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TITLE 21 - FOOD AND DRUGS
CHAPTER 9 - FEDERAL FOOD, DRUG AND COSMETI C ACT

SUBCHAPTER |V - FOCD

- HEAD-

Sec. 346a. Tol erances and exenptions for pesticide chem cal

r esi dues

- STATUTE-
(a) Requirenent for tol erance or exenption
(1) General rule
Except as provided in paragraph (2) or (3), any pesticide
chem cal residue in or on a food shall be deened unsafe for the
pur pose of section 342(a)(2)(B) of this title unless -

(A) a tolerance for such pesticide chem cal residue in or on
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such food is in effect under this section and the quantity of
the residue is within the limts of the tol erance; or
(B) an exenption fromthe requirenent of a tolerance is in

effect under this section for the pesticide chem cal residue.

For the purposes of this section, the term"food", when used as a
noun w thout nodification, shall nmean a raw agricultural
comodity or processed food.
(2) Processed food

Not wi t hst andi ng par agraph (1) -

(A) if atolerance is in effect under this section for a
pesticide chem cal residue in or on a raw agricultural
comodity, a pesticide chemcal residue that is present in or
on a processed food because the food is made fromthat raw
agricultural commodity shall not be considered unsafe within
t he meani ng of section 342(a)(2)(B) of this title despite the
| ack of a tolerance for the pesticide chem cal residue in or on
the processed food if the pesticide chem cal has been used in
or on the raw agricultural commobdity in conformty with a
t ol erance under this section, such residue in or on the raw
agricultural compdity has been renoved to the extent possible
I n good manufacturing practice, and the concentration of the

pesticide chem cal residue in the processed food is not greater
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than the tol erance prescribed for the pesticide chem cal
residue in the raw agricultural commodity; or
(B) if an exenption for the requirenent for a tolerance is in

effect under this section for a pesticide chem cal residue in

or on a raw agricultural comodity, a pesticide chem cal

residue that is present in or on a processed food because the

food is nade fromthat raw agricultural conmmodity shall not be

consi dered unsafe within the neaning of section 342(a)(2)(B) of

this title.
(3) Residues of degradation products

|f a pesticide chem cal residue is present in or on a food
because it is a netabolite or other degradation product of a
precursor substance that itself is a pesticide chemcal or
pesticide chem cal residue, such a residue shall not be
considered to be unsafe within the nmeani ng of section
342(a)(2)(B) of this title despite the lack of a tol erance or
exenption fromthe need for a tol erance for such residue in or on
such food if -

(A) the Adm nistrator has not determ ned that the degradation
product is likely to pose any potential health risk from
dietary exposure that is of a different type than, or of a

greater significance than, any risk posed by dietary exposure
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to the precursor substance;

(B) either -
(i) atolerance is in effect under this section for
resi dues of the precursor substance in or on the food, and
the conbi ned | evel of residues of the degradation product and
the precursor substance in or on the food is at or below the
stoichionetrically equivalent |evel that would be permtted
by the tolerance if the residue consisted only of the
precursor substance rather than the degradation product; or
(i1) an exenption fromthe need for a tolerance is in
effect under this section for residues of the precursor

substance in or on the food; and

(C the tolerance or exenption for residues of the precursor

substance does not state that it applies only to particul ar
named substances and does not state that it does not apply to
resi dues of the degradation product.
(4) Effect of tolerance or exenption
Wiile a tolerance or exenption fromthe requirenent for a
tolerance is in effect under this section for a pesticide
chem cal residue with respect to any food, the food shall not by
reason of bearing or containing any anount of such a residue be

considered to be adulterated within the nmeaning of section
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342(a) (1) of this title.
(b) Authority and standard for tol erance
(1) Authority
The Adm nistrator may issue regul ations establishing,
nodi fyi ng, or revoking a tolerance for a pesticide chem cal
residue in or on a food -
(A) in response to a petition filed under subsection (d) of
this section; or
(B) on the Admnistrator's own initiative under subsection

(e) of this section.

As used in this section, the term"nodify" shall not nean
expandi ng the tol erance to cover additional foods.
(2) Standard
(A) CGeneral rule
(i) Standard
The Adm nistrator may establish or leave in effect a
tol erance for a pesticide chemcal residue in or on a food
only if the Admnistrator determnes that the tolerance is
safe. The Adm nistrator shall nodify or revoke a tolerance if
the Adm nistrator determnes it is not safe.
(ii) Determnation of safety

As used in this section, the term"safe", with respect to a
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tol erance for a pesticide chem cal residue, nmeans that the
Adm ni strator has determ ned that there is a reasonable
certainty that no harmw Il result from aggregate exposure to
the pesticide chem cal residue, including all anticipated
di etary exposures and all other exposures for which there is
reliable information.
(1i1) Rule of construction

Wth respect to a tolerance, a pesticide chem cal residue
neeting the standard under clause (i) is not an eligible
pesticide chem cal residue for purposes of subparagraph (B).

(B) Tolerances for eligible pesticide chem cal residues

(i) Definition

As used in this subparagraph, the term"eligible pesticide
chem cal residue" nmeans a pesticide chemcal residue as to
whi ch -

(1) the Admnistrator is not able to identify a |evel of
exposure to the residue at which the residue wll not cause
or contribute to a known or anticipated harmto human
health (referred to in this section as a "nonthreshold
effect");

(I'1) the lifetinme risk of experiencing the nonthreshold
effect is appropriately assessed by quantitative risk

assessnment; and
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(I'11) with regard to any known or anticipated harmto
human health for which the Adm nistrator is able to
identify a level at which the residue will not cause such
harm (referred to in this section as a "threshold effect"),
the Adm nistrator determnes that the | evel of aggregate
exposure i s safe.
(ii) Determ nation of tolerance

Not wi t hst andi ng subparagraph (A) (i), a tolerance for an
el igible pesticide chem cal residue may be left in effect or
nodi fi ed under this subparagraph if -
(1) at least one of the conditions described in clause
(itii) is met; and
(1'l') both of the conditions described in clause (iv) are
met .
(1i1) Conditions regardi ng use

For purposes of clause (ii), the conditions described in
this clause wwth respect to a tolerance for an eligible
pesticide chem cal residue are the foll ow ng:

(1) Use of the pesticide chem cal that produces the
resi due protects consuners from adverse effects on health
that woul d pose a greater risk than the dietary risk from

t he residue.
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(I'l) Use of the pesticide chem cal that produces the
residue is necessary to avoid a significant disruption in
domesti c production of an adequate, whol esone, and
econom cal food supply.

(iv) Conditions regarding risk

For purposes of clause (ii), the conditions described in

this clause wwth respect to a tolerance for an eligible

pesticide chem cal residue are the foll ow ng:
(1) The yearly risk associated wth the nonthreshol d
effect from aggregate exposure to the residue does not
exceed 10 tinmes the yearly risk that would be all owed under
subpar agraph (A) for such effect.
(I'l) The tolerance is limted so as to ensure that the
risk over a lifetinme associated with the nonthreshold
effect from aggregate exposure to the residue is not
greater than twice the lifetine risk that would be all owed
under subparagraph (A) for such effect.
(v) Review

Five years after the date on which the Adm ni strator nmakes
a determnation to leave in effect or nodify a tol erance
under this subparagraph, and thereafter as the Adm nistrator
deens appropriate, the Adm nistrator shall determ ne, after

noti ce and opportunity for coment, whether it has been
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denonstrated to the Adm nistrator that a condition described
in clause (iii)(l) or clause (iii)(ll) continues to exi st
Wi th respect to the tolerance and that the yearly and
lifetime risks from aggregate exposure to such residue
continue to conply with the limts specified in clause (iv).
| f the Adm nistrator determ nes by such date that such
denonstrati on has not been nmade, the Adm nistrator shall, not
| ater than 180 days after the date of such determ nation,
i ssue a regul ation under subsection (e)(1l) of this section to
nodi fy or revoke the tol erance.
(vi) Infants and children
Any tol erance under this subparagraph shall neet the
requi renments of subparagraph (O
(C Exposure of infants and chil dren
I n establishing, nodifying, leaving in effect, or revoking a
tol erance or exenption for a pesticide chem cal residue, the
Adm ni strator -
(1) shall assess the risk of the pesticide chem cal residue
based on -
(1) available informati on about consunption patterns
anong infants and children that are likely to result in

di sproportionately high consunption of foods containing or
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bearing such residue anong infants and children in
conparison to the general popul ation;

(I'l) available information concerning the speci al
susceptibility of infants and children to the pesticide
chem cal residues, including neurol ogical differences
between infants and children and adults, and effects of in
utero exposure to pesticide chem cals; and

(I'11) avail able information concerning the cumul ative
effects on infants and children of such residues and ot her

subst ances that have a common nechani smof toxicity; and

(ii) shall -

(1) ensure that there is a reasonable certainty that no
harmwi |l result to infants and children from aggregate
exposure to the pesticide chem cal residue; and

(I'l) publish a specific determ nation regarding the
safety of the pesticide chem cal residue for infants and

chi | dren.

The Secretary of Health and Human Services and the Secretary of
Agriculture, in consultation with the Adm nistrator, shal
conduct surveys to docunent dietary exposure to pesticides
anong infants and children. In the case of threshold effects,

for purposes of clause (ii)(l) an additional tenfold margin of
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safety for the pesticide chem cal residue and ot her sources of
exposure shall be applied for infants and children to take into
account potential pre- and post-natal toxicity and conpl et eness
of the data with respect to exposure and toxicity to infants
and children. Notw thstandi ng such requirenent for an
additional margin of safety, the Adm nistrator nmay use a
different margin of safety for the pesticide chem cal residue
only if, on the basis of reliable data, such margin will be
safe for infants and chil dren.
(D) Factors

I n establishing, nodifying, leaving in effect, or revoking a
tol erance or exenption for a pesticide chem cal residue, the
Adm ni strator shall consider, anong other relevant factors -

(i) the validity, conpleteness, and reliability of the
avai |l abl e data from studi es of the pesticide chem cal and
pestici de chem cal residue;

(ii) the nature of any toxic effect shown to be caused by
the pesticide chem cal or pesticide chem cal residue in such
st udi es;

(iii) available informati on concerning the relationship of
the results of such studies to human ri sk

(iv) available informati on concerning the dietary
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consunption patterns of consuners (and major identifiable
subgr oups of consuners);

(v) available information concerning the cunul ative effects
of such residues and ot her substances that have a conmmon
mechani sm of toxicity;

(vi) available informati on concerni ng the aggregate
exposure |l evels of consuners (and nmajor identifiable
subgroups of consuners) to the pesticide chem cal residue and
to other related substances, including dietary exposure under
the tolerance and all other tolerances in effect for the
pesticide chem cal residue, and exposure from ot her non-
occupati onal sources;

(vii) available information concerning the variability of
the sensitivities of nmjor identifiable subgroups of
CONSuUners;

(viii) such information as the Admi nistrator may require on
whet her the pesticide chem cal may have an effect in humans
that is simlar to an effect produced by a naturally
occurring estrogen or other endocrine effects; and

(ix) safety factors which in the opinion of experts
gqualified by scientific training and experience to eval uate
the safety of food additives are generally recogni zed as

appropriate for the use of ani mal experinentation data.
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(E) Data and information regardi ng antici pated and act ual

resi due | evel s
(i) Authority

In establishing, nodifying, leaving in effect, or revoking
a tolerance for a pesticide chem cal residue, the
Adm ni strator may consi der avail able data and information on
the anticipated residue | evels of the pesticide chemcal in
or on food and the actual residue |evels of the pesticide
chem cal that have been nmeasured in food, including residue
data col |l ected by the Food and Drug Adm nistration.
(i1) Requirenent

If the Admnistrator relies on anticipated or actual
residue levels in establishing, nodifying, or leaving in
effect a tolerance, the Admi nistrator shall pursuant to
subsection (f)(1) of this section require that data be
provided five years after the date on which the tolerance is
established, nodified, or left in effect, and thereafter as
the Adm ni strator deens appropriate, denonstrating that such
residue |levels are not above the levels so relied on. |If such
data are not so provided, or if the data do not denonstrate
that the residue |l evels are not above the levels so relied

on, the Adm nistrator shall, not later than 180 days after
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the date on which the data were required to be provided,

i ssue a regul ation under subsection (e)(1l) of this section,

or an order under subsection (f)(2) of this section, as

appropriate, to nodify or revoke the tolerance.
(F) Percent of food actually treated

In establishing, nodifying, leaving in effect, or revoking a
tol erance for a pesticide chem cal residue, the Adm nistrator
may, when assessing chronic dietary risk, consider avail able
data and information on the percent of food actually treated
with the pesticide chemcal (including aggregate pesticide use
data coll ected by the Departnent of Agriculture) only if the
Adm ni strator -

(i) finds that the data are reliable and provide a valid
basis to show what percentage of the food derived from such
crop is likely to contain such pesticide chem cal residue;

(i1i1) finds that the exposure estimate does not understate
exposure for any significant subpopul ati on group;

(ii1) finds that, if data are avail able on pesticide use
and consunption of food in a particular area, the popul ation
in such area is not dietarily exposed to residues above those
estimated by the Adm nistrator; and

(iv) provides for the periodic reevaluation of the estimte

of anticipated dietary exposure.
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(3) Detection nethods
(A) General rule
A tolerance for a pesticide chemcal residue in or on a food
shal | not be established or nodified by the Adm nistrator
unl ess the Adm nistrator determnes, after consultation with
the Secretary, that there is a practical nmethod for detecting
and neasuring the levels of the pesticide chenmical residue in
or on the food.
(B) Detection limt
A tolerance for a pesticide chemcal residue in or on a food
shall not be established at or nodified to a |evel |ower than
the limt of detection of the nethod for detecting and
measuring the pesticide chem cal residue specified by the
Adm ni strator under subparagraph (A).
(4) International standards
In establishing a tolerance for a pesticide chem cal residue in
or on a food, the Adm nistrator shall determ ne whether a maxi mum
residue level for the pesticide chem cal has been established by
t he Codex Alinentarius Comm ssion. |If a Codex maxi mum residue
| evel has been established for the pesticide chemcal and the
Adm ni strator does not propose to adopt the Codex |evel, the

Adm ni strator shall publish for public coment a notice
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expl ai ning the reasons for departing fromthe Codex |evel.
(c) Authority and standard for exenptions
(1) Authority
The Adm nistrator may issue a regul ation establishing,
nodi fyi ng, or revoking an exenption fromthe requirenent for a
tol erance for a pesticide chem cal residue in or on food -
(A) in response to a petition filed under subsection (d) of
this section; or
(B) on the Admnistrator's initiative under subsection (e) of
this section.
(2) Standard
(A) General rule
(i) Standard
The Adm nistrator may establish or | eave in effect an
exenption fromthe requirenent for a tolerance for a
pesticide chem cal residue in or on food only if the
Adm ni strator determ nes that the exenption is safe. The
Adm ni strator shall nodify or revoke an exenption if the
Adm ni strator determnes it is not safe.
(ii) Determnation of safety
The term"safe", wth respect to an exenption for a
pesticide chem cal residue, neans that the Adm nistrator has

determ ned that there is a reasonable certainty that no harm
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will result from aggregate exposure to the pesticide chem ca

residue, including all anticipated dietary exposures and all

ot her exposures for which there is reliable informtion.
(B) Factors
In making a determ nation under this paragraph, the
Adm ni strator shall take into account, anong ot her relevant
consi derations, the considerations set forth in subparagraphs
(© and (D) of subsection (b)(2) of this section.
(3) Limtation

An exenption fromthe requirenment for a tolerance for a
pesticide chem cal residue in or on food shall not be established
or nodified by the Adm nistrator unless the Adm nistrator
determ nes, after consultation with the Secretary -

(A) that there is a practical nmethod for detecting and
measuring the levels of such pesticide chem cal residue in or
on food; or

(B) that there is no need for such a nethod, and states the
reasons for such determ nation in issuing the regul ation
establishing or nodifying the exenption.

(d) Petition for tol erance or exenption
(1) Petitions and petitioners

Any person may file wwth the Admnistrator a petition proposing
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t he i ssuance of a regulation -
(A) establishing, nodifying, or revoking a tolerance for a
pesticide chemi cal residue in or on a food; or
(B) establishing, nodifying, or revoking an exenption from
the requirenent of a tolerance for such a residue.
(2) Petition contents
(A) Establishnment
A petition under paragraph (1) to establish a tol erance or
exenption for a pesticide chem cal residue shall be supported
by such data and infornmation as are specified in regul ations
| ssued by the Admi nistrator, including -

(1)(l) an informative sumary of the petition and of the
data, information, and argunents submtted or cited in
support of the petition; and

(I'l) a statenent that the petitioner agrees that such
summary or any information it contains nay be published as a
part of the notice of filing of the petition to be published
under this subsection and as part of a proposed or final
regul ation i ssued under this section;

(ii) the nanme, chem cal identity, and conposition of the
pesticide chem cal residue and of the pesticide chem cal that
produces the residue;

(1i1i) data showi ng the recommended anount, frequency,
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nmet hod, and tinme of application of that pesticide chem cal;

(iv) full reports of tests and investigations made with
respect to the safety of the pesticide chem cal, including
full information as to the nethods and controls used in
conducting those tests and investigations;

(v) full reports of tests and investigations made wth
respect to the nature and anmount of the pesticide chenica
residue that is likely to remain in or on the food, including
a description of the analytical nethods used;

(vi) a practical nethod for detecting and neasuring the
| evel s of the pesticide chemcal residue in or on the food,
or for exenptions, a statenent why such a nethod is not
needed;

(vii) a proposed tol erance for the pesticide chem cal
residue, if a tolerance is proposed;

(viii) if the petition relates to a tolerance for a
processed food, reports of investigations conducted using the
processi ng nmet hod(s) used to produce that food,;

(ix) such information as the Adm nistrator may require to
nmake the determ nati on under subsection (b)(2)(C of this
section;

(x) such information as the Adm nistrator may require on
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whet her the pesticide chem cal may have an effect in hunans
that is simlar to an effect produced by a naturally
occurring estrogen or other endocrine effects;

(xi) information regarding exposure to the pesticide
chem cal residue due to any tol erance or exenption already
granted for such residue;

(xi1) practical nethods for renoving any anount of the
resi due that woul d exceed any proposed tol erance; and

(xi1i) such other data and information as the Adm nistrator

requires by regulation to support the petition.

If information or data required by this subparagraph is
avai lable to the Adm nistrator, the person submtting the
petition may cite the availability of the information or data
inlieu of submtting it. The Adm nistrator may require a
petition to be acconpani ed by sanples of the pesticide chem cal
Wi th respect to which the petition is filed.
(B) Modification or revocation

The Adm nistrator may by regul ation establish the
requirenments for information and data to support a petition to
nodi fy or revoke a tolerance or to nodify or revoke an

exenption fromthe requirenent for a tolerance.

(3) Notice
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A notice of the filing of a petition that the Adm nistrator
determ nes has net the requirenents of paragraph (2) shall be
publ i shed by the Admi nistrator within 30 days after such
determ nation. The notice shall announce the availability of a
description of the analytical nethods available to the
Adm ni strator for the detection and neasurenent of the pesticide
chem cal residue with respect to which the petition is filed or
shall set forth the petitioner's statenent of why such a nethod
I's not needed. The notice shall include the summary required by
paragraph (2)(A) (i) ().

(4) Actions by the Adm nistrator
(A In general
The Adm nistrator shall, after giving due consideration to a
petition filed under paragraph (1) and any ot her information
avai l able to the Adm nistrator -
(i) issue a final regulation (which may vary fromthat
sought by the petition) establishing, nodifying, or revoking
a tolerance for the pesticide chem cal residue or an
exenption of the pesticide chem cal residue fromthe
requi rement of a tolerance (which final regul ation shall be
i ssued without further notice and w thout further period for
public coment);

(i11) issue a proposed regul ation under subsection (e) of
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this section, and thereafter issue a final regulation under
such subsection; or
(ii1i) issue an order denying the petition.

(B) Priorities

The Adm nistrator shall give priority to petitions for the
establi shnment or nodification of a tolerance or exenption for a
pesticide chemi cal residue that appears to pose a significantly
| ower risk to human health fromdi etary exposure than pesticide
chem cal residues that have tol erances in effect for the sane
or simlar uses.
(C) Expedited review of certain petitions

(i) Date certain for review

If a person files a conplete petition with the

Adm ni strator proposing the issuance of a regul ation

establishing a tol erance or exenption for a pesticide

chem cal residue that presents a lower risk to human heal th

than a pesticide chem cal residue for which a tol erance has

been left in effect or nodified under subsection (b)(2)(B) of

this section, the Adm nistrator shall conplete action on such

petition under this paragraph within 1 year.

(ii) Required determ nations

If the Adm nistrator issues a final regulation establishing
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a tol erance or exenption for a safer pesticide cheni cal

resi due under clause (i), the Admnistrator shall, not |ater
than 180 days after the date on which the regulation is

I ssued, determ ne whether a condition described in subclause
(I') or (I1) of subsection (b)(2)(B)(iii) of this section
continues to exist with respect to a tolerance that has been
left in effect or nodified under subsection (b)(2)(B) of this
section. |If such condition does not continue to exist, the
Adm ni strator shall, not later than 180 days after the date
on which the determ nation under the preceding sentence is
made, issue a regulation under subsection (e)(1) of this

section to nodify or revoke the tolerance.

(e) Action on Adm nistrator's own initiative

(1) General rule

The Adm nistrator may issue a regulation -

(A) establishing, nodifying, suspending under subsection
(1)(3) of this section, or revoking a tolerance for a pesticide
chem cal or a pesticide chem cal residue;

(B) establishing, nodifying, suspending under subsection
(1)(3) of this section, or revoking an exenption of a pesticide
chem cal residue fromthe requirenent of a tol erance; or

(C) establishing general procedures and requirenents to

| npl ement this section.
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(f

(2) Notice

Before issuing a final regulation under paragraph (1), the
Adm ni strator shall issue a notice of proposed rul enaki ng and
provide a period of not | ess than 60 days for public comment on
t he proposed reqgul ati on, except that a shorter period for comment
may be provided if the Adm nistrator for good cause finds that it
woul d be in the public interest to do so and states the reasons
for the finding in the notice of proposed rul emaki ng.
) Special data requirenments
(1) Requiring subm ssion of additional data

|f the Adm nistrator determ nes that additional data or
i nformati on are reasonably required to support the continuation
of a tolerance or exenption that is in effect under this section
for a pesticide chem cal residue on a food, the Adm nistrator
shal | -

(A) issue a notice requiring the person holding the pesticide
regi strations associated with such tol erance or exenption to
submt the data or information under section 3(c)(2)(B) of the
Federal |nsecticide, Fungicide, and Rodenticide Act [7 U S. C
136a(c)(2)(B)];

(B) issue arule requiring that testing be conducted on a

substance or m xture under section 4 of the Toxic Substances
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Control Act [15 U S. C 2603]; or

(C publish in the Federal Register, after first providing
notice and an opportunity for comrent of not |ess than 60 days'
duration, an order -

(i) requiring the subm ssion to the Adm nistrator by one or
nore interested persons of a notice identifying the person or
persons who will submt the required data and i nformation;

(1i1) describing the type of data and information required
to be submtted to the Adm nistrator and stating why the data
and i nformati on could not be obtained under the authority of
section 3(c)(2)(B) of the Federal I|nsecticide, Fungicide, and
Rodenticide Act [7 U S. C. 136a(c)(2)(B)] or section 4 of the
Toxi ¢ Substances Control Act [15 U S. C 2603];

(1i1i) describing the reports of the Adm nistrator required
to be prepared during and after the collection of the data
and information;

(iv) requiring the submssion to the Adm nistrator of the
data, information, and reports referred to in clauses (ii)
and (iii); and

(v) establishing dates by which the subm ssions descri bed

in clauses (i) and (iv) nust be nmade.

The Adm ni strator may under subparagraph (C) revise any such
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order to correct an error. The Adm nistrator nmay under this

par agraph require data or information pertaining to whether the

pesticide chem cal nay have an effect in humans that is simlar

to an effect produced by a naturally occurring estrogen or

ot her endocrine effects.
(2) Nonconpli ance

| f a subm ssion required by a notice issued in accordance wth
paragraph (1) (A), a rule issued under paragraph (1)(B), or an
order issued under paragraph (1)(C) is not nmade by the tine
specified in such notice, rule, or order, the Adm nistrator nay
by order published in the Federal Register nodify or revoke the
tol erance or exenption in question. In any review of such an
order under subsection (g)(2) of this section, the only materi al
I ssue shall be whether a submi ssion required under paragraph (1)

was not made by the tinme specified.

(g) Effective date, objections, hearings, and adm nistrative review

(1) Effective date

A regul ation or order issued under subsection (d)(4), (e)(1),
or (f)(2) of this section shall take effect upon publication
unl ess the regulation or order specifies otherw se. The
Adm ni strator nay stay the effectiveness of the regul ation or
order if, after issuance of such regul ation or order, objections

are filed with respect to such regulation or order pursuant to
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par agraph (2).
(2) Further proceedings

(A) bjections

Wthin 60 days after a regulation or order is issued under
subsection (d)(4), (e)(1)(A), (e)(1)(B), (f)(2), (n)(3), or
(nN) (5 (C of this section, any person may file objections
thereto with the Admi nistrator, specifying with particularity
the provisions of the regulation or order deened objectionable
and stating reasonable grounds therefor. If the regulation or
order was issued in response to a petition under subsection
(d)(1) of this section, a copy of each objection filed by a
person other than the petitioner shall be served by the
Adm ni strator on the petitioner.
(B) Hearing

An objection may include a request for a public evidentiary
hearing upon the objection. The Adm nistrator shall, upon the
initiative of the Adm nistrator or upon the request of an
i nterested person and after due notice, hold a public
evidentiary hearing if and to the extent the Adm nistrator
determ nes that such a public hearing is necessary to receive
factual evidence relevant to material issues of fact raised by

t he objections. The presiding officer in such a hearing my
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aut horize a party to obtain discovery from ot her persons and
may upon a showi ng of good cause nade by a party issue a
subpoena to conpel testinmony or production of docunents from
any person. The presiding officer shall be governed by the
Federal Rules of Cvil Procedure in nmaking any order for the
protection of the witness or the content of docunents produced
and shall order the paynent of reasonable fees and expenses as
a condition to requiring testinony of the witness. On contest,
such a subpoena nmay be enforced by a Federal district court.
(© Final decision

As soon as practicable after receiving the argunents of the
parties, the Adm nistrator shall issue an order stating the
action taken upon each such objection and setting forth any
revision to the regulation or prior order that the
Adm ni strator has found to be warranted. If a hearing was held
under subparagraph (B), such order and any revision to the
regul ation or prior order shall, wth respect to questions of
fact at issue in the hearing, be based only on substanti al
evi dence of record at such hearing, and shall set forth in
detail the findings of facts and the concl usions of |aw or

policy upon which the order or regulation is based.

(h) Judicial review

(1) Petition
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In a case of actual controversy as to the validity of any
regul ation i ssued under subsection (e)(1)(C of this section, or
any order issued under subsection (f)(1)(C or (g9)(2)(C of this
section, or any regulation that is the subject of such an order,
any person who will be adversely affected by such order or
regul ation may obtain judicial review by filing in the United
States Court of Appeals for the circuit wherein that person
resides or has its principal place of business, or in the United
States Court of Appeals for the District of Colunmbia Circuit,
within 60 days after publication of such order or regulation, a
petition praying that the order or regulation be set aside in
whol e or in part.

(2) Record and jurisdiction

A copy of the petition under paragraph (1) shall be forthwth
transmtted by the clerk of the court to the Adm nistrator, or
any officer designated by the Adm nistrator for that purpose, and
t hereupon the Adm nistrator shall file in the court the record of
t he proceedi ngs on which the Adm nistrator based the order or
regul ation, as provided in section 2112 of title 28. Upon the
filing of such a petition, the court shall have excl usive
jurisdiction to affirmor set aside the order or regul ation

conpl ained of in whole or in part. As to orders issued follow ng
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a public evidentiary hearing, the findings of the Adm nistrator
W th respect to questions of fact shall be sustained only if
supported by substantial evidence when considered on the record
as a whol e.
(3) Additional evidence

If a party applies to the court for |eave to adduce additi onal
evi dence and shows to the satisfaction of the court that the
additional evidence is material and that there were reasonabl e
grounds for the failure to adduce the evidence in the proceeding
before the Adm nistrator, the court may order that the additiona
evi dence (and evidence in rebuttal thereof) shall be taken before
the Adm nistrator in the manner and upon the terns and conditions
the court deens proper. The Adm nistrator may nodify prior
findings as to the facts by reason of the additional evidence so
taken and may nodify the order or regulation accordingly. The
Adm nistrator shall file with the court any such nodified
finding, order, or regulation.
(4) Final judgnent; Suprene Court review

The judgnent of the court affirmng or setting aside, in whole
or in part, any regulation or any order and any regul ati on which
I s the subject of such an order shall be final, subject to review
by the Suprene Court of the United States as provided in section

1254 of title 28. The commencenent of proceedi ngs under this
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subsection shall not, unless specifically ordered by the court to
the contrary, operate as a stay of a regulation or order.
(5) Application

Any issue as to which review is or was obtainable under this
subsection shall not be the subject of judicial review under any

ot her provision of |aw

(i) Confidentiality and use of data

(1) General rule

Data and information that are or have been submitted to the
Adm ni strator under this section or section 348 of this title in
support of a tolerance or an exenption froma tol erance shall be
entitled to confidential treatnent for reasons of business
confidentiality and to exclusive use and data conpensation to the
sane extent provided by sections 3 and 10 of the Federal
I nsecticide, Fungicide, and Rodenticide Act [7 U S.C. 136a,
136h] .
(2) Exceptions

(A In general

Data and information that are entitled to confidenti al
treat nent under paragraph (1) nmay be discl osed, under such
security requirenents as the Adm ni strator may provi de by

regulation, to -
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(i) enployees of the United States authorized by the
Adm ni strator to exam ne such data and information in the
carrying out of their official duties under this chapter or
ot her Federal statutes intended to protect the public health;
or
(ii) contractors with the United States authorized by the
Adm ni strator to exam ne such data and information in the
carrying out of contracts under this chapter or such
statutes.
(B) Congress
Thi s subsection does not authorize the w thhol ding of data or
i nformation from either House of Congress or from to the
extent of matter within its jurisdiction, any conmttee or
subcommittee of such conmttee or any joint comrittee of
Congress or any subcommttee of such joint conmttee.
(3) Summari es
Not wi t hst andi ng any provision of this subsection or other |aw,
the Adm nistrator may publish the informative summary required by
subsection (d)(2)(A (i) of this section and may, in issuing a
proposed or final regulation or order under this section, publish
an informati ve sunmary of the data relating to the regul ation or
order.

(j) Status of previously issued regul ations
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(1) Regul ations under section 346

Regul ations affecting pesticide chemcal residues in or on raw
agricultural comrodities promul gated, in accordance with section
371(e) of this title, under the authority of section 346(a) (!'1)
of this title upon the basis of public hearings instituted before
January 1, 1953, shall be deened to be regul ati ons i ssued under
this section and shall be subject to nodification or revocation
under subsections (d) and (e) of this section, and shall be

subj ect to review under subsection (q) of this section.

(2) Regul ations under section 348

Regul ations that established tol erances for substances that are
pesticide chem cal residues in or on processed food, or that
ot herwi se stated the conditions under which such pesticide
chem cals could be safely used, and that were issued under
section 348 of this title on or before August 3, 1996, shall be
deened to be regul ations issued under this section and shall be
subject to nodification or revocation under subsection (d) or (e)
of this section, and shall be subject to review under subsection
(q) of this section.
(3) Regul ations under section 346a

Regul ations that established tol erances or exenptions under

this section that were issued on or before August 3, 1996, shal
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remain in effect unless nodified or revoked under subsection (d)
or (e) of this section, and shall be subject to review under
subsection (q) of this section.
(4) Certain substances

Wth respect to a substance that is not included in the
definition of the term"pesticide chem cal" under section
321(q) (1) of this title but was so included on the day before
Oct ober 30, 1998, the follow ng applies as of Cctober 30, 1998:

(A) Notwi t hstandi ng paragraph (2), any regulation applying to
t he use of the substance that was in effect on the day before
Cct ober 30, 1998, and was on such day deened in such paragraph
to have been issued under this section, shall be considered to
have been issued under section 348 of this title.

(B) Notw t hstandi ng paragraph (3), any regulation applying to
the use of the substance that was in effect on such day and was
| ssued under this section (including any such regul ati on issued
bef ore August 3, 1996) is deened to have been issued under
section 348 of this title.

(k) Transitional provision
If, on the day before August 3, 1996, a substance that is a
pesticide chem cal was, wth respect to a particular pesticidal use

of the substance and any resulting pesticide chem cal residue in or
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on a particular food -

(1) regarded by the Admnistrator or the Secretary as generally
recogni zed as safe for use within the neaning of the provisions
of subsection (a) of this section or section 321(s) of this title
as then in effect; or

(2) regarded by the Secretary as a substance descri bed by

section 321(s)(4) of this title;

such a pesticide chem cal residue shall be regarded as exenpt from
the requirenent for a tolerance, as of August 3, 1996. The
Adm ni strator shall by regul ation indicate which substances are
descri bed by this subsection. Any exenption under this subsection
may be nodified or revoked as if it had been issued under
subsection (c) of this section.
(1) Harnonization with action under other |aws
(1) Coordination with FIFRA
To the extent practicable and consistent wth the review
deadl i nes in subsection (g) of this section, in issuing a final
rul e under this subsection that suspends or revokes a tol erance
or exenption for a pesticide chem cal residue in or on food, the
Adm ni strator shall coordinate such action with any rel ated
necessary action under the Federal I|nsecticide, Fungicide, and

Rodenticide Act [7 U S. C. 136 et seq.].
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(2) Revocation of tolerance or exenption follow ng cancellation

of associated registrations

If the Adm nistrator, acting under the Federal I|nsecticide,
Fungi ci de, and Rodenticide Act, cancels the registration of each
pesticide that contains a particular pesticide chem cal and that
Is | abeled for use on a particular food, or requires that the
regi stration of each such pesticide be nodified to prohibit its
use in connection with the production, storage, or transportation
of such food, due in whole or in part to dietary risks to humans
posed by residues of that pesticide chem cal on that food, the
Adm ni strator shall revoke any tol erance or exenption that allows
the presence of the pesticide chenmical, or any pesticide cheni cal
residue that results fromits use, in or on that food. Subsection
(e) of this section shall apply to actions taken under this
par agr aph. A revocation under this paragraph shall becone
effective not |ater than 180 days after -

(A) the date by which each such cancellation of a
regi stration has becone effective; or
(B) the date on which the use of the cancel ed pesticide

beconmes unl awful under the ternms of the cancellation, whichever

Is later.
(3) Suspension of tolerance or exenption foll ow ng suspension of

associ ated regi strations
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(A) Suspension

| f the Adm nistrator, acting under the Federal |nsecticide,
Fungi ci de, and Rodentici de Act, suspends the use of each
regi stered pesticide that contains a particul ar pesticide
chem cal and that is |abeled for use on a particular food, due
in whole or in part to dietary risks to humans posed by
resi dues of that pesticide chem cal on that food, the
Adm ni strator shall suspend any tol erance or exenption that
all ows the presence of the pesticide chem cal, or any pesticide
chemi cal residue that results fromits use, in or on that food.
Subsection (e) of this section shall apply to actions taken
under this paragraph. A suspension under this paragraph shall
becone effective not later than 60 days after the date by which
each such suspension of use has becone effective.
(B) Effect of suspension

The suspension of a tolerance or exenption under subparagraph
(A) shall be effective as long as the use of each associ ated
registration of a pesticide is suspended under the Federal
| nsecticide, Fungicide, and Rodenticide Act. Wile a suspension
of a tolerance or exenption is effective the tol erance or
exenption shall not be considered to be in effect. If the

suspensi on of use of the pesticide under that Act is
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term nated, leaving the registration of the pesticide for such
use in effect under that Act, the Admnistrator shall rescind
any associ ated suspension of tol erance or exenption.
(4) Tol erances for unavoi dabl e resi dues
In connection with action taken under paragraph (2) or (3), or
W th respect to pesticides whose registrations were suspended or
cancel ed prior to August 3, 1996, under the Federal Insecticide,
Fungi ci de, and Rodenticide Act, if the Adm nistrator determ nes
that a residue of the cancel ed or suspended pesticide chem cal
w || unavoidably persist in the environnment and thereby be
present in or on a food, the Adm nistrator nmay establish a
tol erance for the pesticide chem cal residue. In establishing
such a tolerance, the Adm nistrator shall take into account both
the factors set forth in subsection (b)(2) of this section and
the unavoidability of the residue. Subsection (e) of this section
shal |l apply to the establishnment of such tol erance. The
Adm ni strator shall review any such tol erance periodically and
nodify it as necessary so that it allows no greater |evel of the
pesticide chem cal residue than is unavoi dabl e.
(5) Pesticide residues resulting fromlawful application of
pesti ci de
Not wi t hst andi ng any other provision of this chapter, if a

tol erance or exenption for a pesticide chem cal residue in or on
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a food has been revoked, suspended, or nodified under this
section, an article of that food shall not be deened unsafe

sol el y because of the presence of such pesticide chem cal residue
in or on such food if it is shown to the satisfaction of the
Secretary that -

(A) the residue is present as the result of an application or
use of a pesticide at a tine and in a nmanner that was | awf ul
under the Federal Insecticide, Fungicide, and Rodenticide Act;
and

(B) the residue does not exceed a |level that was authorized
at the time of that application or use to be present on the
food under a tol erance, exenption, food additive regulation, or

ot her sanction then in effect under this chapter;

unl ess, in the case of any tol erance or exenption revoked,
suspended, or nodified under this subsection or subsection (d) or
(e) of this section, the Adm nistrator has issued a determ nation
that consunption of the legally treated food during the period of
its likely availability in cormmerce wll pose an unreasonabl e
dietary risk.
(6) Tolerance for use of pesticides under an energency exenption
|f the Adm nistrator grants an exenption under section 18 of

t he Federal Insecticide, Fungicide, and Rodenticide Act (7 U S C
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136p) for a pesticide chemcal, the Adm nistrator shall establish
a tolerance or exenption fromthe requirenent for a tol erance for
the pesticide chem cal residue. Such a tol erance or exenption
froma tolerance shall have an expiration date. The Adm ni strator
may establish such a tolerance or exenption w thout providing
notice or a period for comment on the tol erance or exenption. The
Adm ni strator shall promul gate regul ations within 365 days after
August 3, 1996, governing the establishnment of tol erances and
exenpti ons under this paragraph. Such regul ations shall be
consistent with the safety standard under subsections (b)(2) and
(c)(2) of this section and with section 18 of the Federal

I nsecticide, Fungicide, and Rodenticide Act.

(m Fees

(1) Anount

The Adm nistrator shall by regulation require the paynent of
such fees as will in the aggregate, in the judgnent of the
Adm ni strator, be sufficient over a reasonable termto provide,
equi p, and maintain an adequate service for the perfornance of
the Adm nistrator's functions under this section. Under the
regul ations, the performance of the Admnistrator's services or
ot her functions under this section, including -

(A) the acceptance for filing of a petition submtted under
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subsection (d) of this section;

(B) establishing, nodifying, leaving in effect, or revoking a
t ol erance or establishing, nodifying, |leaving in effect, or
revoki ng an exenption fromthe requirenent for a tol erance
under this section;

(C the acceptance for filing of objections under subsection
(g) of this section; or

(D) the certification and filing in court of a transcript of
t he proceedi ngs and the record under subsection (h) of this

section;

may be conditioned upon the paynent of such fees. The regul ations
may further provide for waiver or refund of fees in whole or in
part when in the judgnent of the Adm nistrator such a waiver or
refund is equitable and not contrary to the purposes of this
subsecti on.
(2) Deposit

All fees coll ected under paragraph (1) shall be deposited in
the Reregistration and Expedited Processing Fund created by
section 4(k) of the Federal I|nsecticide, Fungicide, and
Rodenticide Act [7 U S. C. 136a-1(k)]. Such fees shall be
available to the Adm nistrator, w thout fiscal year limtation,

for the perfornmance of the Adm nistrator's services or functions
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as specified in paragraph (1).
(3) Prohibition
During the period beginning on Cctober 1, 2007, and endi ng on
Sept enber 30, 2012, the Adm nistrator shall not collect any
tol erance fees under paragraph (1).
(n) National uniformty of tolerances
(1) "Qualifying pesticide chem cal residue" defined
For purposes of this subsection, the term"qualifying pesticide
chem cal residue" neans a pesticide chem cal residue resulting
fromthe use, in production, processing, or storage of a food, of
a pesticide chemcal that is an active ingredient and that -
(A) was first approved for such use in a registration of a
pesticide issued under section 3(c)(5) of the Federal
| nsecticide, Fungicide, and Rodenticide Act [7 U S.C.
136a(c)(5)] on or after April 25, 1985, on the basis of data
determ ned by the Adm nistrator to neet all applicable
requirenents for data prescribed by regulations in effect under
that Act [7 U S.C. 136 et seq.] on April 25, 1985; or
(B) was approved for such use in a reregistration eligibility
determ nation issued under section 4(g) of that Act [7 U S. C
136a-1(g)] on or after August 3, 1996.
(2) "Qualifying Federal determ nation" defined

For purposes of this subsection, the term"qualifying Federal
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determ nation" nmeans a tol erance or exenption fromthe
requirenent for a tolerance for a qualifying pesticide chem cal
resi due that -
(A) is issued under this section after August 3, 1996, and
determ ned by the Adm nistrator to neet the standard under
subsection (b)(2)(A (in the case of a tolerance) or (c)(2) (in
the case of an exenption) of this section; or
(B)(i) pursuant to subsection (j) of this sectionis
remaining in effect or is deemed to have been issued under this
section, or is regarded under subsection (k) of this section as
exenpt fromthe requirenment for a tol erance; and
(ii) is determned by the Adm nistrator to neet the standard
under subsection (b)(2)(A) (in the case of a tol erance) or
(c)(2) (in the case of an exenption) of this section.
(3) Limtation

The Adm nistrator may make the determ nation described in
paragraph (2)(B)(ii) only by issuing a rule in accordance wth
the procedure set forth in subsection (d) or (e) of this section
and only if the Adm nistrator issues a proposed rule and allows a
period of not |ess than 30 days for conmment on the proposed rule.
Any such rule shall be reviewable in accordance with subsections

(g) and (h) of this section.
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(4) State authority

Except as provided in paragraphs (5), (6), and (8) no State or
political subdivision nay establish or enforce any regul atory
limt on a qualifying pesticide chemcal residue in or on any
food if a qualifying Federal determ nation applies to the
presence of such pesticide chem cal residue in or on such food,
unl ess such State regulatory limt is identical to such
gual i fying Federal determ nation. A State or political
subdi vi sion shall be deened to establish or enforce a regulatory
limt on a pesticide chemcal residue in or on a food if it
purports to prohibit or penalize the production, processing,
shi ppi ng, or other handling of a food because it contains a
pesticide residue (in excess of a prescribed limt).
(5) Petition procedure

(A) In general

Any State may petition the Adm nistrator for authorization to

establish in such State a regulatory limt on a qualifying

pesticide chem cal residue in or on any food that is not

i dentical to the qualifying Federal determ nation applicable to

such qualifying pesticide chem cal residue.

(B) Petition requirenents

Any petition under subparagraph (A shall -

(1) satisfy any requirenments prescribed, by rule, by the
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Adm ni strator; and
(ii1) be supported by scientific data about the pesticide
chem cal residue that is the subject of the petition or about
chem cally rel ated pesticide chem cal residues, data on the
consunption within such State of food bearing the pesticide
chem cal residue, and data on exposure of humans w thin such
State to the pesticide chem cal residue.
(C Authorization
The Adm nistrator may, by order, grant the authorization
descri bed in subparagraph (A) if the Adm ni strator determ nes
that the proposed State regulatory limt -
(i) is justified by conpelling |ocal conditions; and
(i1) would not cause any food to be a violation of Federal
I aw.
(D) Treatnent
In lieu of any action authorized under subparagraph (C), the
Adm nistrator may treat a petition under this paragraph as a
petition under subsection (d) of this section to nodify or
revoke a tol erance or an exenption. If the Adm nistrator
determnes to treat a petition under this paragraph as a
petition under subsection (d) of this section, the

Adm ni strator shall thereafter act on the petition pursuant to
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subsection (d) of this section.
(E) Review
Any order of the Adm nistrator granting or denying the

aut hori zation described in subparagraph (A) shall be subject to

review in the manner described in subsections (g) and (h) of

this section.
(6) Urgent petition procedure

Any State petition to the Adm ni strator pursuant to paragraph
(5) that denobnstrates that consunption of a food containing such
pesticide residue level during the period of the food' s |ikely
availability in the State will pose a significant public health
threat from acute exposure shall be considered an urgent
petition. If an order by the Adm nistrator to grant or deny the
requested authorization in an urgent petition is not nade within
30 days of receipt of the petition, the petitioning State may
establish and enforce a tenporary regqulatory limt on a
qual i fying pesticide chemcal residue in or on the food. The
tenporary regulatory limt shall be validated or term nated by
the Admnistrator's final order on the petition.
(7) Residues fromlawful application

No State or political subdivision nmay enforce any regul atory
limt on the |l evel of a pesticide chem cal residue that may

appear in or on any food if, at the tinme of the application of
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the pesticide that resulted in such residue, the sale of such

food wth such residue |level was | awful under this section and

under the law of such State, unless the State denonstrates that

consunption of the food containing such pesticide residue |evel

during the period of the food's likely availability in the State

w || pose an unreasonable dietary risk to the health of persons

wi thin such State.

(8) Savings

Nothing in this chapter preenpts the authority of any State or

political subdivision to require that a food containing a

pesticide chem cal residue bear or be the subject of a warning or

other statenent relating to the presence of the pesticide

chem cal residue in or on such food.
(o) Consuner right to know

Not |ater than 2 years after August 3, 1996, and annually
thereafter, the Adm nistrator shall, in consultation with the
Secretary of Agriculture and the Secretary of Health and Hunman
Services, publish in a format understandable to a | ay person, and
distribute to large retail grocers for public display (in a manner
determ ned by the grocer), the following information, at a ni ni mum

(1) A discussion of the risks and benefits of pesticide

chem cal residues in or on food purchased by consuners.
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pr

(2) Alisting of actions taken under subparagraph (B) of
subsection (b)(2) of this section that may result in pesticide
chem cal residues in or on food that present a yearly or lifetine
ri sk above the risk all owed under subparagraph (A) of such
subsection, and the food on which the pesticide chem cals
produci ng the residues are used.

(3) Recommendations to consuners for reducing dietary exposure
to pesticide chem cal residues in a nanner consistent with
mai ntaining a healthy diet, including a list of food that may

reasonably substitute for food |isted under paragraph (2).

Not hing in this subsection shall prevent retail grocers from

ovi di ng addi tional information.

(p) Estrogenic substances screening program

(1) Devel opnent

Not later than 2 years after August 3, 1996, the Adm nistrator
shall in consultation wth the Secretary of Health and Hunman
Servi ces devel op a screening program using appropriate vali dated
test systens and other scientifically relevant information, to
determ ne whether certain substances may have an effect in humans
that is simlar to an effect produced by a naturally occurring
estrogen, or such other endocrine effect as the Adm nistrator may

desi gnat e.
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(2) Inplenentation

Not |later than 3 years after August 3, 1996, after obtaining
public comment and review of the screening program described in
paragraph (1) by the scientific advisory panel established under
section 25(d) of the Federal Insecticide, Fungicide, and
Rodenticide Act [7 U S. C. 136w d)] or the science advisory board
establ i shed by section 4365 (!2) of title 42, the Adm ni strator

shal | inplenent the program

(3) Substances
In carrying out the screening program described in paragraph
(1), the Adm nistrator -
(A) shall provide for the testing of all pesticide chem cals;
and
(B) may provide for the testing of any other substance that
may have an effect that is curmulative to an effect of a
pesticide chemcal if the Adm nistrator determ nes that a
substanti al popul ati on nmay be exposed to such substance.
(4) Exenption
Not wi t hst andi ng paragraph (3), the Adm nistrator may, by order,
exenpt fromthe requirenents of this section a biologic substance
or other substance if the Adm nistrator determ nes that the

substance is anticipated not to produce any effect in humans
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simlar to an effect produced by a naturally occurring estrogen.
(5) Collection of information

(A) In general

The Adm nistrator shall issue an order to a registrant of a
substance for which testing is required under this subsection,
or to a person who manufactures or inports a substance for
which testing is required under this subsection, to conduct
testing in accordance with the screening program described in
paragraph (1), and submt information obtained fromthe testing
to the Admnistrator, within a reasonable tine period that the
Adm nistrator determnes is sufficient for the generation of
t he information.
(B) Procedures

To the extent practicable the Adm nistrator shall mnin ze
duplicative testing of the sane substance for the sane
endocrine effect, devel op, as appropriate, procedures for fair
and equitable sharing of test costs, and devel op, as necessary,
procedures for handling of confidential business information.
(C Failure of registrants to submt information

(i) Suspension

If a registrant of a substance referred to in paragraph
(3)(A) fails to conply with an order under subparagraph (A)

of this paragraph, the Adm nistrator shall issue a notice of
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intent to suspend the sale or distribution of the substance
by the registrant. Any suspensi on proposed under this
par agraph shall beconme final at the end of the 30-day period
begi nning on the date that the registrant receives the notice
of intent to suspend, unless during that period a person
adversely affected by the notice requests a hearing or the
Adm ni strator determ nes that the registrant has conplied
fully with this paragraph.
(ii1) Hearing

If a person requests a hearing under clause (i), the
heari ng shall be conducted in accordance with section 554 of
title 5. The only matter for resolution at the hearing shall
be whether the registrant has failed to conply with an order
under subparagraph (A) of this paragraph. A decision by the
Adm ni strator after conpletion of a hearing shall be
considered to be a final agency action.
(ii1) Termnation of suspensions

The Admi nistrator shall term nate a suspension under this
subpar agraph i ssued with respect to a registrant if the
Adm ni strator determ nes that the registrant has conplied
fully with this paragraph.

(D) Nonconpliance by other persons
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Any person (other than a registrant) who fails to conply with
an order under subparagraph (A) shall be |iable for the sane
penal ti es and sanctions as are provi ded under section 16 of the

Toxi ¢ Substances Control Act [15 U S.C. 2615] in the case of a

violation referred to in that section. Such penalties and
sanctions shall be assessed and inposed in the sanme manner as
provi ded in such section 16.
(6) Agency action
In the case of any substance that is found, as a result of
testing and eval uati on under this section, to have an endocri ne
ef fect on humans, the Adm nistrator shall, as appropriate, take
action under such statutory authority as is available to the
Adm ni strator, including consideration under other sections of
this chapter, as is necessary to ensure the protection of public
heal t h.
(7) Report to Congress
Not later than 4 years after August 3, 1996, the Adm nistrator
shal | prepare and submt to Congress a report containing -
(A) the findings of the Admnnistrator resulting fromthe
screeni ng program described in paragraph (1);
(B) recomrendations for further testing needed to evaluate
t he i npact on human health of the substances tested under the

screeni ng progran and
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(C recomrendations for any further actions (including any
action described in paragraph (6)) that the Adm nistrator
determ nes are appropriate based on the findings.

(q) Schedule for review
(1) I'n general
The Adm nistrator shall review tol erances and exenptions for
pesticide chem cal residues in effect on the day before August 3,
1996, as expeditiously as practicable, assuring that -

(A) 33 percent of such tol erances and exenptions are revi enwed
wthin 3 years of August 3, 1996;

(B) 66 percent of such tol erances and exenptions are revi ewed
wthin 6 years of August 3, 1996; and

(C 100 percent of such tol erances and exenptions are

reviewed within 10 years of August 3, 1996.

In conducting a review of a tol erance or exenption, the

Adm ni strator shall determ ne whether the tol erance or exenption
neets the requirenments of subsections (!3) (b)(2) or (c)(2) of
this section and shall, by the deadline for the review of the
tol erance or exenption, issue a regulation under subsection
(d)(4) or (e)(1) of this section to nodify or revoke the

tol erance or exenption if the tol erance or exenption does not

nmeet such requirenents.
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(2) Priorities
In determning priorities for review ng tol erances and

exenpti ons under paragraph (1), the Adm nistrator shall give

priority to the review of the tol erances or exenptions that

appear to pose the greatest risk to public health.

(3) Publication of schedul e

Not later than 12 nonths after August 3, 1996, the

Adm ni strator shall publish a schedule for review of tol erances

and exenptions established prior to August 3, 1996. The

determ nation of priorities for the review of tol erances and

exenptions pursuant to this subsection is not a rul emaki ng and

shal |l not be subject to judicial review, except that failure to

take final action pursuant to the schedul e established by this

par agraph shall be subject to judicial review
(r) Tenporary tol erance or exenption

The Adm ni strator nmay, upon the request of any person who has
obt ai ned an experinental permt for a pesticide chem cal under the
Federal |nsecticide, Fungicide, and Rodenticide Act [7 U S.C. 136
et seq.] or upon the Admnistrator's own initiative, establish a
tenporary tol erance or exenption for the pesticide chen cal residue
for the uses covered by the permt. Subsections (b)(2), (c)(2),

(d), and (e) of this section shall apply to actions taken under
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t his subsection.
(s) Savings cl ause

Nothing in this section shall be construed to anend or nodify the
provi sions of the Toxic Substances Control Act [15 U S.C. 2601 et
seq.] or the Federal Insecticide, Fungicide, and Rodenticide Act [7

U S C 136 et seq.].

- SOURCE-
(June 25, 1938, ch. 675, Sec. 408, as added July 22, 1954, ch. 559,
Sec. 3, 68 Stat. 511; anended Pub. L. 85-791, Sec. 20, Aug. 28,
1958, 72 Stat. 947; Pub. L. 91-515, title VI, Sec. 601(d)(1), Cct.
30, 1970, 84 Stat. 1311; Pub. L. 92-157, title IIl, Sec. 303(a),
Nov. 18, 1971, 85 Stat. 464; Pub. L. 92-516, Sec. 3(3), Cct. 21,
1972, 86 Stat. 998; Pub. L. 98-620, title IV, Sec. 402(25)(A), Nov.
8, 1984, 98 Stat. 3359; Pub. L. 102-300, Sec. 6(b)(1l), June 16,
1992, 106 Stat. 240; Pub. L. 102-571, title I, Sec. 107(7), Cct.
29, 1992, 106 Stat. 4499; Pub. L. 103-80, Sec. 3(k), Aug. 13, 1993,
107 Stat. 776; Pub. L. 104-170, title IV, Sec. 405, Aug. 3, 1996,
110 Stat. 1514; Pub. L. 105-324, Sec. 2(b), COct. 30, 1998, 112
Stat. 3036; Pub. L. 110-94, Sec. 4(d)(2), Cct. 9, 2007, 121 Stat.

1002.)

- REFTEXT-
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REFERENCES | N TEXT

The Federal Rules of G vil Procedure, referred to in subsec.
(9)(2)(B), are set out in the Appendix to Title 28, Judiciary and
Judi ci al Procedure.

Section 346 of this title, referred to in subsec. (j)(1),
originally consisted of subsecs. (a) and (b). Subsec. (a) was
redesi gnated as the entire section 346 and subsec. (b) was repeal ed
by Pub. L. 86-618, title I, Sec. 103(a)(1), 74 Stat. 398.

The Federal Insecticide, Fungicide, and Rodenticide Act, referred
to in subsecs. (1), (nN(1) (A, (r), and (s), is act June 25, 1947,
ch. 125, as anended generally by Pub. L. 92-516, Cct. 21, 1972, 86
Stat. 973, which is classified generally to subchapter 1l (Sec. 136
et seq.) of chapter 6 of Title 7, Agriculture. For conplete
classification of this Act to the Code, see Short Title note set
out under section 136 of Title 7 and Tabl es.

Section 4365 of title 42, referred to in subsec. (p)(2), was in
the original "section 8 of the Environmental Research, Devel opnent,
and Denonstration Act of 1978", and was transl ated as neani ng
section 8 of the Environnental Research, Devel opnent, and
Denonstration Authorization Act of 1978, to reflect the probable
I ntent of Congress.

The Toxi c Substances Control Act, referred to in subsec. (s), is

Pub. L. 94-469, Cct. 11, 1976, 90 Stat. 2003, as anended, which is
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classified generally to chapter 53 (Sec. 2601 et seq.) of Title 15,
Comrerce and Trade. For conplete classification of this Act to the
Code, see Short Title note set out under section 2601 of Title 15

and Tabl es.

CCODI FI CATI ON
August 3, 1996, referred to in subsecs. (k), (n)(1)(B), (2)(A,
and (p)(1), (2), (7), was in the original references to the date of
enact ment of this subsection and the date of enactnment of this
section, which was transl ated as neaning the date of enactnent of
Pub. L. 104-170, which anended this section generally, to reflect

t he probabl e intent of Congress.

- M SC1-
AVENDVENTS

2007 - Subsec. (M (3). Pub. L. 110-94 added par. (3).

1998 - Subsec. (j)(4). Pub. L. 105-324 added par. (4).

1996 - Pub. L. 104-170 anmended section generally, substituting,
i n subsec. (a), provisions relating to requirenent for tolerance or
exenption for provisions relating to conditions for safety; in
subsec. (b), provisions relating to authority and standard for

tolerance for provisions relating to establishnent of tolerances;
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i n subsec. (c), provisions relating to authority and standard for
exenptions for provisions relating to exenptions; in subsec. (d),
provisions relating to petition for tolerance or exenption for
provisions relating to regul ations pursuant to petition,
publication of notice, time for issuance, referral to advisory
commttees, effective date, and hearings; in subsec. (e),
provisions relating to action on Admnistrator's own initiative for
provisions relating to regul ations pursuant to Adm nistrator's
proposal s; in subsec. (f), provisions relating to special data
requi renents for provisions relating to data submtted as
confidential; in subsec. (g), provisions relating to effective
date, objections, hearings, and adm nistrative review for
provisions relating to advisory conmttees and their appointnent,
conposi tion, conpensation, and clerical assistance; in subsec. (h),
provisions relating to judicial review for provisions relating to
right of consultation; in subsec. (i), provisions relating to
confidentiality and use of data for provisions relating to judicial
review, in subsec. (j), provisions relating to status of previously
I ssued regul ations for provisions relating to tenporary tol erances;
I n subsec. (k), provisions relating to transitions for provisions
relating to regul ati ons based on public hearings before January 1,
1953; in subsec. (), provisions relating to harnonization with

action under other laws for provisions relating to pesticides under
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Federal |nsecticide, Fungicide, and Rodenticide Act, functions of
Adm ni strator of Environnental Protection Agency, certifications,
hearings, tinme limtations, opinions, and regul ations; in subsec.
(m, provisions relating to fees for provisions relating to
anmendnment of regulations; in subsec. (n), provisions relating to
national uniformty of tolerances for provisions relating to
guaranties; in subsec. (0), provisions relating to consuner right
to know for provisions relating to paynent of fees, services or
functions conditioned on paynment, and wai ver or refund of fees; and
addi ng subsecs. (p) to (s).

1993 - Pub. L. 103-80, Sec. 3(k)(6), substituted "Adm nistrator"
for "Secretary" wherever appearing except when followed by "of
Agricul ture".

Subsec. (a)(1). Pub. L. 103-80, Sec. 3(k)(1), substituted
“Adm ni strator of the Environnental Protection Agency (hereinafter
in this section referred to as the "Admnistrator')" for "Secretary
of Heal th and Human Services".

Subsec. (d)(5). Pub. L. 103-80, Sec. 3(k)(2), substituted
"section 556(c) of title 5" for "section 7(c) of the Adm nistrative
Procedure Act (5 U . S.C., sec. 1006(c))".

Subsec. (). Pub. L. 103-80, Sec. 3(k)(3), substituted "In the

event" for "It the event" before "a hearing is requested".
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Subsec. (n). Pub. L. 103-80, Sec. 3(k)(4), made techni cal
amendnment to reference to section 333(c) of this title to reflect
anmendment of correspondi ng provision of original act.

Subsec. (0). Pub. L. 103-80, Sec. 3(k)(5), which directed the
substitution of "Adm nistrator" for "Secretary of Health and Human
Servi ces" wherever appearing in the original text, was executed by
maki ng the substitution in the first sentence before "shall by
regul ation require", the only place "Secretary of Health and Human
Servi ces" appeared in the original text.

1992 - Subsecs. (a), (d), (h), (i), (1), (m, (o). Pub. L. 102-
300 substituted "Health and Human Services" for "Health,

Educati on, and Wl fare" wherever appearing in the original
statutory text.

Subsec. (g). Pub. L. 102-571 substituted "379e" for "376".

1984 - Subsec. (i)(5). Pub. L. 98-620 struck out provision that
required the court to advance on the docket and expedite the
di sposition of all causes filed therein pursuant to this section.

1972 - Subsecs. (d)(1), (e), (I). Pub. L. 92-516 substituted
references to pesticide for references to econom c poi son wherever
appearing therein.

1971 - Subsec. (g). Pub. L. 92-157 struck out ", which the

Secretary shall by rules and regul ations prescribe,”" after "as

conpensation for their services a reasonable per dien prior to
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anmendnment in 1970, by Pub. L. 91-515, which overl ooked such
| anguage when anendi ng subsec. (g) as provided in 1970 Anendnent
not e.

1970 - Subsec. (g). Pub. L. 91-515 substituted provisions
aut hori zi ng nmenbers of an advisory committee to receive
conpensati on and travel expenses in accordance with section
376(b) (5)(D) of this title, for provisions authorizing such nenbers
to receive as conpensation a reasonable per diemfor tine actually
spent on conmttee work, and necessary traveling and subsi stence
expenses while serving away fromtheir places of residence.

1958 - Subsec. (i)(2). Pub. L. 85-791, Sec. 20(a), in first
sentence, substituted "transmtted by the clerk of the court to the

Secretary, or" for "served upon the Secretary, or upon",
substituted "file in the court the record of the proceedi ngs" for
“certify and file in the court a transcript of the proceedi ngs and
the record”, and inserted "as provided in section 2112 of title
28", and which, in second sentence, substituted "the filing of such
petition" for "such filing".

Subsec. (i)(3). Pub. L. 85-791, Sec. 20(b), in first sentence,
substituted "transmtted by the clerk of the court to the Secretary

of Agriculture, or" for "served upon the Secretary of Agriculture,

or upon", substituted "file in the court the record of the

http://uscode.house.gov/uscode-cgi/fastw...%629%29%3ACITE%%20%20%20%20%20%20%20%20%20 (61 of 64) [9/8/2009 1:40:28 PM]



U.S. Code

proceedi ngs" for "certify and file in the court a transcript of the
proceedi ngs and the record", and inserted "as provided in section
2112 of title 28", and, in second sentence, substituted "the filing

of such petition"” for "such filing".

EFFECTI VE DATE OF 2007 ANMENDNVENT
Amendnent by Pub. L. 110-94 effective Cct. 1, 2007, see section 6
of Pub. L. 110-94, set out as a note under section 136a of Title 7,

Agricul ture.

EFFECTI VE DATE OF 1984 ANMENDMENT
Amendnent by Pub. L. 98-620 not applicable to cases pending on
Nov. 8, 1984, see section 403 of Pub. L. 98-620, set out as an
Ef fecti ve Date note under section 1657 of Title 28, Judiciary and

Judi ci al Procedure.

EFFECTI VE DATE OF 1972 ANMENDMENT
Amendnent by Pub. L. 92-516 effective at close of Cct. 21, 1972,
except if regulations are necessary for inplenentation of any
provi sion that becones effective on Cct. 21, 1972, and conti nuati on
in effect of subchapter | of chapter 6 of Title 7, Agriculture, and
regul ations thereunder, relating to control of econom c poisons, as
I n existence prior to Cct. 21, 1972, until superseded by provisions

of Pub. L. 92-516 and regul ati ons thereunder, see section 4 of Pub.
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L. 92-516, set out as an Effective Date note under section 136 of

Title 7.

TOLERANCE FEES
Pub. L. 108-199, div. G title V, Sec. 501(d)(2), Jan. 23, 2004,
118 Stat. 422, provided that: "Notw thstandi ng section 408(n) (1) of
t he Federal Food, Drug, and Cosnetic Act (21 U.S.C. 346a(m (1)),
during the period beginning on Cctober 1, 2003, and ending on
Sept enber 30, 2008, the Adm nistrator of the Environnental
Protection Agency shall not collect any tol erance fees under that

section."

DATA COLLECTI ON ACTI VI TIES TO ASSURE HEALTH OF | NFANTS AND CHI LDREN

Section 301 of Pub. L. 104-170 provided that:

"(a) In General. - The Secretary of Agriculture, in consultation
with the Adm nistrator of the Environnental Protection Agency and
the Secretary of Health and Human Services, shall coordinate the
devel opnent and i npl enentati on of survey procedures to ensure that
adequat e data on food consunption patterns of infants and children
are col |l ected.

"(b) Procedures. - To the extent practicable, the procedures
referred to in subsection (a) shall include the collection of data
on food consunption patterns of a statistically valid sanple of

i nfants and chil dren.
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"(c) Residue Data Collection. - The Secretary of Agriculture
shall ensure that the residue data collection activities conducted
by the Departnent of Agriculture in cooperation with the
Envi ronnmental Protection Agency and the Departnent of Health and
Human Services, provide for the inproved data coll ection of
pesticide residues, including guidelines for the use of conparable
anal yti cal and standardi zed reporting nethods, and the increased

sanpling of foods nost |ikely consuned by infants and children.”

- FOOTNOTE-

(!1) See References in Text note bel ow

(!'2) See References in Text note bel ow

(!'3) So in original. Probably should be "subsection".
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