population of inter-
est reflects day-lo-day variation in pesticide ingestion both for specific
individuals and among individuals. ,

‘Children may be exposed to multiple pesticides with a common loxic
effect, and estimates of exposure and of risk could therefore be ymproved
by accounting for these simultaneous exposutes. This can be accomplished
by assigning toxicity equivalence factors to each of the compounds having

_a common mechanism of action. Total residue exposure is then estimated
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by multiplying the actual level of each pesticide residue by its toxicity
cquivalence factor and summing the results. This information may be
combined with data on consumption to construct a distribution of total
exposure to all pesticides having a common mechanism of action. Ta test
{his multiple-residue methadology, the comumittee estimated children’s
acute health risks resulting from combined exposure lo five members
of the organophusphate insecticide family. This was accomplished by
combining actual food consumption data with data on actual pesticide
residue levels, ’ _ T
Through this new analytical procedure, the committee estimated that for

some children, total organophosphate exposures may exceed the reference

dose. Furthermore, although the data were weak, the committee estimated
that for some children exposures could be sufficiently high to produce
symptoms of acute organephosphate pesticide poisoning,.

~ Compared to late-in-life exposures, exposures-to pesticides-early in life -
can lead lo a greater risk of chronic effects that are expressed only after

long latency periods have elapsed. Such effects include cancer, neurode-
velopmental impairment, and immune dysfunction. The committee devel-
oped new risk assessment methods to examine this issue.

Although seme 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 for changes in exposure and susceptibility with age. However, the
committee found that sufficient data are not currently available to permit

RECOMMENDATIONS

On the basis of its findings, the commiltee recommends that certain
changes be made in current regulatory practice. Most importanly, esti-
mates of expected total exposure to peslicide residues should reflect
the unique characleristics of the diets of infants and children and should
accounl also for all nondielary intake of pesticides. Estimates of exposure
should take inta account the fact that not all crops are treated with pesti-
cides that can be legally applied to those crops, and they should consider
the offects of food processing and storage. Exposure estimates should
recagnize that pesticide residues may be present on more than one food
commodity consumed by infants and children and thal more than one
pesticide may be present on one Jood sample. Lastly, determinations of
safe levels of exposure should take into consideration the physiological
factors that can place infants and children at greater risk of harm than
adulls. '

 wide application of these methods.... . - - -~ - S
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e Tolerances. Tolerances for pesticide residues on commadities are cur-
rently established by the EPA under PIFRA and FFDCA. A tolerance

~ concentration is defined under FFDCA as the maximum quantity of a
pesticide residue allowable on a raw agricultural commodity (RAC)

(FFDCA, Section 408) and in processed food when the pesticide 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 reflect the highest residue concentra-
tions likely under normal agricultural practice. More than 8,500 food
tolerances for pesticides are currently listed in the Code of Federal Regula-
tions (CFR). Approximately 8,350 of these tolerances are for residues on
raw commodities (promulgated under section 408) and about 150 are for
residues known to concentrate in processed foods {promulgated under
section 409).

The determination of what might be a safe level of residue exposure is

. made by considering the results of toxicological stidies of the pesticide’s
effects on animals and, when data are available, on humans. Both acute
and chrpnic effects, including cancer, are considered, although acute ef-
fects are treated separately. These data are used to establish human expo-
- sure guidelines (i.e., a reference dose, RfD) against which one can compare
the expected exposure. Exposure is a function of the amount and kind of
foods consumed and the amount and identity of the residues in the foods
(i.e., Theoretical Maximum Residue Contributions, TMRCs). If the TMRCs
exceed the RMD, then anticipated residues are calculated far comparison

wilh the proposed tolerance. The percent of crop acreage treated is also

_ _considered. If the anticipated-residues exceed the RfD, then the proposed
tolerance is rejected, and the manufacturer may recommend a new toler-
ance level.

Althnugh tolerances establish enforceable legal limits for pesttcnde resi-
dues in food, they are not based primarily on health considerations, and
they do not provide a good basis for inference about actual exposiires of
infants and children to pesticide residues in or on foods.

Tolerances constitute the anly toal that EPA has under the law for
controlling pesticide residues in food. To ensure that infants and children
are not exposed to unsafe levels of pesticide residues, the commitiee
recommends that EPA medify its decision-making process for setling
tolerances so that it is based more on health considerations than on
agricultural practices. These changes should incarporate the use of im-
proved estimates of exposure and more relevant loxicology, along with

continued consideration af the requirements of agricultural production.

As a result, human health considerations would be more fully reflected
in tolerance levels. Children should be able to eat a healthful diet

Excentice Summary 5 9

containing legql residues withaut encroaching on safely‘ margins. This
goal should be kept clear. -

-» Toxicity testing. The committee believes it is essential to develop toxic-
ity testing procedures that specifically evaluate the vulnerability of infants
and children. Testing must be performed during the developmental period
in appropriale animal models, and the adverse effects that may become
evident must be monitored over a lifetime. Of parliCular importance are
tests for neurotoxicity and toxicity to the developing immune and repro-
ductive systems. Extrapolatian of toxicity data from adult and adolescent

“laboratory animals to young humans may be inaccurate. Careful attention

to interspecies differences in pharmacokinetics and metabolism of pesti-
cides and the relative ages at which organ systems mature is essential. i
is also important to enhance understanding of developmental toxicity,

especially in humans, during critical periods of postnatal development.
“ inclading infancy and puberty. :

» Uncertainly factors. For toxic effects other than cancer or heritable
mutation, uncertainty factors are widely used to establish guidelines for

human expuosure on the basis of animal testing results. This is often done .
by dividing the no-vbserved-effect level (NOEL) found in animal tests by

an uncertainty factor of 100-fold. This factor comprises two separate fac-
tors of 10-fold each: one allows for uncertainty in extrapolating data from
animals to humans; the other accominodates variation within the human

population. Although the committee believes that the latter uncertainty -
... factor generally provides adequate protection for infants and children,

this population subgroup may be uniquely susceptible o chemical expo-
sures al particularly sensitive stages of development.

Al present, lo provide added protection during early development,
third uncertainty factor of 10 is applied to'the NOEL to develop the RfD.

‘This third 10-fold factor has been applied by the EPA and FDA whenever

toxicity studies and metabolic/ dxspo«:hon studies have shown fetal devel-
opmental effects.

Because there exist specific periods of vnlnerablhry during postnatal
develapment, the cominitlee recomimends that an uncertainty factor up
to the 10-fold faclor traditionally used by EPA and FDA for fetal develop-
mental toxicity should also be considered when there is evidence of postna-
tal developmental toxicity and when data from toxicity testing relative to
children are incomplete. The committee wishes to emphasize that this is
nol a new, additional uncertainty factor but, rather, an extended applica-
tionn of a uncertainty factor now routinely used by' the agencies for a
DAFTOWEr purpose.

In the absence of data to the contrarv, there should be a presumption -

of greater toxicity to infants and children. To validate this presumption,
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the sensitivity of mature and immature individuals should be studied
syslematically to expand the current limited data base on relative sensi-
livity.

» Food constimplion data. The committee recomimends that additional
data on the fond consumption patterns of infants and children be collected
within narrow age groups. The available data indicate that infants and
children consume much more of certain toods on a body weight basis
than do adults. Because higher exposures can lead to higher risks, it is
important to have accurate data on food consumption patterns for infants
and children. At present, data are derived from relatively small samples
and broad age groupings, making it difficult to draw conclusions about
the food consumption patierns of infants and children. Because the compo-

sition of a child’s diet changes dramatically from birth through childhood
and adolescence to maturity, “market basket” food consumption surveys
should include adequate samples of food consumption by children at 1.
_year intesvals up to age-5,by-children betweeri the ages of 5 and 10 years,
and by children between 11 and 1B years. Food mnsumptmn SUFveys
should be conducled periodically to ascertain changes in consunwption
patterns over hme

® Pesticide rcsm‘uc data. To maximize the utility of pesticide residue data
collected by various laboratories, the commitiee recommends the use of
comparable analytical methods -and standardized reporting procedures
and the establishment of a computerized dala base to collate data on
pesticide residues generated by different laboratories. Reports on pesticide
residue testing should describe the food commodity. analyzed-{whether
processéd or raw), the analytical methods used, the compounds for which
tests were conducted, quality assurance and eontrol procedures, and the
limit of quantification of the tests. All findings should be reportcd whether
or not the residue sought is found.

~In its surveillance of pesticide residues, FI?2A should increase the fre-
quency of sampling of the commaodities most likely 10 be consumed by
infants and children. The residue testing program should include all toxic
forms of the pesm:lde, for example, its metabolites and degradation
- products,

‘~Food residue mnmtmmg shoutd tar;,m a special “market basket” sur--

vey focused toward the diets of infants and children.

-Pesticide field trials currently conducted by pesticide manuiacturers in
support uf registration provide data on variation in residue concentrations
associated with different rates and methods of application. Such data

shonld be consulted to pmvu ¢ a basis for estimating potential maxitnun
residue levels,

Executive Summary ¢ 1

-More complete information is needed on the effects of food processing -
an levels of pesticides---both the parent compound and its metabolites—
in specific food-chemical combinations potentially present in the diets of
infants and children.

® Risk assessmient. All exposures to pesticides—ietary and nondietary—
need to be considered when evaluating the potential risks to infants and
children. Nondietary environmental sources of exposure include air, dirt,
indoor surfaces. lawns, and pets. '

~-Estimates of total dietary ex pnsuru should bc refined to consuder intake
of multiple pesticides with a common toxic effect. C onverling residues for
cach pesticide with a common mechanisay of action to toxicity equivalence
factors tor one of the compounds would provide one approach to estimat-
ing total residue levels in toxicalogically eqmvalent units.

O Comumphon of-pesticide residues in-waler is an iinportant polential

route of exposure. Risk assessment should include estimates of exposure
to pesticides in drinking water and in water as a component of processed
fouds.

Given adequate data on food consumption and restdues the commltlee
recomunends the use of exposure distributions rather than single point
data to characterize the likelihood of exposure to different concentrations
of pesticide residues. The distribution of average daily exposure of individ-
uals in the population of interest is most relevant for use in chronic
loxcity risk assessment, and the distribution of individual daily intakes -
is Focommended for evatuating acute toxicity. Ultimately, the collection
of suitable data an the distribution of exposures to pesticides will permit
an assessment of the propartion of the population that may be ai risk.

Although the committee considers the use of exposure distributions to

be more informative than point estimates of typical exposures, the dala

available to the commiltee did not always permit the distribution of expo-
sures o be well characterized. Existing food consumption surveys gener-
ally involve relatively small aumbers of infants and children, and food
consumplion data are colleeted for only a few days for each individual
surveyed. Depending on the purpose for which they were originally col-
lected. residue data may not reflect the actual distribution of pesticide
residues in the food supply Smee residue data are not developed and
reported in a'consistent fashion, itis generally not possible to pool data sets
derived from ditferent surveys. Consequently, the committee recommends
that guidetines be develuped for cansumplion and residue data permitting
charactenization of distobutions of dictary exposuare to pesticides.

The caommittee identificd important differences in susceptibility to the
toxic effucts of pestiades and expasure o pesticides in the diet with age.
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For cafcinogerﬁt effects, the committee proposed new mtﬁuds of cancer
risk assessment designed to take such differences into account. Prelimi-
nary analyses conducled by the committee suggest that consideration of

-such differences can lead to lifetime estimates of cancer risk thal can be

higher or lower than estimates derived with methods based on constant
exposure. However, undereslimation of risk assuming constant exposure
was limited to a factor of about 3- to 5-fold in all cases considered by the
conunittee. Because these results are based on limited data and specific
assumptions about the mechanisms- by which carcinogenic effects are
induced, the applicability of these conclusions under other conditions
should be established. :

Cuwrrently, most long-term laboratory studies of carcinogenesis and
other chronic end points are based on protocols in which the level of
exposure is held constant during the coursse of the study. To facilitate the
application of risk assessment melhods that allow for changes in exposure
and susceptibility with age, it would be desirable to develop. bioassay--—
protocols-that-provide direct information on the relative contribution of
exposures al different ages to lifetime risks. Although the commitiee does
consider it necessary to develop special bioassay protocols for mandatory
application in the regulation of pesticides, it would be useful to design
special studies to provide information an the relative effects of exposures
at different ages on lifetime cancer and other risks with selected chemical
carcinogens. :

In addition to pharmacodynamic models for cancer risk assessment,
the committee recommends the development and application of physio-

logically based pharmacokinetic models that describe the unique features - - -~ - - -
- of infantsand children. For example, differences in relative organ weights

_with age can be easily described in physiologic pharmacokinetic models;

special compartmenits for the developing fetus may also be incorporated.

Physiologically based pharmacokinetic models can be used to predict the
dose of the proximate toxicant reaching target lissues, and may lead o

more accurate estimates of risk.

In suinmary, better data on dietary expdsure to pesticide residues’

should be combined with improved information an the potentially
harmful effecis of pesticides on infants and children. Risk assessment
methods that enhance the ability to estimate the magnitude of these
effects should be developed, along with appropriate toxicological tests

- for perinatal and childhood toxicity. The commiltee’s recommendations

support the need to improve methods for estimating exposure and for
sefting lolerances to safeguard the health of infants and children.



HOW H.R. 1627 -- THE LEHMAN-BLILEY-ROWLAND BILL --
ADDRESSES ISSUES RAISED BY THE NAS REPORT REGARDING
PESTICIDES IN THE DIETS OF INFANTS AND CHILDREN

On June 29, 1993, the National Academy of Sciences (NAS) will release its report on pesticides in
the diets of infants and children. 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 sources on food consumption and pesticide residues, recommending
improvements in the risk assessment 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 reported 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 Consider 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, the 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. &

. Reqmres EPA to Consuder both Data on Actual Residue Levels on Foods and Consumptlon
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 Pmcess for Suspensnon and Cancellation of Pesticides When
Warranted — H.R. 1627 would remove tlme-consummg, legalistic paperwork constraints that

hinder EPA’s ability to cancel pesuclde reglstratxons 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 exist'mg pesticide tolerances (by integrating the review of tolerances
with pesticide reglstratmn review under FIFRA) to ensure that tolerances meet the law’s
health standards.

. Promotes Integrated Pest Management Techmques - 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 applications of certain pesticides, with a
special focus on crops cm:cal to a balanced, healthy diet.

b

June 25, 1993
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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 distcrtion about the report's conclusions is high.

The Grocery Manufacturers of America, Inc., is a trade 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 ed:tors who cover the industry about these issues.

oo 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
assessment 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 1mprovements in the risk

~ assessment process and suggest research pnontaes :

Initiated in 1988 at the request of Congress and funded by the Environmental
Protection Agency, the study has cost $1.1 mxlhon Dr. thp 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 with stringent quality assurance
. procedures and using tools' like integrated pest management our goal is to eliminate
~ detectable residues in flmshed food products.

A better understanding of the facts will result in sounder food safety deczswns and a
" more informed pubhc ‘ :

|

The Grocery Manufacturers of America » 1010 Wisconsin Ave., NW Suite 900 « Washington, DC » 202/337-9400
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The Academy's
scientific
recommendations. The Academy is expected to make numerous recommendations
centered around four general areas

*  Testing — Whenever possxble toxicity studies should be done on'juvenile
animals, not adults, when determining a safety level for children;

» Dietary information — Addmonal and better mformaﬂon on exactly what infants
and children eat should be gathered,

* Residue data — Add:t;ional actual residue (fdther than tolerence) information
should be collected for foods as consumed by the publiC' and,

» Risk Assessment Methodology — EPA should widely apply new statistical
methods in estlmatmg rlsk for children. :

GMA supports this approach to improving the safety of our food supply. These

improvements will ensure that the U.S. food supp!y continues to be the safest in the
world. -

i

H
i
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Children
may or may

not be | o -
- The Academy's report apparently.confirms the knowledge children
MOI€  have different dietary patterns than adults and their bodies handle
susceptible foods differently. They eat more than adults in relation to their body
. weight, they eat different foods, they eat a more limited variety of
to residues.  foods and their consumption habits ditfer. 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 |mmature systems than adults ‘

Children’s diets and metabollsms differ from adults. Stud;es indicate children may or
may not necessarily be more suscept/ble 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

: charactenstlcs of specific pesticides. :

Susceptibility is determined by characteristics of specific pesticides and by the degree
of development of exposed individuals 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 mcreased toxic suscept ibility among children lead to
additional safety studies. :

The Grocery Manufécturers of Ameri{:a * 1010 Wisconsin Ave., NW. « Suite 900 » Washington, DC'» 202/337-9400
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“Estimating

Risk™: “Estimating Risk," the case study chapter of the report, is reported
The NAS to contain three food case studies: aldicarb, benomyl and a worst
case model of mum-exposure resndues
case studies.

The three theoretlcal 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 cannot 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 reqmre manufacturers to provide chemlstry and toxicity
studies of proposed pesticides or 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 adverse 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 baséd 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 exposure that generates cancer formation.

Accepted daily intake represents the maximum daily amount of exposure over a lifetime
that individuals can have to a chemical without harmful effects. The ADI is calculated
by determining the maximum daily exposure that shows no effect in the most sensitive
animal species tested, studied throughout the lifetime of the animal. Researchers add
an ample safety factor — 100-fold to 1,000-fold — as'a safety cushion to account for =
the application of animal data to humans or for different segments of the population.

The Grocery Manufacturers of America ¢ 1010 Wisconsin Ave., NW « Suite 900 « Washington, DC » 202/337-9400
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The food | ,’ , |
su pply “America s food supply is safe ... If1 thought there was any doubt
is safe. about the safety of the food our children (and all of us) eat, | would

be among the first to act,-and act loudly ...
— Everett Koop, M.D., Sc.D.,
U.S. Surgeon General, 1981-89

“One of the most camprehens:ve reviews of the epldemlolog:c literature ever concluded
that synthetic chemicals are not a significant cause of human cancer . . . Nothing has
appeared in the scientific literature since publication of this review to mod:fy or qualify
that conclusion . . .Levels of synthet/c pesticide res:dues in food seem so low as to be

ofno consequence whatever."

— Archives of Internal Medicine
of the American Medical Assocuatlon,
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 availability of fruits, vegetables and other crops. When
used with adherence to strict gu1dehnes pesticides do not present a significant health
risk. .- t :

It is important to remember p|alnts under attack by pests often produce their own natural
pesticides. These natural substances can be more harmful to humans than synthetic
pesticides. The use of synthetlc pesticides inhibits p|ants protective formation of
natural pesticides. :

Advances in food production, ljnanufacturing 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 goaf of eliminating
residues in food consumed by the publlc ;

Indeed, for overall food safety,.the FDA and the World Health Organlzatvon ranked
pesticide residues fifth in priority, following microbiological contamination, nutritional
imbalances, environmental contaminants and naturally-occurring toxins.

The Grocery Manufacturers of America « 1010 Wisconsin Ave., NW » Suite 900 « Washington, DC « 202/337-9400
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resu latory, “There is n'o scientific evidence supporting a link between the proper
system iS application of pesticides and any ill health effects in humans.
. Moreover, there is no evidence that the approved use of pestzc:des
effective and contributes in any way to human cancer."

ComprehenSive — ' Lawrence Garfinkel, Director of Cancer Prevention,
) ‘ American Cancer Society '

An extensnve collaborative regulatory system, comprised of six
federaE agencies that spend more than $800 million each year, work with international
and state organizations to ensyre 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 establish 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 momtormg systems as well.

" Chemical manufacturers devote an average of nine years and tens of mnhons of dollars

- in research to determine if pesticides will meet EPA approval. If approved, EPA

- establishes detailed regulatlons for pesticide application. EPA also sets stringent
standards for safe levels of pestlc ide 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 mformatlon on pesticide reSIdues
overall dietary exposure to a pesticlde is measured.

Together, EPA, FDA and USDA consider the umque 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 group'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 pésticides 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.

The Grocery Manufacturers of America « 1010 Wisconsin Ave., NW « Suite 900 « Washington, DC » 202/337-9400
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food industry we believe hyster/a over pest:c:de residues is unwarranted ... In
takes every matters of food as well as other aspects of life, risks and benefits

. must be weighed against one another ... (O)ur conclusion is that,
precaution {0  in general, you can feel confident in the safety of what you eat.”

safeguard the - — Mayo Clinic Nutrition Letter

pUb“C health. - All segments of the food industry — farmers, manufacturers,
dlstnbutors and retailers — have a vested interest in the saféety
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 wolatlve resi dues were found in 99. 2 percent of all foods
sampled. |
I o
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 — eﬁec}ively safeguard the public and the food industry alike.

1
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For more information about pest:c:de residues, childhood numtfon risk assessment
regulatory practices and the food industry, contact the followrng md:wdua/s and
organizations. :

Jeffrey Nedelman

Vice President, Communications A _
Grocery Manufacturers of America ' . o
Washington, D.C. » 202/337-9400 !

General background, overview of food industry

Philip 8. Guzehan M.D. |

Head of Medical Toxicology/ Umversny 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

Marianne Neifert, M.D.

Director of Lactation Program/ Presbytenan-St Luke's Hospltai
Denver, CO » 303/869-1881 { N b
Children's health, pediatric nutrition ' o ‘ Lo

Ronald Kleinman, M.D. '

Chief of Pediatric Gastrointestinal and Nutrition Unit/ :
Massachusetts General Hospital | ‘ :
Boston, MA « 617/726-2930 :
Pediatric nutrition

Nancy S. Wellman, Ph.D., R.D.

Professor of Dietetics and Nutritior/ Flonda International Unlversny
Miami, FL » 305/348-2878

Pediatric nutrition, produce safety

Christine Bruhn, Ph.D., R.D.
Center for Consumer Researchf Unwersnty of Cahfomla——-Daws
Davis, CA » 916/752-2774
Produce safety, consumer attitudes .
Fergus Clydesdale, Ph.D. ’ ‘ |
Department of Food Sciencef University of Massachusetts
. Ambherst, MA ¢ 413/545-2275
Food science

The Grocery Manufacturers of America » 1010 Wisconsin Ave., NW » Suite 900 » Washington, DC « 202/337-9400
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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 E
i

i

Theodore Labuza, Ph.D. ‘

Department of Food Science, University of Minnesota
St. Paul, MN » 612/624-9701
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* ANALYSIS OF BILLS INTRODUCED IN THE 1030 CONGRESS ADDRESSING FOOD SAFETY AND RELEVANT CURRENT LAWS

SIDE-BY-SIDE ANALYSIS OF BILLS INTRODUCED IN THE 103p CONGRESS ADDRESSING FOOD SAFETY AND RELEVANT CURRENT LAWS

Current Law

The Federal Food, Drug & Cosmetic Act (FFDCA)
contains standards and procedures for EPA to set
pesticide tolerances (Le., the fegal Himit) for raw and
processed foods. The Federal Insecticide, Fungicide &
Rodenticide Act (FIFRA) rontains standards for the
sale and use of pesticides. Under FIFRA, a pesticide
may be registered only if EPA determines that its use
will not cause "any unreasonable risk to man or the
environment, taking into account the economic, social
and environmental costs and benefits” of using the
chemical.

Lebman-Bliley-Rowland (H.R. 1627)

Waxman-Kennedy (H.R. 872/S, 331)

The Lehman-Bliley-Rowland bill takes a comprehensive spproach to food safety
reform, by amending and harmonizing both FFDCA and FIFRA.

The Waxman-Kennedy bill takes a narrow appmﬁh to food safety reform by
amending only FFDCA and ignoring critical relationships with FIFRA such as
the standards and procedures for cancellation and suspension of registrations

and coordinating the schedule of tolerance review with FIFRA reregistration. || °
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SIDE-BY—SIDE ANALYSIS OF BILLS INTRODUCED IN THE 103p CONGRESS ADDRESSING FOOD SAFETY AND RELEVANT CURRENT LAWS

Current Law

Lehman-Blﬂey-Rowiand (H.R, 1627)

Waxmaa-l(ennedy (H.R. 872/S. 331)

—

Bifureated standard for raw and processed foods.

1. FFDCA § 408: EPA shali set "tolerances with
respect 1o the use in or on raw agricultural
commodities . . . {and] give appropriate cons;demion
among other relcvnm factors (1) to the necessity for
the production of an adequate, wholesome, and
economical food supply . . . .*

2 FFDCA § 409: For residues that concentrate in
processed foods, carcinogenic pesticides are prohibited
by Delaney clause and non-carcinogens are evaluated
as to whether they are “unsafe.” EPA has historically
interpreted the Delaney clause as sliowing {or de

A recent Court decision, however, has invalidated
_BPA's de minimis approach for § 409 processed food
tolerances, potentially requiring revocation of a series
of such tolerances. Linder EPA’s coordination policy,
not only would pesticides with revoked § 409 tolerances
be prohibited, but § 408 tolerances would also be
revoked (as well as FIFRA registrations).

minimis levels of pesticide residues on processed foods. '

Unltary standard for yuw and processed foods requiring protection of public
health cnder a protective narrative standard that reflects the
recommendations of the National Academy of Sciences.

In summary: BPA may not set & tolerance higher than the level adequate to
protect public heaith. In evalusting whether a tolerance is adequate to protect
public health, & two step process is established. BPA would first determine
whether dietary risk is negligible and, if it is greater than negligible, undertake
carcful analysis to ensure that public health is protected.

Specifically: Tolerances must be adequate to protect public health, and levels
that pose & negligible dietary risk automatically qualify. EPA shali by rule
identify factors and methods for determining whether a dietary risk is
negligible. Where reliable data are available, EPA must calculate dietary risk
using the percent of food actually treated with pesticide and the actual residue
levels on food. EPA must also consider USDA’s aggregate pesticide use and
residue data. . .
Tolerances that pose greater than negligible dictary risk are adequate to
protect public heaith if EPA determines that the risk is not unreasonable
because:

- Use of pesticide protects from adverse cffects to the public or the
environment that would, directly or indirectly, result in greater risk to the
public or environment than the dietary risk from the residue;

+  Substitute pesticide or pest control method has greater risk to workers, the
public, or the environment than the dietary risk of the pesticide residue; or

«  Unavailability of the pesticide would limit availability of an adequate,
wholesome, and economical food supply, taking into sccount regional and
domestic efTects, and such adverse effects are likely to outweigh the risk
posed by the pesticide residue.

Under this analysis: EPA cannot consider the ¢ffects on a registrant,

manufacturer, or marketer of the pesticide and must assess efforts to develop

aiternative methods of pest contml or pemdde chemicals that pou less than &
ncgligible risk.

BPA must consider, among other relevant factors: validity, completeness, and
reliability of data; nature of any toxic effects caused by chemical; reasonsble
sssumptions relevant to risk assessment; svailable information and reasonable
assumptions concemning dietary exposure levels of food consumers and major
dentifiable subgroups of food consumers; and available information and
reasonsble assumptions concerning vnmbmty of the sensitivities of major
identifiable groupe.

(8 308, p34-37)

Complicated comblnation of narrative and numerical standards, and provides
muthorization to create three different tolerances for each pesticide.

in summary: Depending upon the circumstances various combinations of the

!oliomng “negligible risk® standards apply:
must be reasonably certain to cause no harm to human heaith;

+  must provide for an ample margin of salety for special popnhtlon

groups;
cannot pose greater than a one in a million risk of cancer or other
adverse human heaith effect or one in 70 million for each year of the
first five years of life of exposed persons.

These standards could be used to set up to three different tolerances for food:

(1) at harvest; (2) when purchased at retail; or (3) after processing.

Specifically: Tolersnces may be Issued only if risk of dietary exposure is

negligible. Bxisting tolerances must be revoked for pesticides posing a putcr‘

than negligible dietary risk. The risk to human health from dietary exposure
is negligible only if:

Dmmyzxpombmmb!ycawinmcmmhmnwlmmm
and -~

For pesticides which have an identifiable effects threshold, the tolerance will
provide an ample margin of salety (Le., exposure must be 1/100th of the
animal *no observable effects level® (NOEL) or 1/10th of the human
NOEL) for each of the following population groups: 0-1 yrs; 1-2 yrs; 2-3
y1s; 34 yrx; 4-3 yrs; 6-10 yrs; 11-18 yrs; groups with special food
consumption pattems; entire population. EPA must consider the nature
of the toxic effects, including the prevalence of the same effects caused by
other chemicals; the validity, completeness, and refisbliity of the dats on
the pesticide; inter- and intra-species variability; and the possibility that
humans may be significantly more susceptible to effects than test animals;

For non-hreshold pesticides, the tolerance must meet the following
conditions: (1) the residue level will not cause or contribute, in
Individuals exposed to the residue, to a lifetime risk of adverse human
heaith effect that occurs at & rate of 1x10°® or that occurs at a rate of
1x10° divided by 70 for any single year during the first § years of the life
of the exposed person, using conservative risk assessment models; (2) the
residue level is the lowest effective jevel; and (3) In the case of processed
food, the residue level is the lowest level posﬂb!e in accordance with good
manufacturing practice.

{83, p6-14}

Benefit analysis for raw commodities but not for
processed foods.

Incorporates balanced consideration of imponnnt benefits resulting from the
use of the pesticide.
{# 308, p. 36-37}

Does not provide for the consideration of any benefits resulting from use of
the pesticide,
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SIDE-BY-SIDE ANALYSIS OF BILLS INTRODUCED IN THE 1030 CONGRESS ADDRESSING FOOD SAFETY AND RELEVANT CURRENT LAWS

Issue

Current Law

Lehmaa-Bliley-Rowland (H.R. 1627)

Waxman-Kennedy (H.R. 872/8. 331)

Standard for | Exposure

Analysis

In practice, EPA considers identifiable subgroups and
accounts for sensitivity and unusual food consumption
patierns through safety factors.

Incorporates reasonable exposure estimates that use reliable data on actual
percentages of food treated with pesticide, actual residue levels on food, and
USDA data on aggregate pesticidé use and residues. EPA must consider the
sensitivities of major identifiable subgroups.

{8 205, p. 34-35}

Uses unrealistic, worst-case exposure analysis. To calculate exposure, EPA

must:
Use only reliable, statistically significant data on dietary exposure of
people who have consumed food.

.+ Account for ali other tolerances for same pesticide.
Account for all other exposure sources for same pesticide, &g.
drinking water if date are gvailable.
Assume all food has residue at proposed or current residue level,
«  Assume cxposure by all other sources for the same pesticide,

including drinking water, if data are available.
Assume lifetime exposure.
Evatuate exposure for each of the following populstion groups: 0-1
yrs; 1-2 yrs; 2-3 yrs; 34 yrs; 4-5 yrs; 6-10 yrs; 11-18 yrs; groups with
special food consumption patterns; and entire population.

Special Exposure Rule — Provides for very limited use of actual exposure data.
EPA may calculate dietary exposure based on relisbie dats that provide a
valid statistical basis 1o identify the percentage of food in which the pesticide
actually occurs (but not at the actuai residue leveis). This percentage shall
not be less than the percentage of food consumed in an appropriate locality
and shail represent the highest level of exposure to such residue In the
country. EPA must reevaluate this calculation every two years.

{8 3, p..10-14}

| Standard for Exemptions

FFDCA § 408 allows EPA 10 exempt any pesticide
from & tolerance requirement where one would not be
necessary to protect public health,

Gives EPA the flexibility 10 exempt & pesticide from the tolerance requirement
where & tolerance is not needed to protect public health. Directs EPA to take
into account the factors for setting tolerances, in view of reasonably expected
dictary exposure. Doces not aliow exemptions unless there is & practical

detection method or EPA has made finding that there is no need for prtcuml .

detection method.
{# 305, p. 3940}

Allows EPA to exempt only if the pesticide is not 8 human or animal .
carcinogen and presents no risk 1o human health, including any individual ina
population subgroup, from dietary éxposure (using unreslistic, worst-case
exposure estimates). Does not aflow tolerances for pesticides that have .
exemptions. Docs not allow exemption unless there is a best available
practical detection method,

{$ 3, p. 1619)

No provision.

To eliminate uncertainty and confusion for consumers and producers, bili
provides, as a general matter, that States (or political subdivisions) are
prohibited from imposing 2 more restrictive regulatory limit (regarding
tolerance levels or waming labels) on recently registered pesticides and
pesticides approved for use in reregistration process on or after the enactment
of the bill unless:

1. Special focal conditions warrant othcrwise (as supported by valid data);

2. Restriction would not unduly biurden commerce; and

3. Restriction would not cause food to violate any Federal law.

To avoid pipeline provision (see discussion of pipeline provision below), State
must prove "unreasonable dictary risk® to State's citizens during the period of
likely availability.

{$ %05, p. 6267}

No provision to discourage potential ubiquitous and eonflicting State and local § 1

tolerances and warning labels,
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SIDE-BY-SIDE'ANALYSIS OF BILLS INTRODUCED IN THE 1030 CONGRESS ADDRESSING F 00D SAFETY AND RELEVANT CURRENT LAWS

Evaluation of Existing
| Tolermnces and Exemptions

Current Law

Lehman-Bliley-Rowland (H.R. 1627)-

Waxman-Kennedy (H.R. 872/8S.,-331)

EPA is not obliged to reevaluate tolerances. In
practice, EPA reviews tolerances and exemptions
during the FIFRA reregistration process. The 1988
FIFRA amendments require EPA to complete all pre-
1984 registrations within 9 years.

——

Harmonizes FIFRA and FFDCA. Directs EPA 10 conduct tolerance and
exemption reviews whenever it conducts a FIFRA reregistration.  As soon as
EPA has sufficient information with the respect to dietary risk of a particular
active ingredient, but in any event, no later than FIFRA reregistration, EPA
must determine whether the pesticide’s tolerances or exemptions meet the Act’s

requirements, determine whether additional tolerances or exemptions should be

issued, publish its findings, and promptly commence any pmcdmps warranted
by such determinations.
{8165, p. 18-19})

Sets up a rigid and rupid schedule that may conﬂ:ct with the FIFRA ‘
reregistyation process.

In the first year after enactment, EPA must evaluate all data on each
chemical that has a tolerance or exemption and determine whether data are
sufficient for EPA to detcrmine whether it meets standard or whether data
are insufficient to make such determination. '

If data are sufficient and EPA finds that the tolerance or exemption
meets the standard, EPA will publish-a determination to that effect; if it
does not meet the standard, EPA hes 1 year to modify or revoke it.

»  1f data arc insufficient, EPA will establish a data submission schedule. Jf
a deadline for submitting data is missed, and EPA did not authorize an
extension, ihe tolerance will automatically be revoked 45 days after the
missed deadline. (See discussion of data call-in requirements below.)

For chemicals for which data are insufficient, EPA must meet the
following schedule for-obtaining sufficient.dats and determining whether -
the tolerances or exemptions meet the standard:

i International Standards

Years after Enactment MM&WM
Enactment to Be Reviewed
2 0%
4 60%
6 0%
7 100%
‘ {8 4 p. 4650} .
| Pipeline No provision. In practice, EPA has on a casesby-case | Avoids unwarranted economic disruptions created by modification or _ Establishes & mechanism that will fikely result in unwarranted and potentially - §
' ‘ basis allowed zale of existing inventorics of food which | revocation by establishing a presumption for continued sale unless EPA severe economic disruptions following modificstion or revocation by requiring
has been treated in & lawful manner prior to the time a | determines otherwise. If EPA revokes or modifies tolerance or revokes sales to stop uniess EPA affirmatively finds that residucs pose a negligible *
pesticide a tolerance is revoked. exemption, food containing the residue will not be deemed unsafe if residue risk, &% set out for the tolerance standard. If EPA revokes or modifies ;
was present at time of regulation and does not exceed former residue fevel tolerance or revokes exemption, EPA may delay effectiveness of mguhllon for §
unless EPA determines that continued consumption of legally treated food foods that legally contain residue at time of publication of regulation if dietary |
would pose unreasonable dietary risk. exposure to residue poses negligible risk. Delay possible for period of t!me
(gmpmu required for food to be sold in course of usual practice,
{83, p.27:29)
i Considerstion of No provision. To assist BPA In developing effective tolerances efficiently, the bill directs EPA ] Contains no provisions directing EPA to consider potentlilly_ useful
) to consider the Codex Atimentarius Commission {Codex) maximum residue determination made by Codex:

Ievels (MRLs) and to explain any depertures from such levels,
{§ 305, p. 38}
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Practical Analytical Method

Current Law

SIDE-BY-SIDE ANALYSIS OF BILLS INTRODUCED IN THE 1030 CONGRESS ADDRESSING FOOD SAFETY AND RELEVANT CURRENT LAWS

Lehman-Bliley-Rowland (H.R. 1627)

Waxman-Kennedy (H.R. 872/8. 331)

FFDCA § 408 requires an analytical method for

residues of a pesticide before s tolerance can be issued.

Adopls a reasonable approach relying on EPA and FDA expertise (0 consider
enforcement needs. A tolerance-can only be established if there exists a
"practical method [or detecting and measuring® the pesticide, and the lolerance
is not lower than this detection limit. An exemption can only be established if
there exists & "practical method for detecting and measuring® the pesticide or

"EPA determines such a method is not necessary. BEPA has discretion to
1 evaluate what is practical.

{§ 303, p. 37-38, 40}

EPA must sct tolerances above the detection fimit of s “practical method,”
which is defined as 8 multi-residue method that can be performed routinely by
FDA. EPA is authorized to sct a tolerance where only a *non-practical®
method exists if the Agency uses the best available method (which must be
reevaluated every 2 years). Finaily, the bill would piace the heavy
administrative burden on EPA of reviewing all existing methods under the
above standard within 180 days of enactment. If an analytical method
associated with an existing tolerance is found to not meet requirements, it
must be revised within 3 years or the tolerance will be revoked automatically.
{§3,p.1416,1% § S, p. 50}

EPA has no data cail-in authority under § 408 but can
require data submission under FIFRA to support
reregistration of pesticide used on food or to support
tolerance or exemption petitions.

Adopts a (lexibie integrated approach to requiring additional data. If data are
necessary to support tolerances, EPA has three options to call it in:

1. FIFRA § 3(<)(2)(b).

2. TSCA g4

3. Or, only if options #1 and #2 are not available, after notice and comment, A

EPA may require submission of specific types of date, de:ignatm; who
must submit the data and when they must be submitted. ~ o
if data arc not submitted under option #1 or #2, EPA may revoke or modify
the tolerance. '
{§ 308, p. 50.53}

Sets the following rigid procedures for requiring additional data:

»  Insufficiency Finding: If EPA determines that data are insufficient to
support tolerance or exemption petition or that an existing tolerance or
exemption poses a greater than negligible risk to human health, EPA has
30 days to publish order requiring one or more parties to collect,
generate, and submit specific data by specific deadlines. ’

- Automatic Revoeation: Tolaunéa or exemptions are automatically revoked
45 days after missed deadline.

+  Extension: Prior to expiration of deadline, BPA can extend deadline if
EPA is notified prior to expiration and extraondinary circumstances
beyond the control of the person would prevent the submission.

*  Evaluatiom EPA has 90 days to evaiuate data. If action by EPA's own
tnitistive is necessary, EPA has 1 year to complete this sction from date
of determination.

" 30?‘ ”‘33-“.%48}

i Mutabolites and Degradation

No requirement for separate tolerances or exemptions.
in practice, EPA allows residues to pass through to
processed food if residues no greater than raw food
tolerance,

Considers the residues of metabolites or other degradation products to be
covered by and tolerance or exemption for the precursor substance if: (1) EPA
does not make sn adverse finding regarding the likelihood of the residue to
pose a greater or different risk than the precursor; (2) the residue level s
below the tolerance or exemption for the precursor substance on the food; and
(3) the tolerance or exemption for the food is not limited so as not to spply to
the regidue of the degradation product.

{8 05, p. 3233} _

Includes metabolites and degradation products in definition of pesticide
chemical and thus requires tolerances or exemptions for them.
($2,p.23) .

Jnsert Ingredients

EPA exempts most inerts from tolerance requirements
if they are "generally recognived as safe.*

Maintains curvent flexible approach. Chemicals that do not have tolerances -
because "generally recognized as safe® under § 408 or § 201 or that EPA
determines are described by § 201 shall be exempt from the requirement for s
tolerance. EPA will identify what substances covered by this. Exemption

- subject to revocation or modification.

{# 305, p. $5-36)

Provides for rigid mandstory evaluation of inerts. Within 90 days of
enactment, EPA must publish list of chemicals "generally recognized st safe”:
(GRAS) under FFDCA § 408 or § 409, Distributors of chemicals that sre not
on list but believed 1o qualify &8 GRAS must report identity of chemical to
EPA with dats supporting safencss. Within 270 days, EPA will determine
which of these chemicals are GRAS and therefore subject to exemption. This
exemption, however, I8 subject to the new revocation or mod[ﬁcltion
provisions contained in § 3 of the bill.
143, p. 4042)
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SIDE-BY-SIDE ANALYSIS OF BILLS INTRODUCED IN THE 1031) CONGRESS ADDRESSING F OOD SAFETY AND RELEVANT CURRENT LAWS

‘ Current Law

Lehman-Bliley-Rowland (H.R. 1627)

Waxman-Kennedy (H.R. 872/S, 331)

| Unsvoldable Persistence No provision. if tolerance or exemption is revoked and chemical unavoidably persists in the If tolerance or exemption is revoked and chemical unavoidably persists In the
environment, EPA may set o tolerance for the chemical that permits such environment, EPA must set a tolerance that is not greater than the lowest :
unavoidable residue to remain in such food. EPA shall periodically review this | level that permits only such unavoidable fevel to remain in food. EPA must i
tolerance and modify it so that it ullm only that level of the pesticide that is review the tolerance at least annually, '
unavoidsble, {§3,p 14)
{8 305, p. 59-60)
Tolerance (or Exemption) 1. .BEPA must file notice of receipt of petition. Changes to current procedures: Changes to current procedures:
Petition Procedure 2. Refernal to independent advisory committee st 1. Any person may file petition. 1. Any person may file petition.
option of EPA or petitioner. 2. Petition must include data on chemical's safety and residue levels. 1. Petition must include data on exposure and safety.
3. Alter decision, adversely sffected party may 3. Public notice of receipt of petition and possible publication of information 3. Public noticc and comment on petition. (Notice must include summary of
request hearing. in petition. safety and exposure data.) {
4. Decisions efter hearings are reviewable by Courtof | 4. No right to refermal to advisory committee. 4. No right to referrsl to advisory committee.
Appeals according 10 substantial evidence standard. | (§ 308, p. 4049} 5. Requires EPA to prioritize petitions for chemicals that appear to pose a

significantly lower risk than tolerances in effect for similar uses.
6. Gives any adversely affected party (not fimited to economic adverse

. effects) the right to challenge tolerance decision.

7. EPA has burden of proof when decision appealed o courts.

|
8. Count assesses whether data adequate to support tolerance or exemptlion. :

9. Attomneys’ fees and costs awarded to pxeva:lmg petitioner.

{£3, p. 1926}

Telerance Fees

EPA may collect fees to pay for processing tolerance Same ag current law. Dramaticslly expands EPA authority to collect funds by authoriring EPA to
petitions. {8 308, p. 61-62) assess annual fees for tolersnces and exemptions.
{83 p.43 86, p. 51}
Registration Camcellation 1. EPA must consult with Sccretary of Agriculture Simplifies procedures, No provision.
Precedure and FIFRA Science Advisory Panel, respectively, 1. EPA must consult with USDA, FDA, EPA Scientific Peer Review
regarding cancellation’s agricultural economic Committee, and pesticide registrants.
} impact and heaith and environmental impact of -2 Advance notice of proposed rulemaking or notice not to.cancel registration - - .
canceflation. with 60 day comment period. Notice and comment rutemaking with 90 day ’
1. Notice and comment rulemaking required. comment period
3. Adversely affected party may obtain formal 3. Opportunity for informal {act-finding hearing after close of comment
sdjudicatory hearing. period.
4. Judicial review in Cournt of Appesls; standard of 4. Current judicisl review prcmsion retained.
review ~ gsubstantial evidence when considered on {§ 102, p. 2-16}
the record as a whole.
Registration Sespension EPA may not issue » suspension order until a Removes linkage between suspeasion and cancellation by allowing EPA to issue | No provision.
Procedure . canceflation notice Is issued. an emergency suspension onder prior to issuance of a cancellation notice. |
Integrated Pest Managemont No provision. Requires EPA and USDA to research, develop, and disseminate integrated pest | No provision. -
. management techniques and other pest control methods to reduce or eliminate
spplications of pesticides which poee a greater than negligible dictary risk to
humans, with s special focus on crops critical to & balanced, heaithy diet and
which are considered as minor crops in terms of acreage produced.
Collection of Pesticids Use No provision. Requires USDA to collect significant data on the use pesticides to control pests | No provision.
Data and diseases of major crops and crops of dietary significance to assist in

developing information relevant to pesticide regulatory decisions.
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GROCERY MANUFACTURERS OF AMERICA

REGULATORY AND LEGISLATIVE ISSUES ON FOOD SAFETY REFORM

.GMA is the national trade association for more than 130 compames wh1ch manufacture 85
percent of the food and grocery products primarily sold in retail outlets in the U.S. and
_internationally. Member companies employ more than 2.5 tmlllon people and have total

annual sales exceedlng $360 billion. GMA and its members strwe to ensure that the Nation
enjoys a safe nutrmous and economic food supply

- EXECUTIVE SUMMARY

The Federal Food Drug & Cosmetlc Act contains a provmon called the "Delaney Clause"

- which provides that no "food additive which is found to induce cancer when mgested by man -

or animal” is allowed in processed foods. Taken hterally, 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) has regulated pest1c1de residue |
tolerances in processed foods based on negligible risk -- also referred to as de minimis risk.

. This policy is founded on the prenuse that applying a "zero risk" standard, in the strictest

sense of the term, is inappropriate given the minute levels detectable by modern pesticide-
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 risk approach is

inflexible, impractical, and 0ut-0f-date w1th modern technology

A recent court dec151on however has 1nvahdated EPA’s negligible rtisk approach,

threatening the availability of certam pesticides and the continued ability of grocery '
manufacturers to provide the Nation with an ‘adequate, wholesome, and economic food

R' ‘supply. In response ‘to the case, EPA is seeking suggestions on how to address the

fundamental problems posed by the Delaney Clause as well as other related pesticide
regulation issues. GMA has submitted comments to the Agency which provide a sound basis
for developing a regulatory solution that will allow continued use of vital pesticides. GMA
is also supporting Federal legislation (H.R. 1627, the ‘Lehman-Bliley-Rowland bill), which -
would establish a clear neghg1ble risk standard, in lieu of the zero risk concept,.and would
address other important issues, such as nationally uniform food safety laws.

+

~ THE PROBLEM --',:WHY WE NEED FOOl) SAF ETY REFORM

. Impact of the Emstmg Statutory Scheme and the "Delaney Paradox" - Although the

regulatory and sc1ent1flc communities ‘agree that 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 prohlblted

Congressional Inaction -- Congress has recognized the problems with the statutory
scheme, but over the ]ast 10 years has been unsuccessful in passmg legtslanon 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. Court of Appeals in the Ninth Circuit.
This decision threatens the balance that EPA has struck in its implementation of the
Federal laws. The Court decided that EPA had inappropriately established de

~minimis tolerances for four pesticides on processed foods, favoring a literal readmg
of the zero risk standard in the Delaney Clause.

Potennal Severe Impact of the Court Decision - The Court decision could lead to -

precipitous and unwarranted revocation of several pesticide tolerances and adversely
-affect the ava1lab111ty 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. -
o | A ‘ , v

RECENT ACTIVITIES TO PROMOTE WORKABLE
REGULATORY AND LEGISLATIVE SOLUTIONS
Regulatory Activities -- EPA has the opportumty to settle much of the dlsruptlon
- caused by the recent Court decision with appropriate regulatory action. . Indeed, EPA
has solicited public input-on the appropriate 1mplementanon of the Court decision
and on EPA’s pesticide: tolerance policies in, general. GMA has given EPA

comments that provide a sound basis for a reasonable and appropriate pesticide

policy that lmplements the Court dec1510n These suggestlons include:

. Abandon Unnecessary Coordination Policy -- GMA is urging EPA to ahandon
' its current informal policy of prohibiting all tolerances, including raw food
tolerances, of pesticides that are ineligible for a processed food tolerance due

to the Delaney Clause This pohcy was a departure from the Food and Drug \

-2‘-‘_ o ' I May 13, 1993

-y



f

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-concéived
coordination policy and not automatically cancel existing raw food tolerances
of pesticides whose processed food tolerances are revoked in response to the
recent Court deCISIOIl

. -Make Scientzﬁcally Valid Decisions -- GMA is requesting EPA to improve its
risk -analyses by using use data on realistic, rather than exaggerated, worst-
case, hypothetical, residue level assumptions in evaluating pesticides. Also,
GMA urges EPA to scrutinize carefully all relevant toxicological data.before
concluding that a: chemlcal 'induces cancer" and thus is subject to the Delaney
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.

. 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 to 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 regulatmn

Presently, there is a great deal of activity on these issues in the Congress. Two
recently introduced bills address pesticide residues -- H.R. 1627 (the Lehman-Bliley-
Rowland bill) and H.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 Ethe two bills, the Lehman-Bliley-Rowland broad- -scoped
approach elearly prowdes the more workable and effective solution to the problems

'EPA faces in pesticide regulatlon GMA therefore supports the Lehman-Bliley-

Rowland bill, which would address:

. Delaney Reform --E The bill establishes a workable negligible risk standard for

‘ tolerances for both ‘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 existing Delaney Clause. .

. National Uniformity -- The bill provides for nationally uniform pesticidev

tolerances and warning labels, while allowing States to establish their own
requirements when special local conditions warrant or when important health

and safety data are lacking for recently—reglstered pesticides or those that have

not been re- reglstered

& - Harmonization oﬂFederal Food Safety Laws -- The bill mandates the review

* and evaluation of dietary risk during the re-registration program now in place

for older pesticides as the top priority; and removes time-consuming, legalistic

paperwork constraints that hinder the 'EPA’s ability to cancel pesticide
registrations and prohlblt pesticide use 1n emergency 51tuat10ns

For further information, please contact Judith Thorman at Grocery Manufacturers of
America, Inc. (2{)2) 337-9400. \ : :

.

- -4- L May 13, 1993 .



July 8, 1993 \«AQAUO{‘LCQQ é;}i C}T Qﬁ}{ﬂb
TO: Carol H. Rasco y Li}t

FROM: Bill Galston W NGD‘A
SUBJ: Judith Thorman meeting ‘ &MQ uw % (}Q .
* “ [V

I did indeed meet with Judith Thorman who is something like (lJ
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 CQJXPI&J
bills ("Lehman-Bliley”) now before the Congress. Lehman-Bliley
represents a pro-producer and pro-industry approach that is Oﬁ
unacceptable to the environmental community--and to Rep. Waxman /

and Sen. Kennedy, who are sponsoring a competing bill. L.
The pesticide working group I'm chairing is trying to find a ﬁI)C;;
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 CNQQLUYﬂk
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 gﬁh&)
group's efforts are moving into high gear. ‘ \{yY&LUAM
I attach a copy of GMA's most recent annual report. |
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