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STATEMENT OF JURISDICTION

League of United Latin American Citizens, Pesticide Action Network North
America (“PANNA”), Natural Resources Defense Council (“NRDC”), California
Rural Legal Assistance Foundation, Farmworker Association of Florida, Farmworker
Justice, GreenLatinos, Labor Council for Latin American Advancement, Learning
Disabilities Association of America, National Hispanic Medical Association, Pineros y
Campesinos Unidos del Noroeste, and United Farm Workers (collectively
“Petitioners”), challenge the order issued by Respondent Environmental Protection
Agency (“EPA” or “Agency”), entitled “Chlorpyrifos: Order Denying PANNA and
NRDC’s Petition to Revoke Tolerances,” issued March 29, 2017, and published at 82
Fed. Reg. 16,581 (Apr. 5, 2017) (hereinafter “Denial Order”). For the reasons stated
below, this Court does not have jurisdiction to review this order under 21 U.S.C.

§ 346a(h) and 40 C.F.R. § 178.65, as Petitioners have failed to exhaust mandatory
administrative remedies.

STATEMENT OF THE ISSUES

1. Whether an order denying a petition to revoke a tolerance for a pesticide
under the Federal Food, Drug, and Cosmetic Act is subject to judicial
review if administrative objections to that order have not been addressed in
a final order issued pursuant to 21 U.S.C. § 3406a(g)(2)(C).

2. Whether, if the Court determines it has jurisdiction, EPA should be

permitted to first address Petitioners’ objections to the Denial Order
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through the administrative objections process, rather than in this Court,
where EPA’s final order will further develop the record for judicial review,
if not moot the need for judicial review.

3. Whether Petitioners are entitled to mandamus relief where they raised their
mandamus arguments in an opening brief in support of their petition for
review without following the procedures set forth in Federal Rule of
Appellate Procedure 21(a).

PERTINENT STATUTES AND REGULATIONS
Pertinent statutes and regulations are reproduced in the addendum to this brief.

STATEMENT OF THE CASE
A.  Statutory and Regulatory Background
EPA regulates pesticides under both the Federal Food, Drug, and Cosmetic
Act (“FFDCA”), see 21 U.S.C. § 34064, and the Federal Insecticide, Fungicide, and
Rodenticide Act (“FIFRA”), 7 U.S.C. §§ 136-1306y.

1. The Federal Food, Drug, and Cosmetic Act

The FFDCA authorizes EPA to establish “tolerances,” which are maximum
levels of pesticide residue allowed in or on food. 21 U.S.C. § 346a. Without a
tolerance or exemption, pesticide residues in or on food are considered unsafe. Id.
§ 346a(a). EPA may establish a tolerance for a pesticide if EPA determines that the
tolerance is “safe,” but EPA must revoke or modify a tolerance if EPA determines

that the tolerance is not “safe.” Id. § 346a(b)(2)(A)(1). An unsafe food is considered



Case: 17-71636, 03/08/2018, ID: 10791171, DktEntry: 69, Page 12 of 100

“adulterated” and may not be moved in interstate commerce legally. Id. §§ 331(a),
342(a)(2)(B), 346a(a).

In 1996, Congtess amended the FFDCA with the Food Quality Protection Act,
which, among other things, created a new safety standard for pesticide residues,
requiring EPA to determine that there is a reasonable certainty that no harm will
result from aggregate exposure to pesticide chemical residues in order to establish or
leave a tolerance in effect. Id. § 346a(b)(2)(A)(1). Congress also amended the FFDCA
to require that EPA re-assess by August 3, 20006, the existing tolerances and
exemptions for all pesticide chemical residues that were in effect on August 3, 1996.
Id. § 346a(q)(1).

The FFDCA sets forth a multi-stage procedural framework for the
establishment, modification, or revocation of tolerances. The first stage may be
initiated by EPA acting on its own accord or in response to an administrative petition.
Id. § 346a(d)(1), (e)(1). “Any person may file with [EPA] a petition proposing the
issuance of a regulation . . . establishing, modifying, or revoking a tolerance for a
pesticide chemical residue in or on a food.” Id. § 346a(d)(1)(A). EPA must then give
“due consideration” to the petition and take one of three actions: (1) issue a final
regulation establishing, modifying, or revoking a tolerance; (if) issue a proposed
regulation under the separate provisions of 21 U.S.C. § 346a(e), and thereafter issue a

tinal regulation after additional public notice and comment; or (iif) issue an order

denying the petition. Id. § 346a(d)(4)(A).
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When EPA issues a regulation or order establishing, modifying, or revoking a
tolerance, any person may file written objections with EPA and may also request an
evidentiary hearing on those objections. Id. § 346a(g)(2)(A)-(B). After considering
any objections and any hearing;, if held, EPA must issue a final order with respect to
the objection. Id. § 346a(g)(2)(C). Such an order is subject to judicial review in the
United States Courts of Appeals. Id. § 346a(h). Judicial review is only available for
final orders responding to objections; the statute does not provide for judicial review
of tolerance regulations or orders in advance of the final order on objections. I4.

2. The Federal Insecticide, Fungicide, and Rodenticide Act

EPA also regulates pesticides under FIFRA. While the FFDCA authorizes the
establishment of legal limits for pesticide residues in food, FIFRA requires EPA
approval of pesticides prior to their distribution or sale and establishes a registration
regime for regulating the use of pesticides. 7 U.S.C. § 136a(a). EPA must approve an
application for pesticide registration if, among other things, the pesticide will not
cause “unreasonable adverse effects on the environment.” Id. § 136a(c)(5). As part of
the application process, FIFRA requires EPA to review and approve pesticide
labeling, and provides that use of a registered pesticide inconsistent with its labeling is
illegal. Id. § 136j(a)(2)(G).

FIFRA also requires periodic reevaluation of pesticides. Section 4 of FIFRA, 7
U.S.C. § 136(a)-1, requires EPA to make reregistration determinations for all

pesticides first registered prior to November 1, 1984. Following the reregistration

4
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process for these older pesticides (which is now largely complete), FIFRA directs
EPA to re-evaluate through a process known as “registration review” all currently
registered pesticides by the later of October 1, 2022, or 15 years after the date on
which the first pesticide containing a new active ingredient is registered, and at 15-year
intervals thereafter. Id. § 136a(g)(1)(A)(1i)—(@1v).

FIFRA also explicitly requires EPA to address the FFDCA’s safety standard for
pesticides when completing registration or registration review of a pesticide. FIFRA
does this by defining “[t|he term ‘unreasonable adverse effects on the environment™
to include “a human dietary risk from residues that result from a use of a pesticide in
or on any food inconsistent with the standard under section 346a of Title 21.” 7
U.S.C. § 136(bb). Thus, Congtress set forth a process by which EPA would establish
or re-assess a pesticide’s tolerances under the FFDCA at the same time it addressed
the pesticide’s registration or conducted a registration review under FIFRA.

B.  Factual Background

EPA set forth a concise background of chlorpyrifos in its Denial Order.

Chlorpyrifos (0,0-diethyl-0-3,5,6-trichloro-2-pyridyl phosphorothioate) is

a broad-spectrum, chlorinated organophosphate (OP) insecticide that

has been registered for use in the United States since 1965. By pounds of

active ingredient, it is the most widely used conventional insecticide in

the country. Currently registered use sites include a large variety of food

crops (including tree fruits and nuts, many types of small fruits and

vegetables, including vegetable seed treatments, grain/oilseed crops, and

cotton, for example), and non-food use settings (e.g., ornamental and
agricultural seed production, non-residential turf, industrial sites/rights

of way, greenhouse and nursery production, sod farms, pulpwood
production, public health and wood protection). For some of these

5
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crops, chlorpyrifos is currently the only cost-effective choice for control
of certain insect pests. In 2000, the chlorpyrifos registrants reached an
agreement with EPA to voluntarily cancel all residential use products
except those registered for ant and roach baits in child-resistant
packaging and fire ant mound treatments.

82 Fed. Reg. at 16,584 (ER 28).!

In 2006, EPA “completed FIFRA section 4 reregistration and FFDCA
tolerance reassessment for chlorpyrifos and the OP class of pesticides,” concluding
that the pesticide was eligible for reregistration under FIFRA and that the tolerances
met the safety standard under Section 408(b)(2) of the FFDCA, 21 U.S.C. §
346a(b)(2). See id.

C.  Procedural Background

1. Administrative Petition to EPA Regarding Chlorpyrifos and
In re PANNA.

In September 2007, PANNA and NRDC submitted to EPA a joint petition to
revoke all FFDCA tolerances and cancel all FIFRA registrations for chlorpyrifos
(hereinafter the “Administrative Petition”). Petition to Revoke All Tolerances and
Cancel All Registrations for the Pesticide Chlorpyrifos, filed September 2007 (ER 1-
24). The Administrative Petition raised ten claims. Id. EPA provided PANNA and
NRDC with two interim responses on July 16, 2012, and July 15, 2014, which stated

EPA’s intention to deny six of their ten claims in full, and granted in part and denied

' “ER?” citations refer to the Excerpts of Record submitted by Petitioners. See Dkt. 29
(Jan. 23, 2018).
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in part a seventh claim.> 82 Fed. Reg. at 16,585-90 (ER 29-34). “The remaining
claims (7-9) all related to same issue: Whether the potential exists for chlorpyrifos to
cause neurodevelopmental effects in children at exposure levels below EPA’s existing
regulatory standard (10% cholinesterase inhibition).” Id. at 16,583 (ER 27).

In September 2014, PANNA and NRDC filed a petition for writ of mandamus.
See generally In re PANNA, No. 14-72794 (9th Cir.). This Court ordered EPA to “issue
either a proposed or final revocation rule or a full and final response” to the
Administrative Petition by October 31, 2015. Iz re PANN.A, 798 F.3d 809, 815 (9th
Cir. 2015). The Court then ordered EPA to take final action on the Administrative
Petition by March 31, 2017. In re PANN.A, 808 F.3d 402, 402-03 (9th Cir. 2015); In re
PANNA, 840 F.3d 1014, 1015 (9th Cir. 2016).

2. EPA’s Decision to Deny the Administrative Petition.

In November 2015, EPA initially proposed to respond to the Administrative
Petition by “revok|ing] all chlorpyrifos tolerances based in part on uncertainty
surrounding the potential for chlorpyrifos to cause neurodevelopmental effects--the
issue raised in petition claims 7-9.” 82 Fed. Reg. at 16,583 (ER 27). A year later,

“EPA published a notice of data availability that released for public comment EPA’s

2 In both interim responses, EPA made clear that, at PANNA and NRDC’s request, it
would issue a denial order under FFDCA § 346a(d)(4)(A)(iii) for these claims and that
absent such a request, it would defer issuing a denial order until it addressed the
remaining petition claims.
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revised risk assessment that proposed a new regulatory point of departure based on
the potential for chlorpyrifos to result in adverse neurodevelopmental effects.” Id.

EPA reviewed the voluminous comments received on the revocation proposal
and on the notice of data availability, and on March 29, 2017, EPA denied the
Administrative Petition. Id. at 16,581 (ER 25). EPA, in the Denial Order, stated that
it had determined that comments “suggest that there continue to be considerable
areas of uncertainty with regard to what the epidemiology data show and deep
disagreement over how those data should be considered in EPA’s risk assessment.”
Id. at 16,590 (ER 34). “EPA ... concluded that, despite several years of study, the
science addressing neurodevelopmental effects remains unresolved and that further
evaluation of the science during the remaining time for completion of registration
review is warranted to achieve greater certainty as to whether the potential exists for
adverse neurodevelopmental effects to occur from current human exposures to
chlorpyrifos.” Id. at 16,583 (ER 27).

3. The Ninth Circuit’s Denial of Further Mandamus Relief and
the Instant Judicial Petition for Review of the Denial Order.

Following the issuance of the Denial Order, PANNA and NRDC moved for
further relief concerning both the Denial Order and the administrative objections
process in the separate mandamus action. Iz re PANN.A, Case No. 14-72794, Dkt.
No. 55 (Mot. for Further Mandamus Relief, Apr. 5, 2017). This Court denied the

motion, stating “[nJow that EPA has issued its denial, substantive objections must
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tirst be made through the administrative process mandated by [the FFDCA]” and,
once EPA issues a final order, only then can the Court “consider the merits of EPA’s
‘final agency action.” In re PANNA, 863 F.3d 1131, 1132-33 (9th Cir. 2017)
(citations omitted). In other words, “‘[f]iling objections and awaiting their resolution
by the EPA Administrator is a prerequisite to obtaining judicial review” of EPA’s final
response to the petition.” Id. at 1133.

On June 5, 2017, Petitioners filed this case, seeking judicial review of the
Denial Order. On the same day, they also filed with EPA written objections to the
denial order under the FFDCA (hereinafter “Administrative Objections”). On
August 21, 2017, EPA filed a Motion to Dismiss for lack of jurisdiction on the
grounds that, under the FFDCA, judicial review is only available following the
Administrator’s response to the administrative objections to a denial order. Dkt. No.
23. On December 20, 2017, this Court denied the motion to dismiss without
prejudice to EPA renewing the arguments in its merits brief. Dkt. No. 31.

On December 21, 2017, EPA filed its certified index to the administrative
record. Dkt. No. 32. On January 18, 2018, EPA filed a supplemental certified index
to the administrative record. Dkt. No. 36.

On January 23, 2018, Petitioners filed their opening brief in this matter. Dkt.
No. 38-1 (“Petrs.” Br.”). On that same day, Petitioners also moved to “complete”
EPA’s administrative record or, in the alternative, for the Court to consider extra-
record evidence. Dkt. No. 37. On February 2, 2018, Petitioners moved the Court to

9
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assign this case to the panel in In e PANN.A. Dkt. No. 51. EPA filed responses to
both motions (Dkt. Nos. 50 & 62-1). On March 6, 2018, this Court denied
Petitioners’ request to assign this case to the panel in Iz re PANN.A and referred the
motion to complete the administrative record to the merits panel. Dkt. No. 68.

4, Involvement of Intervenors and Amicus Curiae.

Several states have moved to intervene in this case on behalf of Petitioners.
The Court granted the request for intervention by several states on December 20,
2017. Dkt. No. 31. The Court granted the request for intervention by two additional
states on March 6, 2018. Dkt. No. 68. Intervenors submitted their brief in support of
Petitioners on February 6, 2018 (Dkt. No. 54), which was accepted by the Court on
February 8, 2018 (Dkt. No. 58).

Two parties also moved to submit amicus briefs in this matter in support of
Petitioners. A group of health professional organizations and former Congressman
Henry Waxman both submitted proposed amicus briefs for review on February 13,
2018. Dkt. Nos. 64 & 65.

SUMMARY OF ARGUMENT

The FFDCA sets forth a clear process for judicial review. An order by EPA
denying a petition to revoke a pesticide’s tolerance under the FFDCA is not subject to
judicial review. 21 U.S.C. § 346a(h)(1). Instead, a party objecting to EPA’s decision
must first file administrative objections. See 21 U.S.C. § 346a(g)(2)(A). EPA must then

issue a “[f]inal decision,” 7. § 346a(g)(2)(C), which is then subject to judicial review, 7.

10
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§ 346a(h)(1). Here, however, Petitioners ask this Court to do precisely what the
FFDCA prohibits—review an order by EPA denying a petition to revoke a pesticide’s
tolerance—rather than wait and review EPA’s final decision after the administrative
objections process.

This Court should decline Petitioners’ request and instead let EPA address
Petitioners’ Administrative Objections to the Denial Order in the first instance. First,
this Court may not review EPA’s Denial Order because the FFDCA’s bar on judicial
review is jurisdictional and not subject to waiver. Second, even if this Court could
waive the administrative exhaustion requirement in the FFDCA, it should decline to
do so. The arguments Petitioners raise in this case are identical to the Administrative
Objections they have raised before EPA in the administrative objections process.
EPA should be allowed to address those objections first in the manner set forth by
the FFDCA, prior to this Court doing so, especially where, as here, Petitioners fail to
meet the high bar of showing that further administrative proceedings are futile.
Lastly, Petitioners have asked this Court—if it finds it lacks jurisdiction to review the
underlying Denial Order—to issue a writ of mandamus directing EPA to issue a final
decision on their Administrative Objections by a time certain. This request should be
rejected as failing to comply with the Federal Rules of Appellate Procedure and, in
any event, is wholly based upon a misreading of a letter sent by EPA which

Petitioners use to argue that EPA is engaged in unreasonable delay.

11
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STANDARD OF REVIEW

EPA’s decisions setting forth tolerances for pesticides under the FFDCA are
reviewed under the Administrative Procedure Act (“APA”). Nw. Coal. for Alts. to
Pesticides v. EPA, 544 F.3d 1043, 1047 (9th Cir. 2008). “Under the APA, [this Court
should] set aside an agency’s decision if it is ‘arbitrary, capricious, an abuse of
discretion, or otherwise not in accordance with law.”” Id. (quoting 5 U.S.C. §
706(2)(A)). ““The scope of review under the ‘arbitrary and capricious’ standard is
narrow and a court is not to substitute its judgment for that of the agency.” Id. at
1048 (quoting Mfrs’ Ass'n v. State Farm Mut. Auto Ins. Co., 463 U.S. 29, 43 (1983)).

“Unless exceptional circumstances are present, judicial review can only take
place once administrative action is final and all administrative remedies have been
exhausted.” Peter Kiewit Sons’ Co. v. U.S. Army Corps of Eng’rs, 714 F.2d 163, 167 (D.C.

(113

Cir. 1983). Finality is a jurisdictional requirement and ““no one is entitled to judicial

relief for a supposed or threatened injury until the prescribed administrative remedy
has been exhausted.” Id. at 167 (quoting Myers v. Bethlehem Shipbuilding Corp., 303 U.S.
41, 50-51 (1938)); see also Sierra Club v. U.S. Nuclear Regulatory Comm’n, 825 F.2d 13506,
1359 (9th Cir. 1987) (explaining the “jurisdictional bar” applied to “petitions filed
before a final order has been entered.”); Peter Kiewit Sons’ Co., 714 F.2d at 167 (citing).
Where a statute and agency regulations create a mandatory administrative process that
must be pursued before judicial review, courts must enforce exhaustion of the

administrative remedies requirements strictly. Darby v. Cisneros, 509 U.S. 137 (1993).

12
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With respect to mandamus requests, “[m]andamus is an extraordinary remedy
and one that will be employed only in extreme situations.” Clorox Co. v. U.S. Dist.
Conrt for N. Dist. of Cal., 779 F.2d 517, 519 (9th Cir. 1985) (citations omitted). The
circumstances that will justify interference with non-final agency action must be truly
extraordinary, because this Court’s supervisory province as to agencies is not as direct
as its supervisory authority over trial courts. Pub. Util. Comm’r of Or. v. Bonneville Power
Adpin., 767 F.2d 622, 630 (9th Cir. 1985). The party seeking a writ of mandamus
bears the burden of proving that its right to issuance of the writ is “clear and
indisputable.” In re Cal. Power Exch. Corp., 245 F.3d 1110, 1120 (9th Cir. 2001)
(internal quotation marks and citation omitted).

ARGUMENT

I. This Court Lacks Jurisdiction Over the Petition for Review Because EPA
Has Not Issued a Final Order Subject to Judicial Review.

This Court has already acknowledged that the FFDCA’s administrative
objections process is a statutory prerequisite to judicial review of an order on a
petition to revoke a tolerance. In re PANNA, 863 F.3d at 1132-33. In their brief,
Petitioners do not contend that they have exhausted the FFDCA’s administrative
remedies. Rather, they argue that exhaustion is not a jurisdictional bar. Petrs.” Br. at
41-43. Petitioners are incorrect. Under the FFDCA, filing objections to a denial of a
petition to revoke the tolerances of a pesticide is a prerequisite to judicial review, and

only the final order issued at the conclusion of the administrative objections process is

13



Case: 17-71636, 03/08/2018, ID: 10791171, DktEntry: 69, Page 23 of 100

reviewable in the Courts of Appeals. 21 U.S.C. § 346a(h); 40 C.F.R. §§ 178.65, 180.30.
Moreover, Petitioners are not entitled to seek judicial review under FIFRA because
the FFDCA provides the exclusive remedy to address arguments raised under both
statutes.

A. The FFDCA’s Exhaustion Requirement Is Jurisdictional and May
Not Be Waived.

Despite acknowledging that the administrative objections process is designed
to be a prerequisite to judicial review—and in fact filing such objections here—
Petitioners nonetheless ask this Court to review the Denial Order before that
administrative process is complete. But Petitioners’ exclusive remedy is to seek
review of the final order issued at the conclusion of the administrative proceedings.
Moreover, even if the FFDCA did not expressly prohibit review of the Denial Order,
this Court would also lack jurisdiction under the APA to review the Denial Order
because that order is not “final agency action.” See 5 U.S.C. § 704. Indeed, this
Court, in the prior mandamus action, noted that PANNA and NRDC, two of the
Petitioners in this case, acknowledged that ““[f]iling objections and awaiting their
resolution by the EPA Administrator is a prerequisite to obtaining judicial review’ of

EPA’s final response to the petition.” See In re PANN.A, 863 F.3d at 1133.

14
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1. Congress Changed the FFDCA’s Judicial Review and
Administrative Objections Provisions Such That EPA’s
Actions Would Not Be Subject to Both Proceedings at the
Same Time.

Prior versions of the FFDCA permitted certain actions by EPA to be subject to
either turther administrative review or judicial review. See 21 U.S.C. § 346a(e), (1)
(1982) (revised in 1996). In 1996 Congress amended the statute in the Food Quality
Protection Act and eliminated the opportunity for judicial review without the
completion of the administrative process. Pub. L. No. 104-170, 110 Stat. 1489.
Oddly, Petitioners point this Court to a D.C. Circuit case addressing the prior version of
the FFDCA. Petrs.” Br. at 44. There, EPA issued a regulation “following notice and
comment and pursuant to § 346a(e), which permits EPA on its own initiative to
establish tolerances for pesticides and provides that ‘[r]egulations issued under this
subsection shall upon publication be subject to paragraph (5) of subsection (d).”
Nat'l Coal. Against the Misuse of Pesticides v. Thomas, 809 F.2d 875, 879 (D.C. Cir. 1987)
(quoting 21 U.S.C. § 346a(e) (prior version)). That subsection, 21 U.S.C. § 346a(d)(5),
permitted petitioners to seek an administrative hearing on their objections to EPA’s
regulation. Id. EPA argued that § 346a(d)(5) required petitioners to seek an
administrative hearing before invoking judicial review. Id.

The D.C. Circuit rejected this argument, noting the language used in the judicial

review provision of the then-applicable statute.

Section 346a(i)(1) provides for judicial review of ‘any order under
subsection (d)(5), (e), or ().” As we observed previously, EPA's final rule

15
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of February 14, 1986 and the extension of September 1986 both qualify
as ‘order|[s] under subsection ... (¢).” If we accept EPA's argument that
judicial review under § 346a(i)(1) can only follow formal hearings under
subsection (d)(5) of § 364a, then the reference in § 346a(1)(1) to orders
under subsection (e) is rendered surplusage. Both the language and
structure of § 346a therefore indicate that resort to a formal hearing is
unnecessary before repairing to the courts.

Id. (citation omitted). Thus petitioners had the option to seek further administrative
review or to seek judicial review first under this prior version of the statute.

After that 1987 decision, Congtress changed the FFDCA such that EPA actions
under § 3406a are either subject directly to judicial review or, as is the case here, subject
to an administrative objections process, the outcome of which is subject to judicial
review. 21 U.S.C. §§ 346a(g)(2)(A), (h)(1). No longer could an action be subject
immediately to both types of review. The statute clearly states that only decisions
under §§ 346a(e)(1)(C), (£)(1)(C), and (2)(2)(C) are subject to judicial review. 21 U.S.C.
§ 346a(h)(1). EPA’s Denial Order was issued in response to an Administrative
Petition under § 346a(d)(4)(A)(iii), which, unlike the regulation in Natzonal Coalition
Against the Misuse of Pesticides, is not listed as an order subject to judicial review.

Indeed, Congress’s revision of the statute seems designed to prohibit the very
situation Petitioners’ ask the Court to permit here: simultaneous review of an EPA

decision under the FFDCA in both further administrative and judicial proceedings.
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2. The FFDCA’s Exhaustion Requirement Sets Forth the Sort
of Detailed Process Indicating That It Is a Jurisdictional
Requirement.

The determination that the FFDCA’s judicial review provision is jurisdictional
is confirmed by the specific language of the judicial review provision at issue. In
McBride Cotton, this Court differentiated general exhaustion requirements in statutes
(which are not jurisdictional) from statutory exhaustion provisions setting forth
detailed administrative procedures (which are jurisdictional). McBride Cotton & Cattle
Corp. v. Veneman, 290 F.3d 973, 978-80 (D.C. Cir. 2002). For instance, the Court
compared general, non-jurisdictional, exhaustion provisions such as “No action shall
be brought . . . until such administrative remedies as are available are exhausted,” with
the “sweeping and direct” exhaustion provision in Gallo Cattle Co. v. United States
Department of Agriculture, 159 F.3d 1194 (9th Cir. 1998). There, the statute detailed a
petition process, a hearing before the Secretary, and a final ruling by the Secretary,
which would only then vest the court with jurisdiction. MeBride Cotton, 290 F.3d at
979-80. The Court held that this exhaustion requirement was jurisdictional because it
“explicitly granted the district court jurisdiction over only those claims which had
previously been presented to the Secretary by administrative petition.” Id. (citing
Gallo, 159 F.3d at 1197-98).

FFDCA section 346a details an administrative process similar to the one at
issue in Gallo Cattle that this Court held required exhaustion prior to vesting

jurisdiction. To establish jurisdiction to challenge a pesticide tolerance determination,
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Petitioners had to file objections with the EPA Administrator within 60 days after the
order was issued, which they did, and the objections process then allows requestors to
seek a public evidentiary hearing. 21 U.S.C. § 346a(g)(2)(A)-(B). “As soon as
practicable after receiving the arguments of the parties,” EPA must describe the
actions taken in response to the objections, and any warranted revisions to the
determination, in a final order. Id. § 346a(g)(2)(C). Only then may a petitioner seek
judicial review of the final order in a Court of Appeals. Id. § 346a(h)(1). Moreover,
the FFDCA provides that “[a]ny issue as to which review is or was obtainable under
[Section 346a] shall not be the subject of judicial review under any other provision of
law.” Id. § 346a(h)(5). In sum, for EPA actions “subject to the objection procedure in
FFDCA section [346a], judicial review is not avatlable unless an adpersely affected party exhausts
these objection procedures, and any petition procedures preliminary thereto.” 40 C.F.R.

§ 180.30(b) (emphasis added).

In one of the few cases to examine the FFDCA’s exhaustion requirement, the
Southern District of New York held, and the Second Circuit affirmed, that Section
346a(h)(5) “forecloses [judicial] review prior to exhaustion of administrative
remedies.” State of New York v. EPA, 350 F. Supp. 2d 429, 438 (S.D.N.Y. 2004), aff’d
sub nom. Nat. Res. Def. Council v. Johnson, 461 F.3d 164 (2d Cir. 2006). The Southern
District of New York explained that Section 346a(h) “constitutes the type of language
courts have insisted upon in demonstrating congressional intention to require
exhaustion of administrative remedies,” and “Congress’s intent to preclude review in

18



Case: 17-71636, 03/08/2018, ID: 10791171, DktEntry: 69, Page 28 of 100

any other forum is apparent in the text of the statute, which provides that challenges
brought pursuant to subsection (h) ‘shall not be the subject of judicial review under
any other provision of law.” Id. at 438-39. Accordingly, judicial review “would be
precluded” absent exhaustion of the internal procedures set forth in the statute. Id. at
439.

In their brief, Petitioners conflate varying types of exhaustion provisions and
their jurisdictional effects. Petrs.” Br. at 42-44. But none of the cases cited by
Petitioners in support of their exhaustion arguments concerned the FFDCA, nor do
they deal with exhaustion of remedies where Congress statutorily prescribes a detailed
administrative process that must be satisfied prior to judicial review.

Petitioners additionally urge the Court to waive the FFDCA’s exhaustion
requirement as futile because they do not expect to obtain relief from the
administrative process. But futility cannot defeat statutorily-mandated procedures.
Where, as here, exhaustion is a “statutorily specified jurisdictional prerequisite” and
not just “simply a codification of the judicially developed doctrine of exhaustion,” it
“may not be dispensed with merely by a judicial conclusion of futility.” Weznberger v.
Salfi, 422 U.S. 749, 766 (1975); Sun v. Asheroft, 370 F.3d 932, 941 (9th Cir. 2004).
While common law exhaustion has judicially-defined exceptions and can be waived

for futility, the Supreme Court has instructed that courts should “not read futility or
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other exceptions into statutory exhaustion requirements.” Suzn, 370 F.3d at 941 (citing
Booth v. Churner, 532 U.S. 731, 741 & 0.6 (2001)).”

B. EPA’s Denial Order Is Not Subject to Judicial Review Under
FIFRA.

Petitioners argue that, even if judicial review is not obtainable under the
FFDCA, the Denial Order is subject to judicial review under FIFRA. Petrs.” Br. at 47.
However, under the express terms of the FFDCA, judicial review of any challenge to
a tolerance — even if styled as a FIFRA action — is precluded unless petitioners have
exhausted the statutory administrative procedures set forth in the FFDCA.

As explained above, Congress precluded judicial review of EPA’s tolerance
determinations except in compliance with the provisions of Sections 346a(g) and (h).
And Section 346a(h)(5) explicitly states that the FFDCA provides the exclusive path
to judicial review of tolerance-related decisions: “Any issue as to which review is or
was obtainable under this subsection shall not be the subject of judicial review under any other
provision of law.” 21 U.S.C. § 346a(h)(5) (emphasis added). This exclusive jurisdiction
clause means that “FIFRA’s grant of jurisdiction” is “irrelevant” here. See Naz. Res.
Def. Council, 461 F.3d at 1706; see also Geertson Farms, Inc. v. Jobanns, 439 F. Supp. 2d

1012, 1019 (N.D. Cal. 20006) (holding that the FFDCA forecloses jurisdiction under

> Moreovet, even if futility could be considered, as discussed zfra at Argument ILB,
Petitioners have provided no supportt for a claim of futility here.
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other statutes for “[a]ny issue as to which review is or was obtainable” under Section
346a).

Here, the petition for review challenges the merits of EPA’s Denial Order, in
which EPA declined to revoke the tolerances for chlorpyrifos at this time. The
practical effect of the petition for review is to challenge the substance of the existing
tolerances established by EPA pursuant to its authority under the FFDCA.
Petitioners are therefore barred from raising their claims in this Court under any other
statute unless and until they have exhausted the FFDCA’s administrative procedures.
See Nat. Res. Def. Council, 461 F.3d at 174 (“[A] challenge to a decision to leave a
tolerance in effect is an issue for which review was obtainable under Section 346a(h). As
such, [appellants] are precluded from obtaining ‘judicial review under any other
provision of law.””) (emphasis in original) (citing 21 U.S.C. § 346a(h)(5)). Petitioners
do not suggest, nor could they, that any of the issues raised in their administrative
petition could not be raised in the context of the administrative objections process
under Section 346a(g). Because Petitioners could have obtained (and in fact are
obtaining) administrative review pursuant to Section 346a(g), the plain language of
Section 346a(h)(5) precludes jurisdiction over their current challenge to the tolerance

determinations in this Court.
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II. EPA Should Be Permitted to Address Petitioners’ Objections to the
Denial Order Prior to This Court Addressing Those Same Objections.

Although EPA believes the Court’s inquiry should end at the plain language of
the FFDCA, 21 U.S.C. § 346a(h), if the Court determines that it has discretion in this
matter, it should nonetheless decline to review EPA’s Denial Order prior to the
conclusion of EPA’s own review of Petitioners’ Administrative Objections. Any
merits-based review at this point would be contrary to the direction of the FFDCA
and would be an inefficient use of judicial and Agency resources, as EPA is still
working on completing a final agency action based on a “whole record.” See 5 U.S.C.
§ 706. EPA will continue to develop its reasoning and administrative record during
the FFDCA objections process, as the Administrative Objections raise arguments that
were not before the Agency when it issued the Denial Order. Thus, both the Court
and EPA would benefit from giving the Agency the opportunity to complete its
analysis and present a full record to the Court in any future petition for review of the
final decision.

A.  EPA Should Address Petitioners’ Arguments First in the
Administrative Objections Proceedings.

The arguments Petitioners present here are exactly the same as those presented to
EPA in their Administrative Objections to EPA’s Denial Order, as shown by the

tfollowing comparison.
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Petitioners’ Brief Point Headings Administrative Objections Point
Headings

EPA Lacks the Statutory Authority To EPA’s Denial of the 2007 Petition Is

Maintain Chlorpyrifos Tolerances in the | Illegal Because EPA Cannot Maintain

Absence of an Affirmative Finding that | Tolerances in the Face of Its Findings

Chlorpyrifos Is Safe (Petrs.” Br. 28) that Chlorpyrifos is Unsafe (ER 149)

EPA’s Findings that Chlorpyrifos Is EPA’s Findings that Chlorpyrifos is

Unsafe Compel It To Revoke the Unsafe Compel the Administrator to

Tolerances (Petrs.” Br. 30) Revoke All Chlorpyrifos Food Tolerances
(ER 152)

A Desire to Continue Studying the Scientific Uncertainty is Not a Legally

Science Is Not a Legally Permissible Permissible Reason to Leave Chlorpyrifos

Reason To Leave Chlorpyrifos Tolerances in Place (ER 154).

Tolerances in Place (Petrs.” Br. 34)

The Deadline for Completing The Deadline for Completing

Registration Review Is Not a License To | Registration Review for All Older

Deny the Petition and Maintain Pesticides is Not A License to Maintain

Tolerances for Unsafe Pesticides (Petrs.” | Tolerances for Pesticides That are Unsafe

Br. 38) (ER 161)

EPA is still evaluating the arguments presented by Petitioners and two other groups in
their administrative objections. Until the Agency has had the opportunity to fully
consider these arguments during the objections process, it would be contrary to the
FFDCA'’s administrative exhaustion provisions for EPA to address them in this
petition for review.

Petitioners’ arguments made in support of their Administrative Objections
were not the focus of the underlying petition to revoke tolerances for chlorpyrifos (see
Administrative Petition (ER 1-24)), but were instead first directly raised affer the
Denial Order was entered. The Denial Order does not directly address them because
they were not before the Agency at the time. These issues should be “first decided by

an agency specifically equipped with expertise to resolve the regulatory issues raised. ”
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New Mexico Ass’n for Retarded Citizens v. State of N.M., 678 F.2d 847, 850 (10th Cir.
1982) (discussing the doctrine of primary jurisdiction).

Petitioners prematurely ask this Court to wade into the legal, science and policy
questions embedded in the Administrative Objections in the first instance. Petitioners
assert that at the heart of the objections is a legal claim—that EPA may not leave
chlorpyrifos tolerances in place pending the completion of registration review without
making a safety finding in response to the Petition—and that the objections process
would therefore not be informed or advanced by EPA’s ruling on this subject. Petrs.’
Br. at 45-46. The objections provisions of FFDCA in 21 U.S.C. § 346a(g)(2)(A) and
EPA’s implementing regulations at 40 C.F.R. {§ 178.20-.25 do not limit the objections
process to only factual issues. While EPA will only grant a request for an evidentiary
hearing to resolve factual disputes, purely legal and policy issues may appropriately be
raised in the objections process and — whether or not an evidentiary hearing is
necessary — EPA must consider and address those issues in its response. See 40 C.F.R.
§§ 178.20(c), 178.30. Accordingly, the administrative objections process is the
appropriate forum for the Agency to develop and present its views with respect to
Petitioners’ objections.

Not only is EPA considering the objections raised by Petitioners in the
administrative process, but EPA is also considering the implications of Petitioners’
proposed approach on the interplay between the statutorily mandated 15-year
registration review process in FIFRA and a petition to revoke a pesticide’s tolerance
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under the FFDCA. EPA is statutorily required to complete a registration review of
approximately 700 chemicals (including chlorpyrifos) every fifteen years. See EPA

Website, Registration Review Process, https://www.epa.gov/pesticide-

reevaluation/registration-review-process (“As of July 1, 2017, thete are about 725

registration review ‘cases’ that include approximately 1,140 pesticide active
ingredients.”). This 15-year interval reflects Congress’ effort to balance the need for
EPA to assure that chemicals are safe for use, while at the same time recognizing the
enormity of the task of reevaluating over 1,000 active ingredients* and EPA’s limited
resources.

Petitioners contend, however, that EPA, when responding to an administrative
petition to revoke a chemical’s tolerance under the FFDCA, must affirmatively find
that a pesticide is safe under the FFDCA, which is the same as completing a partial
registration review for that pesticide.” Petrs.” Br. at 28-30. Requiring EPA to do so in
all instances may be unworkable, as azyone can file an administrative petition to revoke

a chemical’s tolerance at any time. 21 U.S.C. § 346a(d)(1). Moreover, Petitioners’

* During a registration review EPA is required to “[a]ssess changes since a pesticide’s
last [registration] review,” including new risk assessment methods, new studies, and
new data on pesticides, to name a few. 40 C.F.R. § 155.53(a).

> The registration review process under FIFRA requires that a pesticide not have
“unreasonable adverse effects on the environment,” which has two subcomponents,
(1) an unreasonable risk to humans or the environment and (2) a human dietary risk
consistent with the FFDCA. 7 U.S.C. § 136(bb). Thus a full reassessment of a
pesticide’s tolerances under the FFDCA would satisfy the second subcomponent of
the registration review process under FIFRA.
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approach “would effectively give petitioners under the FFDCA the authority to re-
order scheduling decisions regarding the FIFRA registration review process that
Congress has vested in the administrator.” 82 Fed Reg. at 16,590 (ER 34).

Petitioners objected to the Denial Order and have timely raised those
objections with EPA through their Administrative Objections, which EPA is currently
considering. Regardless of EPA’s eventual response and final decision, this Court
should let EPA address those objections in the first instance. The Agency’s final
decision could obviate the need for any judicial review, either in whole or in part, but
even if Petitioners believe some judicial review is still necessary at that point, the
Court will have the benefit of a more complete administrative record tailored to
Petitioners’ objections and the Agency’s responses thereto.

B. The Administrative Objections Process Is Not Futile.

While the FFDCA’s bar on judicial review is jurisdictional, such that no futility
exception applies, Petitioners also fail to show that the administrative objections
process is futile. First, Petitioners argue that exhaustion would be futile because EPA
has decided to “leave Chlorpyrifos tolerances in place in the absence of a safety
finding for five or more years.” Petrs.” Br. at 45. This is not only inaccurate, but also
based on a misreading of a December 2017 letter that EPA sent to Senator Udall. As
set forth in the declaration of Charlotte Bertrand, EPA never asserted in the letter that

its response to the administrative objections would be delayed for several years. See

EPA Resp. to Petrs.” Mot. to Assign Panel, Bertrand Decl. 9 4-5 (Dkt. No. 62-2).
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EPA has also not stated that it will delay its response to the administrative objections
until the registration review process for chlorpyrifos is due in October 2022. 1d. EPA
will issue a final order subject to judicial review once it has completed its review of the
administrative objections, at which point Petitioners are entitled to judicial review of
that final order. Further, even if Petitioners were not pinning their delay argument
specifically to this mistaken interpretation of the letter to Senator Udall, the amount
of time needed to complete the objections process is not, in any event, relevant to the
tutility inquiry. By definition, any exhaustion requirement will delay judicial review.
The question is not whether the specified administrative process will take some time,
but rather, whether there is reason to believe that that investment of time will be
pointless in a particular case. See, e.g., Tesoro Refining &> Marketing Co., 552 F.3d 868,
874 (D.C. Cir. 2009) (“The futility exception is ‘quite restricted” and limited to
situations ‘when resort to administrative remedies [would be] ‘clearly useless.”)
(citations omitted).

Second, Petitioners have not presented clear evidence that the decision to be
reached at the conclusion of the administrative objections process has already been
determined. See Diag v. United Agric. Employee Welfare Benefit Plan & Trust, 50 F.3d
1478, 1485-86 (9th Cir. 1995) (denying futility exception because “bare assertions” of
tutility are insufficient and “record contains nothing but speculation to suggest that
the administrators would have reached a preconceived result”). A finding of futility
“require[s| the ‘certainty of an adverse decision’ or indications that pursuit of
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administrative remedies would be ‘cleatly useless.”” UDC Chairs Chapter v. Bd. of
Trustees of Unip. of D.C., 56 F.3d 1469, 1475 (D.C. Cir. 1995) (citation omitted). “The
mere ‘probability of administrative denial of the relief requested does not excuse
tailure to pursue’ administrative remedies.” Id. (citation omitted). Petitioners, a group
of States, and a separate non-profit organization each filed administrative objections
to the denial order. See Objections to March 29, 2017 Order Denying PAN/NRDC
Petition to Revoke All Tolerances and Cancel All Registrations for the Pesticide
Chlorpyrifos (June 5, 2017) (ER 121-64); Objections of the States of New York, et al.,
to EPA’s March 29, 2017 Order Denying Petition to Revoke Tolerances for
Chlorpyrifos and Leaving Tolerances in Effect (June 5, 2017) (ER 165-83); Objection
of North Coast Rivers Alliance (June 2, 2017), EPA-HQ-OPP-2007-1005-0516
(Administrative Record Index No. 206). Petitioners have offered no evidence to
suggest that the Agency will simply ignore these objections, particularly when, as
noted above, many of the arguments presented were not before EPA when it issued
the Denial Order. Just because Petitioners are unsatisfied with the Denial Order does
not mean that there is “certainty of an adverse decision” in the ongoing administrative
objections process.

Third, Petitioners argue that a Court may “dispense|| with exhaustion when it
would deny review of a claim that the agency acted in derogation of clear statutory
prohibitions or in excess of its statutory authority if doing so would leave parties
without recourse.” Petrs.” Br. at 46. Importantly, Petitioners have a clear course of
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redress under the FFDCA through the administrative objections process. None of
the cases cited by Petitioners is remotely similar to the case here. See Leedon v. Kyne,
358 U.S. 184, 187-89 (1958) (plaintiff was not limited to judicial review under the
Wagner act, which contained exhaustion requirements, where plaintiff showed that
“unlawful action of the Board has inflicted an injury on the petitioners for which the
law, apart from the review provisions of the Wagner Act, atfords a remedy”) (emphasis
added); Oestereich v. Selective Serv. Sys. Local Bd. No. 11,393 U.S. 233, 238 (1968) (draft
board’s decision to induct divinity student into military despite clear statutory bar on
induction of such students was subject to pre-induction review, rather than requiring
divinity student to “be inducted and raise his protest through habeas corpus or defy
induction and defend his refusal in a criminal prosecution”); Chamber of Commerce of
U.S. ». Rewh, 74 F.3d 1322, 1328 (D.C. Cir. 1996) (challenge to executive order alleged
to be in violation of the National Labor Relations Act where the government
conceded and did not argue that “Congress precluded non-statutory judicial review”).
Indeed, contrary to Petitioners’ assertions that EPA has “exceed[ed] its statuory
authority,” (Petrs.” Br. at 40) (citing Bowen v. Mich. Academy of Family Physicians, 476 U.S.
067, 681 (1980)), EPA is in fact “obey[ing] [Congress’s| statutory commands” with
respect to the FFDCA by reviewing the administrative objections raised by
Petitioners. See Bowen, 476 U.S. at 680. Bowen is also inapposite as, there,
“Respondents’ attack on the regulation [was] not subject to such a requirement
because there [was] no hearing, and thus no administrative remedy, to exhaust.” Id. at
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679 n.8. Here, of course, Petitioners have properly sought an administrative remedy
from EPA, but still ask this Court to rule prior to EPA answering the Administrative
Objections.

Accordingly, the Court should decline to exercise any discretion it has to review
EPA’s Denial Order prior to the conclusion of EPA’s own review of Petitioners’ (and
others’) objections to the Denial Order.

III. Petitioners’ and Intervenors’ Requests for Mandamus Relief Are
Improper and Should Be Rejected.

Petitioners—for the first time in their opening brief—suggest to the Court that
“if this Court determines it lacks jurisdiction, it should issue a writ of mandamus
directing EPA to decide LULAC’s objections within 60 days.” Petrs.” Br. at 50.
Intervenors also seek different mandamus relief, specifically an order requiring EPA
to finalize the proposed revocation rule. ¢ Intervenor Br. at 63 (Dkt. No. 55). These
requests for mandamus relief have not been properly put before the Court pursuant

to Federal Rule of Appellate Procedure 21(a). Moreover, the entire request for

¢ Intervenors’ separate mandamus request is also improper because they have not
established Article III standing in this matter, see EPA Response to Mot. Intervene
(Dkt. No. 15), and, as such, may not “pursue relief that is different from that which is
sought by a party with standing.” Town of Chester N.Y. v. Laroe Estates, Inc., 137 S. Ct.
1645, 1651 (2017) (discussing intervention under Fed. R. Civ. P. 24). Moreover,
although EPA initially proposed to revoke tolerances for chlorpyrifos, it has no
obligation to finalize that proposed rule. Enwtl. Integrity Project v. McCarthy, 139 F.
Supp. 3d 25, 39 (D.D.C. 2015) (“An agency may decide not to proceed with a

proposed rule . .. .”).
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mandamus appears to be based upon nothing more than Petitioners” own misreading
of a letter sent from EPA to a member of Congress. Accordingly, these mandamus
requests should be summarily rejected by this Court.

A.  Petitioners and Intervenors Must Request Mandamus Relief
Through the Process Set Forth in Rule 21(a).

The Federal Rules of Appellate Procedure are clear. In order to request
mandamus relief from a Court of Appeals, a party should petition the Court for a
writ. Fed. R. App. P. 21(a). Then, after the petition has been lodged with the Court,
the Court “may deny the petition without an answer. Otherwise, it must order the
respondent, if any, to answer within a fixed time.” Id. at 21(b)(1). To date, Petitioners
have not filed a Rule 21 petition, nor has this Court issued any orders treating this
part of Petitioners’ brief as such a petition or directing EPA to file a response.

Here, Petitioners and Intervenors did not follow the proper procedures to file a
petition for a writ of mandamus from this Court to order EPA to address Petitioners’
administrative objections by a date certain. This Court should reject such requests
absent the required petition.” See United States v. Davis, 953 F.2d 1482, 1498 (10th Cit.
1992) (“In seeking mandamus, however, we note that counsel has not complied with

Fed. R. App. 21(a) concerning the requirement of filing a separate petition and proof

7 Petitioners and Intervenors do not even attempt to provide a compelling reason why
they did not comply with the Federal Rules of Appellate Procedure. Indeed, at least
two of the Petitioners, PANNA and NRDC, are well aware of how to request a writ
of mandamus from this Court as they did so successfully in I re PANN.4, Case No.
14-72794 (9th Cir.).
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of service on the respondent judge, as well as other parties below.”); EEOC ». Neches
Butane Products Co., 704 F.2d 144, 152 (5th Cir. 1983) (“[A] mandamus petitioner may
not fail to comply with rule 21 without providing an adequate excuse. We do not
believe that it would be proper for us to consider today whether we would grant a
petition for a writ of mandamus when no petition has been presented to us.”); accord
Jones & Guerrero Co., Ine. v. Sealift Pac., 650 F.2d 1072, 1074 (9th Cir. 1981) (per curiam)
(“The procedural requirements for mandamus have not been met here. See Fed. R.
App. P. 21(a). We refuse to construe the appeal as a petition for mandamus.”).

B.  Petitioners’ Mandamus Request Is Based on an Inaccurate
Reading of an EPA Letter.

Although Petitioners’ mandamus request should be rejected for failure to
comply with the mandatory rules of appellate procedure, it is worth noting at this
preliminary stage that Petitioners’ request for mandamus relief falls woefully short of
meeting the requirements set forth in Telecommunications Research and Action Center v.
FCC (TRAC), 750 F.2d 70 (D.C. Cir. 1984) and applied by this Court, see e.g.
Independence Mining Co. v. Babbitt, 105 F.3d 502 (9th Cir. 1997) (“We look to the so-
called TRAC factors in assessing whether relief under the APA is appropriate.”).
Petitioners’ request is premised on a mischaracterization of a December 18, 2017
letter from EPA to Senator Tom Udall. See Petrs.” Br. at 50-51 (asserting that EPA
intends to delay answering the administrative objections for five years). Contrary to

Petitioners’ suggestion, the Udall Letter did not state that EPA would wait five years
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to complete the administrative objections process; it merely said that “the same
individuals that support the agency’s response are also working on many other
competing time-sensitive deadlines and priorities.” Petrs.” Br., Ordonia Decl., Ex. F
at 3-4 (Dkt. No. 38-3) (Udall Letter). Petitioners appear to have conflated EPA’s
plans for the registration review of chlorpyrifos with EPA’s plans to respond to the
objections. As explained in the Declaration of Charlotte Bertrand, EPA “did not
assert in the Letter that our response would be delayed for several years.” Bertrand
Decl. § 4. “EPA’s response to the administrative objections is not . . . part of [the
registration review| process, nor did EPA represent in the Letter that its response to
the objections will await completion of that process.” Id. 5.

Petitioners’ application of the TRAC factors is focused almost entirely on this
mischaracterization of EPA’s plans to address LULAC’s administrative petition.
Indeed, in assessing TRAC factor 1, Petitioners boldly and incorrectly state “EPA’s
plan to postpone action for five years violates the rule of reason.” Petrs.” Br. at 51.
But, EPA does not plan to postpone action the administrative objections for five
years. Once this mistaken assumption is removed from their argument, Petitioners’

rationale for being entitled to mandamus relief evaporates.®

® Petitioners also attempt to recycle their failed argument for further mandamus relief
in the In re PANNA case, by asking this Court to assess the delay from when the
original administrative petition was filed in 2007. See Petrs.” Br. at 51. As this Court

acknowledged, EPA “has now done what we ordered it to do,” by issuing the Denial
Order. In re PANNA, 863 F.3d at 1133.
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Accordingly, Petitioners’ and Intervenors’ requests for mandamus relief should
be rejected for failing to comply with the relevant Rules of Appellate Procedure and,
in any event, fall far short of meeting their burden of proving that their right to
issuance of the writ is “clear and indisputable.” Ir re Cal. Power Exch. Corp., 245 F.3d
at 1120 (internal quotation marks and citation omitted).

CONCLUSION

For the foregoing reasons, this Petition should be dismissed.

Respectfully submitted,
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Acting Assistant Attorney General
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STATEMENT OF RELATED CASES

This case involves a challenge to an action taken by Respondent EPA in
response to a deadline imposed by this Court in Iz re PANNA ». EPA, No. 14-72794;

however, Respondent EPA does not believe this case, or any other case, is related

according to the standard set forth under Circuit Rule 28-2.6.
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§136a

*(C) As promptly as possible but in no event more
than one year after submission of a State plan, the
Administrator shall approve the State plan or dis-
approve it and indicate the reasons for disapproval.
Consideration of plans resubmitted by States shall be
expadited.

*(4) One year after the enactment of this Act the Ad-
ministrator shall have promulgated and shall make ef-
fective regulations relating to the registration of es-
tablishments, permits for experimental use, and the
keeping of books and records under the provisions of
this Act. ’ -

‘“(d) No person shall be subject to any criminal or
civil penalty imposed by the Federal Insecticide, Fun-
gicide, and.Rodenticide Act, as amended by this Act,
for any act (or failure to act) occurring before the expi-
ration of 60 days after the Administrator has published
effective regulations in the Federal Register and taken

‘ such other action as may be necessary to permit com-
pliance with the provisions under which the penalty is
to be imposed.

‘(e) For purposes of determining any criminal or
civil penalty or liability to any third person in respect
of any act or omission occurring before the expiration
of the periods referred to in this section, the Federal
Insecticide, Fungicide, and Rodenticide Act shall be
treated as continuing in effect as if this Act had not
been enacted.”

SHORT TITLE OF 2012 AMENDMENT

Pub. L. 112-177, §1, Sept. 28, 2012, 126 Stat. 1327, pro-
vided that: ‘“This Act [amending sections 136a-1 and
136w-8 of this title and section 346a of Title 21, Food
and Drugs, and enacting provisions set out as notes
under section 136a-1 of this title] may be cited as the
‘Pesticide Registration Improvement Extension Act of
2012,,"

SHORT TITLE OF 2007 AMENDMENT

Pub. L. 110-94, §1, Oct. 9, 2007, 121 Stat. 1000, provided
that: “This Act (amending sections 136a, 136a-1, and
136w-8 of this title and section 346a of Title 21, Food
and Drugs, and enacting provisions set out as a note
under section 1362 of this title] may be cited as the
‘Pesticide Registration Improvement Renewal Act'.”

SHORT TITLE OF 2004 AMENDMENT

Pub. L. 108-199, div. G, title V, §501(a), Jan. 23, 2004,
118 Stat. 419, provided that: ‘‘This section [enacting
section 136w-8 of this title, amending sections 136a,
136a~1, 136x, and 136y of this title, and enacting provi-
sions set out as notes under section 138a of this title
and section 346a of Title 21, Food and Drugs) may be
cited as the ‘Pesticide Registration Improvement Act
of 2003".”

SHORT TITLE OF 1998 AMENDMENT

Pub. L. 104~-170, §1, Aug. 3, 1996, 110 Stat. 1489, pro-
vided that: ‘“This Act [enacting sections 1361-2, 136r-1,
and 136w-5 to 136w-7 of this title, emending this sec-
tion, sections 136a, 136a~1, 1364, 136q, 1363, 138w, 136w-3,
136x, and 136y of this title, and sections 321, 331, 333, 342,
and 346a of Title 21, Food and Drugs, and enacting pro-
visions set out as notes under section 136i-2 of this title
and sections 301 and 346a of Title 21} may be cited as
the ‘Food Quality Protection Act of 1986'.”

{Another Food Quality Protection Act of 1996 was en-
acted by Pub. L. 104-170, title IV, 110 Stat. 1613, see sec-
tion 401(a) of Pub. L. 104-170, set out as a note under
section 301 of Title 21, Food and Drugs.]

SHORT TITLE OF 1888 AMENDMENT

Paub. L. 100-532, §1(a), Oct. 25, 1988, 102 Stat. 2654, pro-
vided that: ‘“This Act [enacting section 136a-1 of this
title, amending this section and sections 138a to 136d,
136f to 136q, 136s, 136v to 136w-2, and 138y of this title,
and enacting provisions set out as notes under this sec-
tion and sections 136m and 136y of this title] may be
cited as the ‘Federal Insecticide, Fungicide, and Roden-
ticide Act Amendments of 1988°."
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SHORT TITLE OF 1878 AMENDMENT

Pub. L. 95-396, §29, Sept. 30, 1978, 92 Stat. 842, provided
that: “This Act {enacting sectfons 136w-1 to 136w—4 of
this title, amending this section and sections 138a to
138f, 136h, 136j, 136!, 1360, 136q, 136r, 136u to 136w, 136x,
and 136y of this title, enacting provisions set out as
notes under sections 136a, 1360, and 136w-4 of this title,
and amending provisions get out as a note under this
section] may be cited as the ‘Federal Pesticide Act of
1978°.” ;

SHORT TITLE

Pub. L. 92-516, §1, Oct. 21, 1972, 86 Stat. 973, provided:
“That this Act [amending this subchapter generally,
enacting notes set out under this section, and amend-
ing sections 1261 and 1471 of Title 15, Commerce and
Trade, and sections 321 and 346a of Title 21, Foods and
Drugs] may be cited as the ‘Federal Environmental

. Pesticide Control Act of 1972'."

Aot June 25, 1847, ch. 125, §1(a), as added by Pub. L.
92-516, § 2, Oct. 21, 1972, 88 Stat. 813, provided that: “This
Act [enacting this subchapter] may be cited as the
‘Federal Insecticide, Fungicide, and Rodenticide Act’.”

TERMINATION OF TRUST TERRITORY OF THE PACIFIC
ISLANDS

For termination of Trust Territory of the Paocific Is-
lands, see note set out preceding section 1681 of Title
48, Territories and Insular Possessions.

FEDERAL COMPLLANCE WITH POLLUTION CONTROL
STANDARDS

For provisions relating to the responsibility of the
head of each Executive agency for compliance with ap-
plicable pollution control standards, see Ex. Ord. No.
12088, Oct. 13, 1978, 43 F.R. 47707, set out as a note under
section 4321 of Title 42, The Public Health and Welfare.

§136a. Registration of pesticides
(a) Requirement of registration

Except as provided by this subchapter, no per-
son in any State may distribute or sell to any
person any pesticide that is not registered under
this subchapter. To the extent necessary to pre-
vent unreasonable adverse effects on the envi-
ronment, the Administrator may by regulation
limit the distribution, sale, or use in any State
of any pesticide that is not registered under this
subchapter and that is not the subject of an
experimental use permit under section 136¢ of
this title or an emergency exemption under sec-

- tion 136p of this title.

(b) Exemptions

A pesticide which is not registered with -the
Administrator may be transferred if—

(1) the transfer is from one registered estab-
lishment to another registered establishment
operated by the same producer solely for pack-
aging at the second establishment or for use as
a constituent part of another pesticide pro-
duced at the second establishment; or

(2) the transfer is pursuant to and in accord-
ance with the requirements of an experimental
use permit. .

(c) Procedure for registration
(1) Statement required

Each applicant for registration of a pesticide
shall file with the Administrator a statement
which includes—

(A) the name and address of the applicant
and of any other person whose name will ap-
pear on the labeling;
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(B) the name of the pesticide;

(C) a complete copy of the labeling of the
pesticide, a statement of all claims to be
made for it, and any directions for its use;

(D) the complete formula of the pesticide;

(BE) a request that the pesticide be classi-
fied for genseral use or for restricted use, or
for both; and

(F) except as otherwise provided in para-
graph (2)(D), if requested by the Adminis-
trator, a full description of the tests made
and the results thereof upon which the
claims are based, or alternatively a citation
to data that appear in the public literature
or that previously had been submitted to the
Administrator and that the Administrator
may consider in accordance with the follow-
.ing provisions:

(1) With respect to pesticides containing
active ingredients that are initially reg-
istered under this subchapter after Sep-
tember 30, 1978, data submitted to support
the application for the original registra-
tion of the pesticide, or an application for
an amendment adding any new use to the
registration and that pertains solely to
such new use, shall not, without the writ-
ten permission of the original data submit-
ter, be considered by the Administrator to
support an application by another person
during a period of ten years following the
date the Administrator first registers the
pesticide, except that such permission
shall not be required in the case of defen-
sive data.

(ii) The period of exclusive data use pro-
vided under clause (i) shall be extended 1
additional year for each 3 minor uses reg-
istered after August 3, 1996, and within 7
years of the commencement of the exclu-
sive use period, up to a total of 3 addi-
tional years for all minor uses registered
by the Administrator if the Administrator,
in consultation with the Secretary of Agri-
culture, determines that, based on infor-
mation provided by an applicant for reg-
istration or a registrant, that—

(I) there are insufficient efficacious al-
ternative registered pesticides available
for the use; .

(II) the alternatives to the minor usé
pesticide pose greater risks to the envi-
ronment or human health;

(III) the minor use pesticide plays or
will play a significant part in managing
pest resistance; or ‘

(IV) the minor use pesticide plays or
will play a significant part in an inte-
grated pest management program.

The registration of a pesticide for a minor
use on a crop grouping established by the
Administrator shall be considered for pur-
poses of this clause 1 minor use for each
representative crop for which data are pro-
vided in the crop grouping. Any sdditional
exclusive use period under this clause shall
be modified as appropriate or terminated if
the registrant voluntarily cancels the
product or deletes from the registration
the minor uses which formed the basis for
the extension of the additional exclusive
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use period or if the Administrator deter-
mines that the registrant is not actually
marketing the product for such minor
uses. .

(1i1) Except as otherwise provided in
clause (i), with respect to data submitted
after December 31, 1968, by an applicant or
registrant to support an application for
registration, experimental use permit, or
amendment adding a new use to an exist-
ing registration, to support or maintain in
effect an existing registration, or for re-
registration, the Administrator may, with-
out the permission of the original data
submitter, consider any such item of data
in support of an application by any other
person (hereinafter in this subparagraph
referred to as the “applicant’’) within the
fifteen-year period following the date the
data were originally submitted only if the
applicant has made an offer to compensate
the original data submitter and submitted
such offer to the Administrator accom-
panied by evidence of delivery to the origi-

"nal data submitter of the offer. The terms

and amount of compensation may be fixed
by agreement between the original data
submitter and the applicant, or, failing
such agreement, binding arbitration under
this subparagraph. If, at the end of ninety
days after the date of delivery to the origi-
nal data submitter of the offer to com-
pensate, the original data submitter and
the applicant have neither agreed on the
amount and terms of compensation nor on
a procedure for reaching an agreement on
the amount and terms of compensation, ei-
ther person may initiate binding arbitra-
tion proceedings by requesting the Federal
Mediation and Conciliation Service to ap-
point an arbitrator from the roster of arbi-
trators maintained by such Service. The
procedure and rules of the Ssrvice shall be
applicable to the selection of such arbitra-
tor and to such arbitration proceedings,
and the findings and determination of the
arbitrator shall be final and conclusive,
and no official or court of the United
States shall have power or jurisdiction to
review any such findings and determina-
tion, except for fraud, misrepresentation,
or other misconduct by one of the parties
to the arbitration or the arbitrator where
there is a verified complaint with support-
ing affidavits attesting to specific in-
stances of such fraud, misrepresentation,
or other misconduct. The parties to the ar-
bitration shall share equally in the pay-
ment of the fee and expenses of the arbi-
trator. If the Administrator determines
that an original data submitter has failed
to participate in a procedure for reaching
an agreement or in an arbitration proceed-
ing as required by this subparagraph, or
failed to comply with the terms of an
agreement or arbitration decision concern-
ing compensation under this subparagraph,
the original data submitter shall forfeit
the right to compensation for the use of
the data in support of the application. Not-
withstanding any other provision of this
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subchapter, if the Administrator deter-
mines that an applicant has fafled to par-
ticipate in a procedure for reaching an
agreement or in an arbitration proceeding
a8 required by this subparagraph, or failed
to comply with the terms of an agreement
or arbitration decision concerning com-
pensation under this subparagraph, the
Administrator shall deny the application
or cancel the registration of the pesticide
in support of which the data were nsed
without further hearing. Before the Ad-
ministrator takes action under either of
the preceding two sentences, the Adminis-
trator shall furnish to the affected person,

by certified mail, notice of intent to take -

action and allow fifteen days from the date
of delivery of the notice for the affected
person to respond. If a registration is de-
nied or canceled under this subparagraph,
the Administrator may make such order as
the Administrator deems appropriate con-
cerning the continued sale and use of ex-
isting stocks of such pesticide. Registra-
tion action by the Administrator shall not
be delayed pending the fixing of compensa-

tion.

(iv) After expiration of any period of ex-
clusive use and any period for which com-
pensation is required for the use of an item
of data under clauses (i), (ii), and (iii), the
Administrator may consider such item of
data in support of an application by any
other applicant without the permission of
the original data submitter and without an
offer having been received to compensate
the origipal data submitter for the use of
such item of data. .

(v) The period of exclusive use provided
under clause (ii) shall not take effect until
1 year after August 3, 1996, except where an
applicant or registrant is applying for the
registration of a pesticide containing an
active ingredient not previously reg-
istered.

(vi) With respect to data submitted after

August 3, 1996, by an applicant or reg-
. istrant to support an amendment adding a
new use to an existing registration that
does not retain any period of exclusive use,
if such data relates solely to a minor use
of a pesticide, such data shall not, without
the written permission of the original data
submitter, be considered by the Adminis-
trator to support an application for a
minor use by another person during the pe-
riod of 10 years following the date of sub-
mission of such data. The applicant or reg-
istrant at the time the new minor use is
requested shall notify the Administrator
that to the best of their knowledge the ex-
clusive use period for the pesticide has ex-
pired and that the data pertaining solely
to the minor use of a pesticide is eligible
for the provisions of this paragraph. If the
minor use registration which is supported
by data submitted pursuant to this sub-
section is voluntarily canceled or if such
data are subsequently used to support a
nonminor use, the data shall no longer be
subject to the exclusive use provisions of
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this clause but shall instead be considered
by the Administrator in accordance with
the provisions of clause (i), as appropriate.

(G) If the applicant is requesting that the
registration or amendment to the registra-
tion of a pesticide be expedited, an expla-
nation of the basis for the request must be
submitted, in accordance with paragraph (10)
of this subsection.

(2) Data in support of registration

(A) In general

The Administrator shall publish guidelines
specifying the kinds of information which
will be required to support the registration
of a pesticide and shall revise such guide-
lines from time to time. If thereafter the Ad-
ministrator requires any additional kind of
information under subparagraph (B) of this
paragraph, the Administrator shall permit
sufficient time for applicants to obtain such
additional information. The Administrator,
in establishing standards for data require-
ments for the registration of pesticides with
respect to minor uses, shall make such
standards commensurate with the antici-
pated extent of use, pattern of use, the pub-
lic health and agricultural need for such
minor use, and the level and degree of poten-
tial beneficial or adverse effects on man and
the environment. The Administrator shall
not require a person to submit, in relation to
a registration or reregistration of a pesticide
for minor agricultural use under this sub-
chapter, any field residue data from a geo-
graphic area where the pesticide will not be
registered for such use. In the development
of these standards, the Administrator shall
consider the economic factors of potential
national volume of use, extent of distribu-
tion, and the impact of the cost of meeting
the requirements on the incentives for any
potential registrant to undertake the devel-
opment of the required data. Except as pro-
vided by section 136h of this title, within 30
days after the Administrator registers a pes-
ticide under this subchapter the Adminis-
trator shall make available to the public the
data called for in the registration statement
together with such other scientific informa-
tion as the Administrator deems relevant to
the Administrator’s decision.

(B) Additional data

(i) If the Administrator determines that
additional data are required to maintain in
effect an existing registration of a pesticide,
the Administrator shall notify all existing
registrants of the pesticide to which the de-
termination relates and provide a list of
such registrants to any interested person.

(ii) Bach registrant of such pesticide shall
provide evidence within ninety days after re-
ceipt of notification that it is taking appro-
priate steps to secure the additional data
that are required. Two or more registrants
may agree to develop jointly, or to share in
the cost of developing, such data if they
agree and advise the Administrator of their
intent within ninety days after notification.
Any registrant who agrees to share in the
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cost of producing the data shall be entitled
to examine and rely upon such data in sup-
port of maintenance of such registration.
The Administrator shall issue a notice of in-
tent to suspend the registration of a pes-
ticide in accordance with the procedures pre-
scribed by clause (iv) if a registrant fails to
comply with this clause.

(iif) If, at the end of sixty days after advis-
ing the Administrator of their agreement to
develop jointly, or share in the cost of devel-
oping, data, the registrants have not further
agreed on the terms of the data development
arrangement. or on & procedure for reaching
‘such agreement, any of such registrants may
initiate binding arbitration proceedings by
requesting the Federal Mediation and Con-
ciliation Service to appoint an arbitrator
from the roster of arbitrators maintained by
such Service. The procedure and rules of the
Service shall be applicable to the selection
of such arbitrator and to such arbitration
proceedings, and the findings and determina-
tion of the arbitrator shall be final and con-

. clusive, and no official or court of the

United States shall have power or jurisdic-
tion to review any such findings and deter-
mination, except for fraud, misrepresenta-
tion, or other misconduct by one of the par-
ties to the arbitration or the arbitrator
where there is a verified complaint with sup-
porting affidavits attesting to specific in-
stances of such fraud, misrepresentation, or
other misconduct. All parties to the arbitra-
tion shall share equally in the payment of
the fee and expenses of the arbitrator. The
Administrator shall issue a notice of intent
to suspend the registration of a pesticide in
accordance with the procedures prescribed
by clause (iv) if a registrant fails to comply
with this clause.

(iv) Notwithstanding any other provision
. of this subchapter, if the Administrator de-
termines that a registrant, within the time
required by the Administrator, has failed to
take appropriate steps to secure the data re-
quired under this subparagraph, to partici-
pate in a procedure for reaching agreement
concerning a joint data development ar-
rangement under this subparagraph or in an
arbitration proceeding as required by this
subparagraph, or to comply with the terms
of an agreement or arbitration decision con-
cerning a joint data development arrange-
ment under this subparagraph, the Adminis-
trator may issue a notice of intent to sus-

pend such registrant’s registration of the -

pesticide for which additional data is re-
quired. The Administrator may include in
the notice of intent to suspend such provi-
sions as the Administrator deems appro-
priate concerning the continued sale and use
of existing stocks of such pesticide. Any sus-
pension proposed . under this subparagraph
shall become final and effective at the end of
thirty days from receipt by the registrant of
the notice of intent to suspend, unless dur-
ing that time a request for hearing is made
by a person adversely affected by the notice
or the registrant has satisfied the Adminis-
trator that the registrant has complied fully
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with the requirements that served as a basis
for the notice of intent to suspend. If a hear-
ing is reqguested, a hearing shall be con-
ducted under section 136d(d) of this title.
The only matters for resolution at that
hearing shall be whether the registrant has

failed to take the action that served as the.

basis for the notice of intent to suspend the
registration of the pesticide for which addi-
tional data is required, and whether the Ad-
ministrator’s determination with respect to
the disposition of existing stocks is consist-
ent with this subchapter. If a hearing is
held, a decision after completion of such
hearing shall be final. Notwithstanding any
other provision of this subchapter, a hearing
shall be held and a determination made
within seventy-five days after receipt of a
request for such hearing. Any registration
suspended under this subparagraph shall be
reinstated by the Administrator if the Ad-
ministrator determines that the registrant
has complied fully with the requirements
that served as a basis for the suspension of
the registration.

(v) Any data submitted under this subpara-
graph shall be subject to the provisions of
paragraph (1) (D). Whenever such data are
submitted jointly by two or more reg-
istrants, an agent shall be agreed on at the
time of the joint submission to handle any
subsequent data compensation matters for
the joint submitters of such data.

(vi) Upon the request of a registrant the
Administrator shall, in the case of a minor
use, extend the deadline for the production
of residue chemistry data under this sub-
paragraph for data required solely to support
that minor use until the final deadline for
submission of data under section 136a-1 of
this title for the other uses of the pesticide
established as of August 3, 1996, if—

(I) the data to support other uses of the
pesticide on a food are being provided;

(IT) the registrant, in submitting a re-
quest for such an extension, provides a
schedule, including interim dates to meas-
ure progress, to assure that the data pro-
duction will be completed before the expi-
ration of the extension period;

(III) the Administrator has determined
that such extension will not significantly
delay the Administrator's schedule for is-
suing a reregistration eligibility deter-
mination required under section 136a-1 of
this title; and

(IV) the Administrator has determined
that based on existing data, such extension
would not significantly increase the risk
of any unreasonable adverse effect on the
environment. If the Administrator grants
an extension under this clause, the Admin-
istrator shall monitor the development of
the data and shall ensure that the reg-
istrant is meeting the schedule for the pro-
duction of the data. If the Administrator
determines that the registrant is not
meeting or has not met the schedule for
the production of such data, the Adminis-
trator may proceed in accordance with
clause (iv) regarding the continued reg-
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istration of the affected products with the
minor use and shall inform the public of
such action. Notwithstanding the provi-
sions of this clause, the Administrator
may take action to modify or revoke the
extension under this clause if the Adminis-
trator determines that the extension for
the minor use may cause an unreasonable
adverse effect on the environment. In such
circumstance, the Administrator shall pro-
vide, in writing to the registrant, a notice
revoking the extension of time for submis-
sion of data. Such data shall instead be
due in accordance with the date estab-
lished by the Administrator for the sub-
mission of the data.

(vii) If the registrant does not commit to
support a specific minor use of the pesticide,
but is supporting and providing data in a
timely and adequate fashion to support uses
of the pesticide on a food, or if all uses of the
pesticide are nonfood uses and the registrant
does not commit to support a specific minor
use of the pesticide but is supporting and
providing date in a timely and adequate
fashion to support other nonfood uses of the
pesticide, the Administrator, at the written
request of the registrant, shall not take any
action pursuant to this clause in regard to
such unsupported minor use until the final
deadline established as of August 3, 1996, for
the submission of data under section 136a-1
of this title for the supported uses identified
pursuant to this clause unless the Adminis-
trator determines that the absence of the
data is significant enough to cause human
health or environmental concerns. On the
basis of such determination, the Adminis-
trator may refuse the request for extension
by the registrant. Upon receipt of the re-
quest from the registrant, the Administrator
shall publish in the Federal Register a no-
tice of the receipt of the request and the ef-
fective date upon which the uses not being
suapported will be voluntarily deleted from
the registration pursuant to section
136d(f)(1) of this title. If the Administrator
grants an extension under this clause, the
Administrator shall monitor the develop-
ment of the data for the uses being sup-
ported and shall ensure that the registrant
is meeting the schedule for the production of

~such data. If the Administrator determines
that the registrant is not meeting or has not

met the schedule for the production of such -

- data, the Administrator may proceed in ac-
cordance with clause (iv) of this subpara-
graph regarding the continued registration
of the affected products with the minor and
other uses and shall inform the public of
such action in accordance with section
136d(£)(2) of this title. Notwithstanding the
provisions of this clause, the Administrator
may deny, modify, or revoke the temporary
extension under this subparagraph if the Ad-
ministrator determines that the continu-
ation of the minor use may cause an unrea-
sonable adverse effect on the environment.
In the event of modification or revocation,
the Administrator shall provide, in writing,
to the registrant a notice revoking the tem-
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porary extension and establish a new effec-
tive date by which the minor use shall be de-
leted from the registration.

(viif)(I) If data required to support reg-
istration of a pesticide under subparagraph
(A) is requested by a Federal or State regu-
latory authority, the Administrator shall, to
the extent practicable, coordinate data re-
quirements, test protocols, timetables, and
standards of review and reduce burdens and
redundancy caused to the registrant by mul-
tiple requirements on the registrant.

(II) The Administrator may enter into a
cooperative agreement with a State to carry
out subclause (I).

(III) Not later than 1 year after August 3,
1996, the Administrator shall develop a proc-
ess to identify and assist in alleviating fu-
ture disparities between Federal and State
data requirements.

(C) Simplified procedures

Within nine months after September 30,
1978, the Administrator shall, by regulation,
prescribe simplified procedures for the reg-
istration of pesticides, which shall include
the provisions of subparagraph (D) of this
paragraph. :

(D) Exemption :

No applicant for registration of a pesticide
who proposes to purchase a registered pes-
ticide from another producer in order to for-
mulate such purchased pesticide into the
pesticide that is the subject of the applica-
tion shall be required to—

(1) submit or cite data pertaining to such
purchased product; or
(ii) offer to pay reasonable compensation

otherwise required by paragraph (1)}(D) of

this subsection for the use of any such
data.

(E) Minor use waiver

In handling the registration of a pesticide
for a minor. use, the Administrator may
waive otherwise applicable data require-
ments if the Administrator determines that
the absence of such data will not prevent the
Administrator from determining— :

(i) the incremental risk presented by the
minor use of the pesticide; and

(ii) that such risk, if any, would not be
an unreasonable adverse effect on the envi-
ronment.

(3) Application

(A) In general |

The Administrator shall review the data
after receipt of the application and shall, as
expeditiously as possible, either register the
pesticide in accordance with paragraph (6),
or notify the applicant of the Administra-
tor's determination that it does not comply
with the provisions of the subchapter in ac-
cordance with paragraph (6).
(B) Identical or substantially similar

(i) The Administrator shall, as expedi-
tiously as possible, review and act on any

application received by the Administrator
that—
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(I) proposes the initial or amended reg-
istration of an end-use pesticide that, if
registered as proposed, would be identical
or substantially similar in composition
and labeling to a currently-registered pes-
ticide identified in the application, or that
would differ in composition and labeling
from such currently-registered pesticide
only in ways that would not significantly
increase the risk of unreasonable adverse
effects on the environment; or

(I1) proposes an amendment to the reg-
istration of a registered pesticide that
does not require scientific review of data.

(1) In expediting the review of an applica-
tion for an action described in clause (i), the
Administrator shall—

: (I) review the application in accordance
with section 136w-8()(4X(B) of this title
and, if the application is found to be in-
complete, reject the application;

(II) not later than the applicable deci-
sion review time established pursuant to
section 136w-8(f)(4)(B) of this title, or, if no
review time is established, not later than
90 days after receiving a complete applica-
tion, notify the registrant if the applica-
tion has been granted or denied; and

(III) if the application is denied, notify
the registrant in writing of the specific
reasons for the denial of the application.

(C) Minor use registration

(i) The Administrator shall, as expedi-
tiously as possible, review and act on any
complete application—

(I) that proposes the initial registration
of a new pesticide active ingredient if the
active ingredient is proposed to be reg-
istered solely for minor uses, or proposes a
registration amendment solely for minor
uses to an existing registration; or

(II) for a registration or a registration
amendment that proposes significant
minor uses.

(ii) For the purposes of clause (1) —

(I) the term ‘‘as expeditiously as pos-
sible’” means that the Administrator shall,
to the greatest extent practicable, com-
plete a review and evaluation of all data,
submitted with a complete application,
within 12 months after the submission of
the complete application, and the failure
of the Administrator to complete such a
review and evaluation under clause (1)
shall not be.subject to judicial review; and

(XI) the term “significant minor uses”
means 3 or more minor uses proposed for
every nonminor use, a minor use that
would, in the judgment of the Adminis-
trator, serve as a replacement for any use
which has been canceled in the 5 years pre-
ceding the receipt of the application, or a
minor use that in the opinion of the Ad-
ministrator would avoid the reissuance of
an emergency exemption wunder section
136p of this title for that minor use.

(D) Adequate time for submission of minor
use data :

If a registrant makes a request for a minor

use waiver, regarding data required by the
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Administrator, pursuant to paragraph (2)(E),
and if the Administrator denies in whole or
in part such data waiver request, the reg-
istrant shall have a full-time period for pro-
viding such data. For purposes of this sub-
paragraph, the term ‘full-time period”
means the time period originally established
by the Administrator for submission of such
data, beginning with the date of receipt by
the registrant of t,he Administrator’s notice
of denial.
(4) Notice of application

The Administrator shall publish in the Fed-
eral Register, promptly after receipt of the
statement and other data required pursuant to
paragraphs (1) and (2), a notice of each applica-
tion for registration of any pesticide if it con-
tains any new active ingredient or if it would
entail a changed use pattern. The notice shall
provide for a period of 30 days in which any
Federal agency or any other interested person
may comment.

(5) Approval of registration

The Administrator shall register a pesticide
if the Administrator determines that, when
considered with any restrictions imposed
under subsection (d) of this section—

(A) its composition is such as to warrant
the proposed claims for it,;

(B) its labeling and other material re-
quired to be submitted comply with the re-
quirements of this subchapter;

(C) it will perform its intended function
without unreasonable adverse effects on the
environment; and

(D) when used in accordance with wide-
spread and commonly recognized practice it
will not generally cause unreasonable ad-
verse effects on the environment.

" The Administrator shall not make any lack of

essentiality a criterion for denying registra-
tion of any pesticide. Where two pesticides
meet the requirements of this paragraph, one
should not be registered in preference to the
other. In considering an application for the
registration of a pesticide, the Administrator
may waive data reguirements pertaining to ef-
ficacy, in which event the Administrator may
register the pesticide without determining
that the pesticide’s composition is such as to
warrant proposed claims of efficacy. If a pes-
ticide is found to be efficacious by any State
under section 136v(c) of this title, & presump-
tion is established that the Administrator
shall waive data requirements pertaining to
efficacy for use of the pesticide in such Sta.te
(8) Denial of registration

If the Administrator determines that the re-
quirements of paragraph (5) for registration
are not satisfied, the Administrator shall no-
tify the applicant for registration of the Ad-
ministrator’s determination and of the Admin-
istrator’s reasons (including the factual basis)
therefor, and that, unless the applicant cor-
rects the conditions and notifies the Adminis-
trator thereof during the 30-day period begin-
ning with the day after the date on which the
applicant receives the notice, the Adminis-
trator may refuse to register the pesticide.
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Whenever the Administrator refuses to reg-
ister a pesticide, the Administrator shall no-
tify the applicant of the Administrator’s deci-
sion and of the Administrator’s reasons (in-
cluding the factual basis) therefor. The Ad-
ministrator shall promptly publish in the Fed-
eral Register notice of such denial of registra-
tion and the reasons therefor. Upon such noti-
fication, the applicant for registration or
other interested person with the concurrence
of the applicant shall have the same remedies
as provided for in section 1364 of this title.

(7) Registration under special circumstances

Notwithstanding the provisions of paragraph
()

(A) The Administrator may conditionally
register or amend the registration of a pes-
ticide if the Administrator determines that
(1) the pesticide and proposed use are iden-
tical or substantially similar to any cur-
rently registered pesticide and use thereof,
or differ only in ways that would not signifi-
cantly increase the risk of unreasonable ad-
verse effects on the environment, and (ii) ap-
proving the registration or amendment in
the manner proposed by the applicant would
not significantly increase the risk of any un-
reasonable adverse effect on the environ-
ment. An applicant seeking conditional reg-
istration or amended registration under this
subparagraph shall submit such data as
would be required to obtain registration of a
similar pesticide under paragraph (5). If the
applicant is unable to submit an item of
data because it has not yet been generated,
the Administrator may register or amend
the registration of the pesticide under such
conditions as will require the submission of
such data not later than the time such data
are required to be submitted with respect to
similar pesticides already registered under
this subchapter.

(B) The Administrator may conditionally
amend the registration of a pesticide to per-
mit additional uses of such pesticide not-
withstanding that data concerning the pes-
ticide may be insufficient to support an un-
conditional amendment, if the Adminis-
trator determines that (i) the applicant has
submitted satisfactory data pertaining to
the proposed additional use, and (ii) amend-
ing the registration in the manner proposed
by the applicant would not significantly in-
crease the risk of any unreasonable adverse
effect on the environment. Notwithstanding
the foregoing provisions of this subpara-
graph, no registration of a pesticide may be
amended to permit an additional use of such
pesticide if the Administrator has issued a
notice stating that such pesticide, or any in-
gredient thereof, meets or exceeds risk cri-
teria associated in whole or in part with
human dietary exposure enumerated in regu-
lations issued under this subchapter, and
during the pendency of any risk-benefit eval-
uation initiated by such notice, if (I) the ad-
ditional use of such pesticide involves a
major food or feed crop, or (IT) the additional
use of such pesticide involves a minor food
or feed crop and the Administrator deter-
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mines, with the concurrence of the Sec-
retary of Agriculture, there is available an
effective alternative pesticide that does not
meet or exceed such risk criteria. An appli-
cant seeking amended registration under
this subparagraph shall submit such data as
would be required to obtain registration of a
similar pesticide under paragraph (5). If the
applicant is unable to submit gn item of
data (other than data pertaining to the pro-
posed additional use) because it has not yet
been generated, the Administrator may
amend the registration under such condi-
tions as will require the submission of such
data not later than the time such data are
required to be submitted with respect to
similar pesticides already registered under
this subchapter.

(C) The Administrator may conditionally
register a pesticide containing an active in-
gredient not contained in any currently reg-
istered pesticide for a period reasonably suf-
ficient for the generation and submission of
required data (which are lacking because a
period reasonably sufficient for generation
of the data has not elapsed since the Admin-
istrator first imposed the data requirement)
on the condition that by the end of such pe-
riod the Administrator receives such data
and the data do not meet or exceed risk cri-
teria enumerated in regulations issued under
this subchapter, and on such other condi-
tions as the Administrator may prescribe. A
conditional registration under this subpara-
graph shall be granted only if the Adminis-
trator determines that use of the pesticide
during such period will not cause any unrea-
sonable adverse effect on the environment,
and that use of the pesticide is in the public
interest.

(8) Interim administrative review

Notwithstanding any other provision of this
subchapter, the Administrator may not initi-
ate a public interim administrative review
process to develop a risk-benefit evaluation of
the ingredients of a pesticide or any of its uses
prior to initiating a formal action to cancel,
suspend, or deny registration of such pes-
ticide, required under this subchapter, unless
such interim administrative process is based
on a validated test or other significant evi-
dence raising prudent concerns of unreason-
able adverse risk to man or to the environ-
ment. Notice of the definition of the terms
‘“validated test’’ and ‘‘other significant evi-
dence” as used herein shall be published by
the Administrator in the Federal Register.

(9) Labeling
(A) Additional statements

Subject to subparagraphs (B) and (C), it
shall not be a violation of this subchapter
for a registrant to modify the labeling of an
antimicrobial pesticide product to include
relevant information on product efficacy,
product composition, container composition
or design, or other characteristics that do
not relate to any pesticidal claim or pes-
ticidal activity.
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(B) Reqguirements

Proposed labeling information under sub-
paragraph (A) shall not be false or mislead-
ing, shall not conflict with or detract from
any statement required by law or the Ad-
ministrator as a condition of registration,
and shall be substantiated on the request of
the Administrator.

(C) Notification and disapproval
(i) Notification
A registration may be modified under
subparagraph (A) if— ’
(1) the registrant notifies the Adminis-

- trator in writing not later than 60 days

prior to distribution or sale of a product

bearing the modified labeling; and

(IT) the Administrator does not dis-

approve of the modification under clause

(i1).
(ii) Disapproval

Not later than 30 days after receipt of a
notification under clause (i), the Adminis-
trator may disapprove the modification by
sending the registrant notification in writ-
ing stating that the proposed language is
not acceptable and stating the reasons
why the Administrator finds the proposed
modification unacceptable.

(iii) Restriction on sale

A registrant may not sell or distribute a
‘product bearing a disapproved modifica-
tion. .

(iv) Objection

A registrant may file an objection in
writing to a disapproval under clause (ii)
not later than 30 days after receipt of noti-
fication of the disapproval.

(v) Final action '
A decision by the Administrator follow-
ing receipt and consideration of an objec-
tion filed under clause (iv) shall be consid-
ered a final agency action.
(D) Use dilution .

The label or labeling required under this
‘subchapter for an antimicrobial pesticide
that is or may be diluted for use may have

a different statement of caution or protec- -

tive measures for use of the recommended
diluted solution of the pesticide than for use
of a concentrate of the pesticide if the Ad-
ministrator determines that—

(1) adequate data have been submitted to
support the statement proposed for the di-
luted solution uses; and

(if) the label or labeling provides ade-
quate protection for exposure to the di-
luted solution of the pesticide.

(10) Expedited registration of pesticides

(A) Not later than 1 year after August 3,
1996, the Administrator shall, utilizing public
comment, develop procedures and guidelines,
and expedite the review of an application for
registration of a pesticide or an amendment to
a registration that satisfies such guidelines.

(B) Any application for registration or an
amendment, including biological and conven-
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tional pesticides, will be considered for expe-
dited review under this paragraph. An applica-
tion for registration or an amendment shall
qualify for expedited review if use of the pes-
ticide proposed by the application may reason-
ably be expected to accomplish 1 or more of
the following:

(i) Reduce the risks of pesticides to human
health.

(1i) Reduce the risks of pesticides to non-
target organisms. '

(iii) Reduce the potential for contamina-
tion of groundwater, surface water, or other
valued environmental resources,

(iv) Broaden the adoption of integrated
pest management strategies, or make such
strategies more available or more effective.

(C) The Administrator, not later than 30
days after receipt of an application for expe-
dited review, shall notify the applicant wheth-
er the application 18 complete. If it is found to
be incomplete, the Administrator may either
reject the request for expedited review or ask
the applicant for additional information to
satisfy the guidelines developed under sub-
paragraph (A).

(d) Classification of pesticides

(1) Classification for general use, restricted
use, or both

(A) As a part of the registration of a pes-
ticide the Administrator shall classify it as
being for general use or for restricted use. If
the Administrator determines that some of
the uses for which the pesticide is registered
should be for general use and that other uses
for which it is registered should be for re-
stricted use, the Administrator shall classify
it for both géneral use and restricted use. Pes-
ticide uses may be classified by regulation on

the initial classification, and registered pes- .

ticides may be classified prior to reregistra-
tion. If some of the uses of the pesticide are
clagsified for general use, and other uses are
clagsified for restricted use, the directions re-
lating to its general uses shall be clearly sepa-
rated and distinguished from those directions

" relating to its restricted uses. The Adminis-

trator may require that its packaging and la-
beling for restricted uses shall be clearly dis-
tinguishable from its packaging and labeling
for general uses. -

(B) If the Administrator determines that the
pesticide, when applied in accordance with its
directions for use, warnings and cautions and
for the uses for which it is registered, or for
one or more of such uses, or in accordance
with a widespread and commonly recognized
practice, will not generally cause unreason-
able adverse effects on the environment, the
Administrator will classify the pesticide, or
the particular use or uses of the pesticide to
which the determination applies, for general

. use.
(C) If the Administrator determines that the

pesticide, when applied in accordance with its
directions for use, warnings and cautions and
for the uses for which it 18 registered, or for
one or more of such uses, or im accordance
with a widespread and commonly recognized
practice, may generally cause, without addi-
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tional regulatory restrictions, unreasonable
adverse effects on the environment, including
injury to the applicator, the Administrator
shall classify the pesticide, or the particular
use or uses to which the determination ap-
plies, for restricted use:

(i) If the Administrator classifies a pes-
ticide, or one or more uses of such pesticide,
for restricted use because of a determination
that the acute dermal or inhalation toxicity
of the pesticide presents a hazard to the ap-
plicator or other persons, the pesticide shall
be applied for any use to which the re-
stricted classification applies only by or
under the direct supervision of a certified
applicator.

(ii) If the Administrator classifies a pes-
ticide, or one or more uses of such pesticide,
for restricted use because of a determination
that its use without additional regulatory
restriction may cause unreasonable adverse
effects on the environment, the pesticide
shall be applied for any use to which the de-
termination applies only by or under the di-
rect supervision of a certified applicator, or
subject to such other restrictions as the Ad-
ministrator may provide by regulation. Any
such regulation shall be reviewable in the
appropriate court of appeals upon petition of
a person adversely affected filed within 60
days of the publication of the regulation in
final form.

(2) Change in classification

If the Administrator determines that a
change in the classification of any use of a
pesticide from general use to restricted use is
necessary to prevent unreasonable adverse ef-
fects on the environment, the Administrator
shall notify the registrant of such pesticide of
such determination at least forty-five days be-
fore making the change and shall publish the
proposed change in the Federal Register. The
registrant, or other interested person with the
concurrence of the registrant, may seek relief
from such determination under section 136d(b)
of this title.

(8) Change in classification from restricted use
to general use

The registrant of any pesticide with one or
more uses classified for restricted use may pe-
tition the Administrator to change any such
classification from restricted to general use.
Such petition shall set out the basis for the
registrant’s position that restricted use classi-
fication is unnecessary because classification
of the pesticide for general use would not
cause unreasonable adverse effects on the en-
vironment. The Administrator, within sixty
days after receiving such petition, shall notify
the registrant whether the petition has been
granted or denied. Any denial shall contain an
explanation therefor and any such denial shall
be subject to judicial review under section
136n of this title.

(e) Products with same formulation and claims

Products which have the same formulation,
are manufactured by the same person, the label-
ing of which contains the same claims, and the
labels of which bear a designation identifying

.the product as the same pesticide may be reg-

istered as a single pesticide; and additional
names and labels shall be added to the registra-
tion by supplemental statements.
(f) Miscellaneous

(1) Effect of change of labeling or formulation

If the labeling or formulation for a pesticide
is changed, the registration shall be amended
to refiect such change if the Administrator de-
termines that the change will not violate any
provision of this subchapter.

(2) Registration not a defense

In no event shall registration of an article
be construed as a defense for the commission
of any offense under this subchapter. As long
as no cancellation proceedings are in effect
registration of a pesticide shall be prima facie
evidence that the pesticide, its labeling and
packaging comply with the registration provi-
sions of the subchapter.

(8) Authority to consult other Federal agencies

In connection with consideration of any reg-
istration or application for registration under
this section, the Administrator may consult
with any other Federal agency.

(4) Mixtures of nitrogen stabilizers and fer-
tilizer products .

Any mixture or other combination of—

(A) 1 or more nitrogen stabilizers reg-
istered under this subchapter; and
(B) 1 or more fertilizer products,

shall not be subject to the provisions of this
section or sections 136a-1, 136c, 136e, 136m, and
1360(a)(2) of this title if the mixture or other
combination is accompanied by the labeling
required under this subchapter for the nitro-
gen stabilizer contained in the mixture or
other combination, the mixture or combina-
tion is mixed or combined in accordance with
such labeling, and the mixture or combination
does not contain any active ingredient other
than the nitrogen stabilizer.

(g) Registration review
(1) General rule
(A) Periodic review

(i) In general

The registrations of pesticides are to be
periodically reviewed.
(ii) Regulations

In accordance with this subparagraph,
the Administrator shall by regulation es-
tablish a procedure for accomplishing the
periodic review of registrations.
(iii) Initial registration review

The Administrator shall complete the
registration review of each pesticide or
pesticide case, which may be composed of
1 or more active ingredients and the prod-
ucts associated with the active ingredi-
ents, not later than the later of—

(I) October 1, 2022; or
(II) the date that is 15 years after the

date on which the first pesticide contain-

ing a new active ingredient is registered.
(iv) Subsequent registration review

Not later than 15 years after the date on
which the initial registration review is
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completed under clause (iii) and each 15
years thereafter, the Administrator shall
complete a subsequent registration review
for each pesticide or pesticide case.

(v) Cancellation

No registration shall be canceled as a re-
sult of the registration review process un-
less the Administrator follows the proce-
dures and substantive requirements of sec-
tion 1364 of this title.

(B) Docketing
(i) In general

Subject to clause (ii), after meeting with
1 or more individuals that are not govern-
ment employees to discuss matters relat-
ing to a registration review, the Adminis-
trator shall place in the docket minutes of
the meeting, a list of attendees, and any
documents exchanged at the meeting, not
later than the earlier of—
(I) the date that is 46 days after the
meeting; or
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(D) amendments to antimicrobial pesticide
registrations.

(2) Review time period reduction goal

Each reform identified under paragraph (1)
shall be designed to achieve the goal of reduc-
ing the review period following submission of
a complete application, consistent with the
degree of risk, to a period of not more than—

(A) 540 days for a new antimicrobial active
ingredient pesticide registration;

(B) 270 days for a new antimicrobial use of
a registered active ingredient;

(C). 120 days for any other new anti-
microbial product;

(D) 90 days for a substantially similar or
identical antimicrobial product;

(E) 90 days for an amendment to an anti-
microbial registration that does not require
scientific review of data; and

(F) 120 days for an amendment to an anti-
microbial registration that requires sci-
entific review of data and that is not other-
wise described in this paragraph.

(II) the date of issuance of the registra- (3) Implementation
tion review decision. (A) Pro, 1 rulemaking
(ii) Protected information (i) Issuance

The Administrator shall identify, but
not include in the docket, any confidential
business information the disclosure of
which is prohibited by section 136h of this
title.

(C) Limitation

Nothing in this subsection shall prohibit
the Administrator from undertaking any
other review of a pesticide pursuant to this
subchapter.

(2) Data
(A) Submission required

The Administrator shall use the authority
in subsection (¢)(2)(B) of this section to re-
quire the submission of data when such data
are necessary for a registration review.

(B) Data submission, compematlon, and ex-
emption

For purposes of this subsection, the provi-
sions of subsections (c)(1), (c)2)(B), and
(©)(2)XD) of this section shall be utilized for
and be applicable to any data required for
registration review.

(h) Regxstratlon requirements for antimicrobial

Not: later than 270 days after August 3,
1998, the Administrator shall publish in
the Federal Register proposed regulations
to accelerate and improve the review of
antimicrobial pesticide products designed
to implement, to the extent practicable,
the goals set forth in paragraph (2).

(ii) Requirements

Proposed regulations issued under clause
(i) shall—

(I) define the various classes of anti-
microbial use patterns, including house-
hold, industrial, and institutional dis-
infectants and sanitizing pesticides, pre-
servatives, water treatment, and pulp
and paper mill additives, and other such
products intended to disinfect, sanitize,
reduce, or mitigate growth or develop-
ment of microbjological organisms, or
protect inanimate objects, industrial
processes or systems, surfaces, water, or
other chemical substances from con-
tamination, fouling, or deterioration
caused by bacteria, viruses, fungi, proto-
z0a, algae, or slime;

(II) differentiate the types of review

pesticides undertaken for antimicrobial pesticides;
(1) Evaluation of process _ (III) conform the degree and type of re-
To the maximum extent practicable consist- view to the risks and benefits presented
ent with the degrees of risk presented by an by antimicrobial pesticides and the func-~
- antimicrobial pesticide and the type of review tion of review under this subchapter,
appropriate to evaluate the risks, the Admin-- considering the use patterns of the prod-
istrator shall identify and evaluate reforms to uct, toxicity, expected exposure, and
the antimicrobial registration process that product type;
would reduce review periods existing as of Au- (IV) ensure that the registration proc-
gust 3, 1996, for antimicrobial pesticide prod- ess is sufficient to maintain anti-
uct registration applications and applications microbial - pesticide efficacy and that
for amended registration of antimicrobial pes- antimicrobial pesticide products con--
ticide products, including— tinue to meet product. performance
(A) new antimicrobial active ingredients; standards and effectiveness levels for
(B) new antimicrobial end-use products; gach type of label claim made; and
(C) substantially similar or identical anti- (V) implement effective and reliable
microbial pesticides; and deadlines for process management.
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(iii) Comments

In developing the proposed regulations,
the Administrator shall solicit the views
from registrants and other affected parties
to maximize the effectiveness of the rule
development process.

(B) Final regulations

(i) Issuance

The Administrator shall issue final regu-
lations not later than 240 days after the
close of the comment period for the pro-
posed regulations.
(ii) Failure to meet goal

If a goal described in para.graph (2) is not
met by the final regulations, the Adminis-
trator shall identify the goal, explain why
the goal was not attained, describe the ele-
ment of the regulations included instead,
and identify future steps to attain the
goal.

(iii) Requirements

In issuing final regulations, the Admln-.

istrator shall—
(I) consider the establishment of a cer-
tification process for regulatory actions

involving risks that can be responsibly -

managed, consistent with the degree of
risk, in the most cost-efficient manner;
(II) consider the establishment of a
certification process by approved labora-
tories as an adjunct to the review proc-
ess;
(II1) use all appropriate and cost-effec-
tive review mechanisms, including—
(aa) expanded use of notification and
non-notification procedures;
(bb) revised procedures for applica-
tion review; and
(cc) allocation of appropriate re-
sources to ensure streamlined manage-
ment of antimicrobial pesticide reg-
istrations; and

(IV) clarify criteria for determination
of the completeness of an application.

(C) Expedited review

This subsection does not affect the re-
quirements or extend the deadlines or review
periods contained in subsection (¢)(3) of this
section.

(D) Alternative review periods

If the final regulations to carry out this
paragraph are not effective 630 days after
August 3, 1998, until the final regulations be-
come effective, the review period, beginning
on the date of receipt by the Agency of a
complete application, shall be—

(1) 2 years for a new antimicrobial active
ingredient pesticide registration;
(ii) 1 year for a new antimicrobial use of

a registered active ingredient;

(iif) 180 days for any other new anti-
microbial product;

(1v) 90 days for a substantially similar or
identical antimicrobial product; :

(v) 80 days for an amendment to an anti-
microbial registration that does not re-
quire scientific review of data; and
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(vi) 120 days for an amendment to an
antimicrobial registration that requires
scientific review of data and that is not
otherwise described in this subparagraph.

(E) Wood preservatives

An application for the registration, or for
an amendment to the registration, of a wood
preservative product for which a claim of
pesticidal activity listed in section 136(mm)
of this title is made (regardless of any other
pesticidal claim that is made with respect to
the product) shall be reviewed by the Admin-
istrator within the same period as that es-
tablished under this paragraph for an anti-
microbial pesticide product application, con-
sistent with the degree of risk posed by the
use of the wood preservative product, if the
application requires the applicant to satisfy
the same data requirements as are required
to support an application for a wood preserv-
ative product that is an antimicrobial pes-
ticide.

(F) Notification
(i) In general
Subject to clause (ifi), the Administrator
shall notify an applicant whether an appli-
cation has been granted or denied not later
than the final day of the appropriate re-
view period under this paragraph, unless
the applicant and the Administrator agree
to a later date.

(ii) Final decision

If the Administrator fails to notify an .

applicant within the period of time. re-
quired under clause (i), the failure shall be
congidered an agency action unlawfully
withheld or unreasonably delayed for pur-
poses of judicial review under chapter 7 of
title 5.

(iii) Exemption

This subparagraph does not apply to an
application for an antimicrobial pesticide
that is filed under subsection (c)(3)(B) of
uslsi: section prior to 90 days after August 3,
19986.

{iv) Limitation

Notwithstanding clause (ii), the failure
of the Administrator to notify an appli-
cant for an amendment to a registration
for an antimicrobial pesticide shall not be
judicially reviewable in a Federal or State
court if the amendment requires scientific
review of data within—

(I) the time period specified in sub-
paragraph (D)(vi), in the absence of a
final regulation under subparagraph (B);
or

(II) the time period specified in para-
graph (2)(F'), if adopted in a final regula-
tion under subparagraph (B).

(4) Annual report

(A) Submission

Beginning on August 3, 1996, and ending on
the date that the goals under paragraph (2)
are achieved, the Administrator shall, not
later than March 1 of each year, prepare and
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submit an annual report to the Committee
on Agriculture of the House of Representa-
tives and the Committee on Agriculture, Nu-
trition, and Forestry of the Senate.

(B) Requirements

A report submitted under subparagraph
(A) shall include a description of— ‘

(1) measures taken to reduce the backlog
of pending registration applications;

(ii) progress toward achieving reforma
under this subsection; and

(iii) recommendations to improve the ac-
tivities of the Agency pertaining to anti-
microbial registrations.

(June 25, 1947, ch. 125, §3, as added Pub. L. 92-516,
§2, Oct. 21, 1972, 86 Stat. 979; amended Pub. L.
94-140, §12, Nov. 28, 1975, 89 Stat. 755; Pub. L.
95-396, §§2(a), 3-8, Sept. 30, 1978, 92 Stat. 820,
824-827; Pub. L. 100-532, title I, §§102(b), 103, title
VI, §601(b)(1), title VIII, §801(b), Oct. 25, 1988, 102
Stat. 2667, 2677, 2680; Pub. L. 101-624, title XIV,
§1492, Nov. 28, 1890, 104 Stat. 3628; Pub. L. 102-237,
title X, §1008(a)(3), (b)(1), (2), (¢), Dec. 13, 1991,
1056 Stat. 1894-1896; Pub. L. 104170, title I,
§§105(b), 106(b), title II, §§210(b), (c)(1), (d), (e),
(0)(2), 222-224, 231, 250, Aug. 3, 1998, 110 Stat. 1491,
14941497, 1499, 1503, 1504, 1508, 1510; Pub. L.
108-199, div. G, title V, §501(b), Jan. 23, 2004, 118
Stat. 419; Pub. L. 110-84, §§2, 3, Oct. 9, 2007, 121
Stat. 1000.)

PRIOR PROVISIONS

A prior section 3 of act June 35, 1947, was classified to
section 136a of this title prior to amendment of act
June 25, 1947, by Pub, L. 92-516.

AMENDMENTS

2007—~Subsec. (c)@)(B)(i1XI). Pub. L. 110-84, §2(1), sub-
stituted “review the application in accordance with
section 136w-8(0)(4)(B) of this title and,” for “within 45
days after receiving the application, notify the reg-
istrant whether or not the application is complete
and,”.

Subsec. (e)3XB)di)II). Pub. L. 110-94, §2(2), sub-
stituted “not later than the applicable decision review
time established pursuant to section 136w-8(f)(4)(B) of
this title, or, if no review time is established, not later
than” for “within”.

Subsec. (8)(1A). Pub. L. 110-94, §3(1), designated first
gentence as cl. (i) and inserted heading, designated sec-
ond sentence as cl. (ii), inserted heading, and sub-
stituted “In accordance with this subparagraph, the
Administrator’” for “The Administrator”, added cls.
(iif) and (iv), designated fourth sentence as cl. (v) and
inserted heading, and struck out third sentence which
read as follows: “The goal of these regulations shall be
a review of a pesticide’s registration every 156 years.”

Subsec. ()(1XB), (C). Pub, L. 110-94, §3(2), (3), added
subpar. (B) and redesignated former subpar. (B) as (C).

2004—Subsec. (h)}2)(F). Pub. L. 108-199, §501(b)1), sub-
stituted ““120 days’’ for *‘90 to 180 days"”.

Subsec. (h)@3)D)(vi). Pub. L. 108-199, §501(b)(2)(A),
substituted 120 days’’ for ‘240 days”.

Subsec. (h)3)F)(iv). Pub., L. 108-199, §501(b)(2)}(B),
added cl. (iv).

1996—Subsec. (C)(1)(F)(i1) to (vi). Pub. L. 104-170,
§210(b), added cls. (ii), (v), and (vi), redesignated former
cls. (1i) and (iii) as (iii) and (§v), respectively, and in cl.
(1v) substituted *‘(1), (ii), and (1i1)" for *‘(i) and (i1)".

Subsec. (CX1XG). Pub. L. 104-170, §250(1), added sub-
par. (G).

Subsec. (cX2)(A). Pub. L. 104-170, §§210(d)(1), 231, in-
serted heading, inserted “the public health and agricul-
tural need for such minor use,” after ‘‘pattern of use,”,
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and substituted ‘‘potential beneficial or adverse effects

on man and the environment” for ‘“potential exposure

of man and the environment to the pesticide’’.

N Subsec. (c)}(2)(B). Pub. L. 104170, §210(d)(2), inserted
eading

Subsec (c)(2)(B)(vi). Pub. L. 104-170, §210(c)(l), added
cl. (vi).

lSulusec (c)2)(BXvii). Pudb. L, 104-170, § 210(£)(2), added
cl. (vii).

Subsec. (¢)(2)(B)(viii). Pub. L. 104—170 §222, added cl.
(viti).

Subsec. (¢)(2)(C). Pub. L. 104-170, §210(d)(3), inserted
heading.

Subsec. (¢)(2XE). Pub. L. 104-170, 5210(d)(4). added sub-
par. (B).

Subsec. (¢)(3)(A), (B). Pub. L. 104-170, §210(e)(1), (2),
inserted headings.

Subsec. (¢)(3)(0), (D). Pub, L. 104-170, §210(e)(3), added
subpars. (C) and (D).

Subsec. (c)(9). Pub. L. 104-170, §223, added par. (9).

Subsec. (¢)(10). Pub. L. 104-170, § 250(2), added par. (10).

Subsec. (f)(4). Pub. L. 104-170, §105(b), added par. (4).

Subsec. (g). Pub. L. 104170, §106(b), added subsec. (g).

Subsec. (h). Pub. L. 104-170, §224, added subsec. (h).

1991—~8ubsec. (¢)(1XD). Pub. L. 102-237, §1006(a)3)(B),
(C), added subpar. (D) and redesignated former subpar.
(D) as (F).

Subsec. (cX1)(E). Pub. L. 102-237, §1006(a)(3)(A), (C),
added subpar. (B) and struck out former subpar. (E)
which read as follows: “the complete formula of the
pesticide; and".

Subsec. (c)1)(F). Pub. L. 102-237, §1006(a)(3XA), (B),
(D), redesignated former subpar. (D) as (F), in cl. (1)
substituted “With” for “with’” and a period for semi-
colon at end, in cl. (ii) substituted ‘‘Except’’ for ‘‘ex-

_cept” and a period for semicolon at end, in cl. (iii) sub-

stituted ‘‘After’’ for ‘“‘after’” and a period for semicolon
at end, and struck out former subpar. (F) which read as
follows: “‘a request that the pesticide be classified for
general use, for restricted use, or for both.””

Subsec. (c}(2)(A). Pub, L. 102-237, §1008(b)(1), (2), sub-
stituted ‘‘the Administrator'” for “he’ before ‘‘re-
quires”, “shall permit”, ‘‘shall make”, and ‘“deems’,
and substituted ‘“‘the Administrator's’ for *‘his".

Subsec. (¢)(2XD). Pub. L. 102-237, §1006(c), clarified
amendment made by Pub. L. 100-5632, §102(b)(2)(A). See
1988 Amendment note below..

Subsec. (¢)(3)(A). Pub. L. 102-237, §1006(b)(2), sub-
stituted ‘‘the Administrator’s” for “his”.

Subseoc. (c)(5). Pub. L. 102-237, §1006(b)(1), substituted
“the Administrator’’ for “he” before ‘‘determines’.

Subsec. (c)(6). Pub. L. 102-237, §1006(b)(1), (2), sub-
stituted ‘‘the Administrator” for ‘‘he” before *‘shall no-
tify* in two places and “the Administrator’s’ for “his”
in four places.

Subsec. (d)(1). Pub. L. 102-237, §1006(b)(1), substituted
‘‘the Administrator’’ for ‘“he” before ‘“shall classify it
for both” in subpar. (A), before “will classify” in sub-
par. (B), and before ‘‘shall classify’ in subpar. (C).

Subsec. (d)(2). Pub. L. 102-237, §1006(b)1), substituted
“the Administrator’ for *“he” before ‘“‘shall notify'’.

1990—Subsec. (c)(2)(A). Pub. L. 101-624 inserted after
third sentence ‘“The Administrator shall not regaire a
person to submit, in relation to a registration or rereg-
istration of a pesticide for minor agricultural use under
this subchapter, any field residue data from a geo-
graphic area where the pesticide will not be registered
for such use.”

1988—Subsec. (a). Pub. L. 100-532, §601(b)(1), sub-
stituted ‘“Requirement of registration” for ‘Require-
ment” in heading and amended text generally. Prior to
amendment, text read as follows: ‘‘Except as otherwise
provided by this subchapter, no person in any State
may distribute, sell, offer for sale, hold for sale, ship,
deliver for shipment, or receive and (having so re-
ceived) deliver or offer to deliver, to any person any
pesticide which is not registered with the Adminis-
trator,”

Subsec. (c)(1)XD). Pub. L. 100-632, §801(b)(1)~4), in in-
troductory provisions, substituted *‘paragraph (2)(D)”
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for “subsection (c)}(2)}(D) of this section”, in cl. (1), sub-

- gtituted (1) with’ for “(i) With’ and *, except that”
for ‘“: Provided, That”, in cl. (1i), substituted ‘‘clause
)y tor “‘subparagraph (D)Xi) of this paragraph”, and in
cl. (iif), substituted ‘‘claunses (1) and (i1)" for ‘‘subpara-
graphs (D)(1) and (D)(i1) of this paragraph”.

Subsec. (c)@)(A). Pub. L. 100-532, §801(b)B)A), (B),
substituted *(3) Data in support of registration.—

**(A) The”
for “(2)(A) Data in support of registration.—The”, and
directed that subpar. (A) be aligned with left margin of
subsec. (d)(1)(A) of this section.

Subsec. (c)2X(B). Pub. L. 100-532, §§102(b)(1),
801(b)(5)(C)«(F), substituted “(B)(1) If” for *“(B) Addi-
tional data to support existing registration.—(1) I, di-
rected that cls. (i1) to (v) be aligned with left margin of
subpar. (A), in cls, (1) and (iii), inserted “The Adminis-
trator shall issue a notice of intent to suspend the reg-
istration of a pesticide in accordance with the proce-
dures prescribed by clause (iv) if a registrant fails to
comply with this clause.”, in cl. (iv), substituted “title.
The only” for “title: Provided, that the only”, and in cl.

" (v), substituted ‘‘paragraph (1XD)” for ‘‘subsection
(e)(1)XD) of this section”.

Subsec. (¢)(2)(C). Pub. L. 100-532, §801(bX56)(G), (H),
struck out “Simplified procedures’ after “(C)"’ and di-
rected that text be aligned with left margin of subpar.
(A).

Subsec. (c}2)(D). Pub. L. 100-532, §102(bX2)(A), and
Pub. L. 102-237, §1006(c), substituted *‘the pesticide that
is the subject of the application” for ‘‘an end-use prod-
uet”.

Subsec. (c)@)D)(i). Pub, L. 100-632, §102(bX2)(B).
struck out “the safety of’ after ‘‘data pertaining to’.

Sabsec. (¢)(3). Pub. L. 100-532, §103, substituted *‘(A)
The Administrator’ for *“The Administrator” and
added subpar. (B). -

Subsec. (cX7). Pub. L. 100-532, §801(b)(6), in introduc-
tory provisions, substituted ‘“‘paragraph (5)” for ‘‘sub-
section (cX5) of this section”, in subpars. (A) and (B),
substituted ‘‘paragraph (5). If"* for “‘subsection (c)(5) of
this section: Provided, That, if”’, and in subpar. (C), sub-
stituted ‘“‘prescribe. A" for “prescrlbe. Provided, that
a”,

Subsec. (d)(1)(A). Pub. L. 100-632, §801(b)(T), sub-
stituted ‘“‘restricted use. If” for ‘‘restricted use, pro-
vided that if” and ‘“‘restricted uses. The Administrator”
for ‘“‘restricted uses: Provided, however, That the Admin-
istrator”.

Subsec. (£)(2). Pub. L. 100-532, §801(b)8), substituted
‘‘this subchapter. As™ for “this subchapter: Provided,
That as".

Subsec. (g). Pub. L. 100-532, §801(b)(9), struck out sub-
sec. (g) which read as follows: *“The Administrator shall
accomplish the reregistration of all pesticides in the
most expeditious manner practiceble: Provided, That,
to the extent appropriate, any pesticide that results in
8 postharvest residue in or on food or feed crops shall
be given priority in the reregistration process.”

1878-Subsec. (¢)(1)(D). Pub. L. 95-396, §2(a)(1), added
subpar. (D), and struck out provisions which required
the applicant for registration of a pesticide to file with
the Administrator a statement containing “if re-
quested by the Administrator, a full deseription of the
tests made and the results thereof upon which the
claims are based, except that data submitted on or
after January 1, 1970, in support of an application shall
not, without permission of the applicant, be considered
by the Administrator in support of any other applica-
tion for registration unleas such other applicant shall
have first offered to pay reasonable compensation for
producing the test date to be relied upon and such data
is not protected from disclosure by section 136h(b) of
this title. This provision with regard to compensation

for producing the test data to be relied upon shall apply -

with respect to all applications for registration or re-
registration submitted on or after October 21, 1972, If
the parties cannot agree on the amount and method of
payment, the Administrator shall make such deter-
mination and may fix such other terms and conditions
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a8 may be reasonable under the circumstances. The Ad-
ministrator’'s determination shall be made on the
record after notice and opportunity for hearing. If ei-
ther party does not agree with said determination, he
may, within thirty days, take an appeal to the Federal
aistrict court for the district in which he resides with
respect to either the amount of the payment or the
terms of payment$, or both. Registration shall not be
delayed pending the determination of reasonable com-
pensation between the applicants, by the Adminis-
trator or by the court.”.

Subsec. (¢)(2). Pub. L. 85-396, §§ 2(aX(2)(A)«D), 8, 4, des-
ignated existing provisions as subpar. (A), inserted in
second sentence ‘“‘under subparagraph (B) of this para-
graph after “kind of information”, struck out from in-
troductory text of third sentence ‘‘subsection (e)}1)(D)
of this section and" after ‘Except as provided by”, and
inserted provisions relating to establishment of stand-
ards for data requirements for registration of pesticides
with respect to minor uses and consideration of eco-

. nomic factors in development of standards and cost of

development, and added subpars. (B) to (D).

Subsec. (cX5). Pub. L. 85-396, §5, provided for waiver
of data requirements pertaining to efficacy.

Sutn;ec. (cXT), (8). Pub. L. 95-396, §6, added pars. (7)
and (8).

Subsec. (d)(1XA). Pub. L. 95-396, §7(1), authorized
classification of pesticide uses by regulation on the ini-
tial classification and registered pesticides prior to re-
registration.

Subsec. (d)2). Pub. L. 95-396, §7(2), substituted
“forty-five days'’ for ‘30 days”.

Subsec. (d)(3). Pab. L. 95-396, §7(3), added par. (3).

Subsec. (g). Pub. L. 95-386, §8, added subsec. (g).

1975—8ubsec. (CK1XD). Pub. L. 94-140 inserted excep-
tion relating to test data submitted on or after Janu-
ary 1, 1970, in support of application, inserted provision
that compensation for producing test data shall apply
to all applications submitted on or after October 21,
1972, and provision relating to delay of registration
pending determination of reasonable compensation,
struck out requirement that payment determined by
court not be less than amount determined by Adminis-
trator, and substituted “If either party” for “If the
owner of the test data*.

EFFECTIVE DATE OF 2007 AMENDMENT

Pub. L. 110-94, §6, Oct. 9, 2007, 121 Stat. 1007, provided
that: ‘“This Act [see Short Title of 2007 Amendment,

‘note set out under section 136 of this title] and the

amendments made by this Act take effect on October 1,
2007.” .

EFFECTIVE DATE OF 2004 AMENDMENT

Pub. L. 108-199, div. G, title V, §501(h), Jan. 23, 2004,
118 Stat. 434, provided that: “Except as otherwise pro-
vided in this section [enacting section 136w-8 of this

title, amending this section and sections 136a-1, 136x, -

and 136y of this title, and enacting provisions set out as
notes under sections 136 of this title and section 346a of
‘Title 21, Food and Drugs) and the amendments made by
this section, this section and the amendments made by
this section take effect on the date that is 60 days after
the date of enactment of this Act [Jan. 23, 2004).”

EFFECTIVE DATE OF 1888 AMENDMENT

Amendment by Pub. L. 100-532 effective on expiration
of 60 days after Oct. 25, 1988, see section 901 of Pub. L.
100-532, set out as a note under section 136 of this title.

EFFECTIVE DATE OF 1978 AMENDMENT

Pub. L. 95-396, §2(b), Sept. 30, 1978, 92 Stat. 824, pro-
vided that: “‘The amendment to section 3(cX1)(D) of the
Federal Insecticide, Fungicide, and Rodenticide Act
fsubsec. (c}1XD) of this section] made by [subsec. (aX1)
of] this section shall apply with respect to all applica-
tions for registration approved after the date of enact-
ment of this Act [Sept. 30, 1978)." h
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EFFECTIVE DATE

For effective date of section, see section 4 of Pub. L.
92-616, set out as a note under section 136 of this title.

BIOLOGICAL PESTICIDE HANDLING STUDY

Pub. L. 101-624, title XIV, §1498, Nov. 28, 1990, 104
Stat. 3631, provided that:

“(a) STUDY.—Not later than SBeptember 30, 1992, the
National Academy of Sciences shall conduct a study of
the biological control programs and registration proce-
dures utilized by the Food and Drug Administration,
the Animal and Plant Health Inspection Service, and
the Environmental Protection Agency.

‘*(b) DEVELOPMENT OF PROCEDURES.—No¢t later than 1
year after the completion of the study under subsection
(a), the agencies and offices described in such sub-
section shall develop and implement a common process
for reviewing and approving biological control applica-
tions that are submitted to such agencies and offices
that shall be based on the study conducted under such
subgection and the recommendation of the National
Academy of Sciences, and other public comment.”

EDUCATION, STUDY, AND REPORT

. Pub. L. 100-478, title I, §1010, Oct. 7, 1988, 102 Stat.
2313, provided that:

*(a) EDUCATION.—The Administrator of the Environ-
mental Protection Agency in cooperation with the Sec-
retary of Agriculture and the Secretary of the Interior,
promptly upon enactment of this Act [Oet. 7, 1988),
shall conduct a program to inform and educate fully
persons engaged in agricultural food and fiber commod-
ity production of any proposed pesticide labeling pro-
gram or requirements that may be imposed by the Ad-
ministrator in compliance with the Endangered Species
Act [of 1973) (16 U.8.C. 15631 et seq.). The Administrator
also shall provide the public with notice of, and oppor-
tunity for comment on, the elements of any such pro-
gram and requirements based on compliance with the
Endangered Species Act [of 1873), including (but not
limited to) an identification of any pesticides affected
by the program; an explanation of the restriction or
prohibition on the user or applicator of any such pes-
ticide; an identification of those geographic areas af-
fected by any pesticide restriction or prohibition; an
identification of the effects of any restricted or prohib-
ited pesticide on endangered or threatened species; and
an identification of the endangered or threatened spe-
cies along with a general description of the geographic
areas in which such species are located wherein the ap-
plication of a pesticide will be restricted, prohibited, or
its use otherwise limited, unless the Secretary of the
Interior determines that the disclosure of such infor-
mation may create a substantial risk of harm to such
gpecies or its habitat. ’

“(b) STUDY.—The Administrator of the Environ-
mental Protection Agency, jointly with the Secretary
of Agriculture and the Secretary of the Interior, shall
‘conduct a study to identify reasonable and prudent
means available to the Administrator to implement the
endangered species pesticides labeling program which
would comply with the Endangered Species Act of 1973,
as amended, and which would allow persons to continue
production of agricultural food and fiber commodities.
Such study shall include investigation by the Adminis-
trator of the best available methods to develop maps
and the best available alternatives to mapping as
means of identifying those circumstances in which use
of pesticides may be restricted; identification of alter-
natives to prohibitions on pesticide use, including, but
not limited to, alternative pesticides and application
methods and other agricultural practices which can be
used in lieu of any pesticides whose use may be re-
stricted by the labeling program; examination of meth-
ods to improve coordination among the Environmental
Protection Agency, Department of Agriculture, and De-
partment of the Interior in administration of the label-
ing program; and analysis of the means of implement-
ing the endangered species pesticides labeling program
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or alternatives to such a program, if any, to promote
the conservation of endangered or threatened species
and to minimize the impacts to persons engaged in ag-
ricultural food and fiber commodity production and
other affected pesticide users and applicators.

‘“¢c) REPORT.—The Administrator of the Environ-
mental Protection Agency in cooperation with the Sec-
retary of Agriculture and the Secretary of the Interior
shall submit a report within one year of the date of en-
actment of this Act {Oct. 7, 1988), presenting the results
of the study conducted pursuant to subsection (b) of
this section to the Committee on Merchant Marine and
Fisheries -and the Committee on Agriculture of the
United States House of Representatives, and the Com-
mittee on Environment and Public Works and the Com-
mittee on Agriculture, Nutrition, and Forestry of the

. United States Senate.”

§136a-1. Reregistration of registered pesticides
(a) General rule ' '

The Administrator shall reregister, in accord-
ance with this section, each registered pesticide
containing any active ingredient contained in
any pesticide first registered before November 1,
1984, except for any pesticide as to which the Ad-
ministrator has determined, after November 1,
1984, and before the effective date-of this sec-
tion, that—

(1) there are no outstanding data require-
ments; and

(2) the requirements of section 136a(c)(5) of
this title have been satisfied.

(b) Reregistration phases

Reregistrations of pesticides under this sec-
tion shall be carried out in the following phases:

(1) The first phase shall include the listing
under subsection (¢) of this section of the ac-
tive ingredients of the pesticides that will be
reregistered.

(2) The second phase shall include the sub-
mission to the Administrator under subsection
(d) of this section of notices by registrants re-
specting their intention to seek reregistra-
tion, identification by registrants of missing
and inadequate data for such pesticides, and
commitments by registrants to replace such
missing or inadequate data within the applica-
ble time period.

(3) The third phase shall include submission
to the Administrator by registrants of the in-
formation required under subsection (e) of this
section.

(4) The fourth phase shall include an inde-
pendent, initial review by the Administrator
under subsection (f) of this section of submis-
sions under phases two and three, identifica-
tion of outstanding data requirements, and the
issuance, as necessary, of requests for addi-
tional data.

(5) The fifth phase shall include the review -

by the Administrator under subsection (g) of
this section of data submitted for reregistra-
tion and appropriate regulatory action by the
Administrator.

(c) Phase one
(1) Priority for reregistration

For purposes of the reregistration of the pes-
ticides described in subsection (a) of this sec-
tion, the Administrator shall list the active
ingredients of pesticides and shall give prior-
ity to, among others, active ingredients (other
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than active ingredients for which registration
standards have been issued before the effective
date of this section) that—

(A) are in use on or in food or feed and may
result in postharvest residues;

(B) may resuit in residues of potential tox-
icological concern in potable ground water,
edible fish, or shellfish;

.(C) have been determined by the Adminis-
trator before the effective date of this sec-
tion to have significant outstanding data re-
quirements; or

(D) are used on crops, including in green-
houses and nurseries, where worker exposure

- is most likely to occur.

(2) Reregistration lists

For purposes of reregistration under this
section, the Administrator shall by order—

(A) not later than 70 days after the effec-
tive date of this section, list pesticide active
ingredients for which registration standards
have been issued before such effective date;

(B) not later than 4 months after such ef-
fective date, list the first 150 pesticide active
ingredients, as determined under paragraph
1);

(C) not later than 7 months after such ef-
fective date, list the second 150 pesticide ac-
tive ingredients, as determined under para-
graph (1); and

(D) not later than 10 months after such ef-
fective date, list the remainder of the pes-
ticide active ingredients, as determined
under paragraph (1).

Each list shall be published in the Federal
Register.

(3) Judicial review

The content of a list issued by the Adminis-
trator under paragraph (2) shall not be subject
to judicial review.

(4) Notice to registrants

On the publication of a list of pesticide ac-
tive ingredients under paragraph (2), the Ad-
ministrator shall send by certified mail to the
registrants of the pesticides containing such
active ingredients a notice of the time by
which the registrants are to notify the Admin-
istrator under subsection (d) of this section
whether the registrants intend to seek or not
to seek reregistration of such pesticides.

(d) Phase two

(1) In general

The registrant of a pesticide that contains
an active ingredient listed under subparagraph
(B), (C), or (D) of subsection (c)(2) of this sec-
tion shall submit to the Administrator, within
the time period prescribed by paragraph (4),
the notice described in paragraph (2) and any
information, commitment, or offer described
in paragraph (3).

(2) Notice of intent to seek or not to seek rereg-
istration

(A) The registrant of a pesticide containing
an active ingredient listed under subparagraph
(B), (C), or (D) of subsection (c)(2) of this sec-
tion shall notify the Administrator by cer-
tified mail whether the registrant intends to
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seek or does not intend to seek reregistration
of the pesticide.

(B) If a registrant submits a notice under
subparagraph (A) of an intention not to seek
reregistration of a pesticide, the Adminis-
trator shall publish a notice in the Federal
Register stating that such a notice has been
submitted.

(8) Missing or inadequate data

Each registrant of a pesticide that contains
an active ingredient listed under subparagraph
(B), (C), or (D) of subsection (c)(2) of this sec-
tion and for which the registrant submitted a
notice under paragraph (2) of an intention to
seek reregistration of such pesticide shall sub-
mit to the Administrator—

(A) in accordance with regulations issued
by the Administrator under section 136a of
this title, an identification of—

(i) all data that are required by regula-
tion to support the registration of the pes-
ticide with respect to such active ingredi-
ent;

(ii) data that were submitted by the reg-
istrant previously in support of the reg-
istration of the pesticide that are inad-
equate to meet such regulations; and

(iii) data identified under clause (i) that
have not been submitted to the Adminis-
trator; and

(B) either—

(1) a commitment to replace the data
identified under subparagraph (A)(ii) and
submit the data identified under subpara-
graph (A)(ili) within the applicable time
period prescribed by paragraph (4)(B); or

(ii) an offer to share in the cost to be in-
curred by a person who has made a com-
mitment under clause (i) to replace or sub-
mit the data and an offer to submit to ar-
bitration as described by section
136a(c)(2)(B) of this title with regard to
such cost sharing.

For purposes of a submission by a registrant
under subparagraph (A)(di), data are inad-
equate if the data are derived from a study
with respect to which the registrant is unable
to make the certification prescribed by sub-
section (e)(1XG) of this section that the reg-
istrant possesses or has access to the raw data
used in or generated by such study. For pur-
poses of a submission by a registrant under
such subparagraph, data shall be considered to
be inadequate if the data are derived from a
study submitted before January 1, 1970, unless
it is demonstrated to the satisfaction of the
Administrator that such data should be con-
sidered to support the registration of the pes-
ticide that is to be reregistered.
(4) Time periods

(A) A submission under paragraph (2) or (3)
shall be made—

(i) in the case of a pesticide containing an

* active ingredient listed under subsection

(c)(2)XB) of this section, not later than 3

months after the date of publication of the

listing of such active ingredient;

(ii) i the case of 2 pesticide containing an
active ingredient listed under subsection
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€)2XC) of this section, not later than 3
months after the date of publication of the
listing of such active ingredient; and

(iif) in the case of a pesticide containing
an active ingredient listed under subsection
(¢)(2)(D) of this section, not later than 3
months after the date of publication of the
listing of such active ingredient.

On application, the Administrator may extend
a time period prescribed by this subparagraph
if the Administrator determines that factors
beyond the control of the registrant prevent
the registrant from complying with such pe-
riod.

(B) A registrant shall submit data in accord-
ance with a commitment entered into under
paragraph (3)(B) within a reasonable period of
time, as determined by the Administrator, but
not more than 48 months after the date the
registrant submitted the commitment. The
Administrator, on application of a registrant,
may extend the period prescribed by the pre-
ceding sentence by no more than 2 years if ex-
traordinary circamstances beyond the control
of the registrant prevent the registrant from
submitting data within such prescribed period.
Upon application of a registrant, the Adminis-
trator shall, in the case of a minor use, extend
the deadline for the production of residue
chemistry data under this subparagraph for
data required solely to support that minor use
until the final deadline for submission of data
under this section for the other uses of the
pesticide established as of August 3, 1996, if—

() the data to support other uses of the
pesticide on a food are being provided;

(ii) the registrant, in submitting a request
for such an extension provides a schedule,
including interim dates to measure progress,
to assure that the data production will be
completed before the expiration of the ex-
tension period;

(iii) the Administrator has determined
that such extension will not significantly
delay the Administrator’s schedule for issu-
ing a reregistration eligibility determina-
tion required under this section; and

(iv) the Administrator has determined
that based on existing data, such extension
would not significantly increase the risk of
‘any unreasonable adverse effect on the envi-
ronment. If the Administrator grants an ex-
tension under this subparagraph, the Admin-
istrator shall monitor the development of
the data and shall ensure that the registrant
is meeting the schedule for the production of
the data. If the Administrator determines
that the registrant is not meeting or has not
met the schedule for the production of such
data, the Administrator may proceed in ac-
cordance with clause (iv) of section
136a(c)(2)(B) of this title or other provisions
of this section, as appropriate, regarding the
continued registration of the affected prod-
uets with the minor use and shall inform the
public of such action. Notwithstanding the
provisions of this subparagraph, the Admin-
istrator may take action to modify or re-
voke the extension under this subparagraph
if the Administrator determines that the ex-
tension for the minor use may cause an un-

reasonable adverse effect on the environ-
ment. In such circumstance, the Adminis-
trator shall provide written notice to the

registrant revoking the extension of time for.

submission of data. Such data shall instead
be due in accordance with the date then es-
tablished by the Administrator for submis-
sion of the data.

(8) Cancellation and removal

(A) If the registrant of a pesticide does not
submit a notice under paragraph (2) or (3)
within the time prescribed by paragraph
(4)(A), the Administrator shall issue a notice
of intent to cancel the registration of such
registrant for such pesticide and shall publish
the notice in the Federal Register and allow 60
days for the submission of comments on the
hotice. On expiration of such 60 days, the Ad-
ministrator, by order and without a hearing,
may cancel the registration or take such other
action, including extension of applicable time
periods, as may be necessary to enable rereg-
istration of such pesticide by another person.

®B)(d) If—

(I no registrant of a pesticide containing
an active ingredient listed under subsection

(c)(2) of this section notifies the Adminis-

trator under paragraph (2) that the reg- -

istrant intends to seek reregistration of any
pesticide containing that active ingredient;

(II) no such registrant complies with para-
graph (3)(A); or

(OI) no such registrant makes a commit-
ment under paragraph (3)(B) to replace or
submit all data described in clauses (ii) and
(iii) of paragraph (3)(A);

the Administrator shall publish in the Federal
Register a notice of intent to remove the ac-
tive ingredient from the list established under
subsection (¢)(2) of this section and a notice of
intent to cancel the registrations of all pes-
ticides containing such active ingredient and
:?all provide 60 days for comment on such no-
ce.

(ii) After the 60-day period has expired, the
Administrator, by order, may cancel any such
registration without hearing, except that the
Administrator shall not cancel a registration
under this subparagraph if—

(I) during the comment period a person ac-
quires the rights of the registrant in tha.t
registration;

(II) during the comment period that person
furnishes a notice of intent to reregister the
pesticide in accordance with paragraph (2);
and

(III) not later than 120 days after the publi-
cation of the notice under this subpara-
graph, that person has complied with para-
graph (3) and the fee prescribed by this sec-
tion has been paid.

(6) Suspensions and penalties

The Administrator shall issue a notice of in-
tent to suspend the registration of a pesticide
in accordance with the procedures prescribed
by section 136a(c)(2)(B)(iv) of this title if the
Administrator determines that (A) progress is
insufficient to ensure the submission of the
data required for such pesticide under a com-
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mitment made under paragraph (3)(B) within
the time period prescribed by paragraph (4)(B)
or (B) the registrant has not submitted such
data to the Administrator within such time
period. If the registrant does not commit to
support a specific minor use of the pesticide,
but is supporting and providing data in a time-
ly and adequate fashion to support uses of the
pesticide on a food, or if all uses of the pes-
ticide are nonfood uses and the registrant does
not commit to support a specific minor use of
the pesticide but i8 supporting and providing
data in a timely and adequate faghion to sup-
port other nonfood uses of the pesticide, the
Administrator, at the written request of the
registrant, shall not take any action pursuant
to this paragraph in regard to such unsup-

ported minor use until the final deadline es- .

tablished as of August 3, 1996, for the submis-
sion of data under this section for the sup-
ported uses identified pursuant to this para-
graph unless the Administrator determines
that the absence of the data is significant
enough to cause human health or environ-
mental concerns. On such a determination the
Administrator may refuse the request for ex-
tension by the registrant. Upon receipt of the
request from the registrant, the Administrator
shall publish in the Federal Register a notice
of the receipt of the request and the effective
date upon which the uses not being supported
will be voluntarily deleted from the registra-
tion pursuant to section 136d(f)(1) of this title.
If the Administrator grants an extension
under this paragraph, the Administrator shall
monitor the development of the data for the
uses being supported and shall ensure that the
registrant is meeting the schedule for the pro-
duction of such data. If the Administrator de-
termines that the registrant is not meeting or
has not met the schedule for the production of
such data, the Administrator may proceed in
accordance with section 136a(c)(2}(B)(iv) of
this title regarding the continued registration
of the affected products with the minor and
other uses and shall inform the public of such
action in accordance with section 136d(f)(2) of
this title. Notwithstanding this subparagraph,
the Administrator may deny, modify, or re-
voke the temporary extension under this para-
graph if the Administrator determines that
the continuation of the minor use may cause
an unreasonable adverse effect on the environ-
ment. In the event of modification or revoca-
tion, the Administrator shall provide, in writ-
ing, to the registrant a notice revoking the
temporary extension and establish a new effec-
tive date by which the minor use shall be de-
leted from the registration.

(e) Phase three

(1) Information about studies

Each registrant of a pesticide that contains
an active ingredient listed under subparagraph
(B), (C), or (D) of subsection (¢)(2) of this sec-
tion who has submitted a notice under sub-
‘section (d)(2) of this section of an intent to
seek the reregistration of such pesticide shall
submit, in accordance with the guidelines is-
sued under paragrapbh (4), to the Adminis-
trator—
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(A) a summary of each study concerning
the active ingredient previously submitted
by the registrant in support of the registra-
tion of a pesticide containing such active in-
gredient and considered by the registrant to
be adequate to meet the requirements of sec-
tion 136a of this title and the regulations is-
sued under such section;

(B) a2 summary of each study concerning
the active ingredient previously submitted
by the registrant in support of the registra-
tion of a pesticide containing such active in-
gredient that may not comply with the re-
quirements of section 136a of this title and
the regulations issued under such section
but which the registrant asserts should be
deemed to comply with such requirements
and regulations;

(C) a reformat of the data from each study
saummarized under subparagraph (A) or (B)
by the registrant concerning chronic dosing,
oncogenicity, reproductive effects, muta-
genicity, neurotoxicity, teratogenicity, or
residue chemistry of the active ingredient
that were submitted to the Administrator
before January 1, 1982;

(D) where data described in subparagraph
(C) are not required for the active ingredient
by regulations issued under section 136a of
this title, a reformat of acute and sub-
chronic dosing data submitted by the reg-
istrant to the Administrator before January
1, 1982, that the registrant considers to be
adequate to meet the requirements of sec-
tion 136a of this title and the regulations is-
sued under such section;

(E) an identification of data that are re-
quired to be submitted to the Administrator
under section 138d(2)(2) of this title, indicat-~
ing an adverse effect of the pesticide;

(F) an identification of any other informa-
tion available that in the view of the reg-
istrant supports the registration;

(G) a certification that the registrant or
the Administrator possesses or has access to

. the raw data used in or generated by the
studies that the registrant summarized
under subparagraph (A) or (B);

(H) either—

(1) a commitment to submit data to fill"

each outstanding data requirement identi-~
fied by the registrant; or

(i1) an offer to share in the cost of devel-
oping such data to be incurred by a person
who has made a commitment under clause
(1) to submit such data, and an offer to
submit to arbitration as described by sec-
tion 136a(c)(2)(B) of this title with regard
to such cost sharing; and

(I) evidence of compliance with section
138a(c)X1)(D)(ii)? of this title and regulations
issued thereunder with regard to previously
submitted data as if the registrant were now
seeking the original registration of the pes-
ticide.

A registrant who submits a certification under
subparagraph (G) that is false shall be consid-
ered to have violated this subchapter and shall

18ee References in Text note below.
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be subject to the penalties prescribed by sec-
" tion 136! of this title.
(2) Time periods

(A) The information required by paragraph
(1) shall be submitted to the Administrator—

(1) in the case of a pesticide containing an
active ingredient listed under subsection
(c)(2)(B) of this section, not later than 12
months after the date of publication of the
listing of such active ingredient;

(i1) in the case of a pesticide containing an
active ingredient listed under subsection
(€)(2)(C) of this section, not later than 12
months after the date of publication of the
listing of such active ingredient; and

(iii) in the case of a pesticide containing
an active ingredient listed under subsection
(cX2)(D) of this section, not later than 12
months after the date of publication of the
listing of such active ingredient.

(B) A registrant shall submit data in accord-
ance with a commitment entered into under
paragraph (1)(H) within a reasonable period of
time, as determined by the Administrator, but
not more than 48 months after the date the
registrant submitted the commitment under
such paragraph. The Administrator, on appli-
cation of a registrant, may extend the period
prescribed by the preceding sentence by no
more than 2 years if extraordinary circam-
stances beyond the control of the registrant
prevent the registrant from submitting data
within such prescribed period. Upon applica-
tion of a registrant, the Administrator shall,
in the case of a minor use, extend thé deadline
for the production of residue chemistry data
under this subparagraph for data required
solely to support that minor use until the
final deadline for submission of data under
this section for the other uses of the pesticide
established as of-August 3, 1996, if—

(i) the data to support other uses of the
pesticide on a food are being provided;

(ii) the registrant, in submitting a request,
for such an extension provides a schedule,
including interim dates to measure progress,
to assure that the data production will be
completed before the expiration of the ex-
tension period;

(iii) the Administrator has determined
that such extension will not significantly
delay the Administrator's schedule for issu-
ing a reregistration eligibility determina-
tion required under this section; and

(iv) the Administrator has determined
that based on existing data, such extension
would not significantly increase the risk of
any unreasonable adverse effect on the envi-
ronment. If the Administrator grants an ex-
tension under this subparagraph, the Admin-
istrator shall monitor the development of
the data and shall ensure that the registrant
is meeting the schedule for the production of
the data. If the Administrator determines
that the registrant is not meeting or has not
met the schedule for the production of such
data, the Administrator may proceed in ac-
cordance with clause (iv) of section
138a(c)(2)(B) of this title or other provisions
of this section, as appropriate, regarding the

TITLE 7—AGRICULTURE

§136a-1

continued registration of the affected prod-
ucts with the minor use and shall inform the
public of such action. Notwithstanding the
provisions of this subparagraph, the Admin-
istrator may take action to modify or re-
voke the extension under this subparagraph
if the Administrator determines that the ex-
tension for the minor use may cause an un-
reasonable adverse effect on the environ-
ment. In such circumstance, the Adminis-
trator shall provide written notice to the
registrant revoking the extension of time for
submission of data. Such data shall instead
be due in accordance with the date then es-
tablished by the Administrator for submis-
sion of the data.

(3) Cancellation

(A) If the registrant of a pesticide fails to
submit the information required by paragraph
(1) within the time prescribed by paragraph
(2), the Administrator, by order and without
hearing, shall cancel the registration of such
pesticide. If the registrant does not commit to
support a specific minor use of the pesticide,
but is supporting and providing data in a time-
ly and adequate fashion to support uses of the
pesticide on a food, or if all uses of the pes-
ticide are nonfood uses and the registrant does
not commit to support a specific minor use of
the pesticide but is supporting and providing
data in a timely and adequate fashion to sup-
port other nonfood uses of the pesticide, the
Administrator, at the written request of the
registrant, shall not take any action pursuant
to this subparagraph in regard to such unsup-
ported minor use until the final deadline es-
tablished as of August 3, 1998, for the submis-
sion of data under this section for the sup-
ported uses identified pursuant to this sub-
paragraph unless the Administrator deter-
mines that the absence of the data is signifi-
cant enough to cause human health or envi-
ronmental concerns. On the basis of such de-
termination, the Administrator may refuse
the request for extemsion by the registrant.
Upon receipt of the request from the reg-
istrant, the Administrator shall publish in the
Federal Register a notice of the receipt of the
request and the effective date upon which the
uses not being supported will be voluntarily
deleted from the registration pursuant to sec-
tion 136d(f)(1) of this title. If the Adminis-
trator grants an extension under this subpara-
graph, the Administrator shall monitor the
development of the data for the uses being
supported and shall ensure that the registrant
is meeting the schedule for the production of
such data. If the Administrator determines
that the registrant is not meeting or has not
met the schedule for the production of such
data, the Administrator may proceed in ac-
cordance with section 136a(c)(2)(B)(iv) of this
title regarding the continued registration of
the affected@ products with the minor and
other uses and shall inform the public of such
action in accordance with section 138d(f)(2) of
this title. Notwithstanding this subparagraph,
the Administrator may deny, modify, or re-
voke the temporary extension under this sub-

. paragraph if the Administrator determines
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that the continuation of the minor use may
cause an unreasonable adverse effect on the
environment. In the event of modification or
revocation, the Administrator shall provide,
in writing, to the registrant a notice revoking
the temporary extension and establish a new
effective date by which the minor use shall be
deleted from the registration.

(B)(1) If the registrant of a pesticide submits
the information required by paragraph (1)
within the time prescribed by paragraph (2)
and such information does not conform to the

guidelines for submissions established by the -

Administrator, the Administrator shall deter-
mine whether the registrant made a good faith
attempt to conform its submission to such
guidelines. .

(i1) If the Administrator determines that the
registrant made a good faith attempt to con-
form its submission to such guidelines, the
Administrator shall provide the registrant a
reasonable period of time to make any nec-
essary changes or corrections.

(1iiXI) If the Administrator determines that
the registrant did not make a good faith at-
tempt to conform its submission to such
guidelines, the Administrator may issue a no-
tice of intent to cancel the registration. Such
a notice shall be sent to the registrant by cer-
tified mail. ‘

(II) The registration shall be canceled with-
out a hearing or further notice at the end of 30
days after receipt by the registrant of the no-
tice unless during that time a request for a
hearing is made by the registrant.

{(III) If a hearing 18 requested, a hearing shall
be conducted under section 136d(d) of this
title, except that the only matter for resolu-
tion at the hearing shall be whether the reg-
istrant made a good faith attempt to conform
its submission to such guidelines. The hearing
shall be held and a determination made within
75 days after receipt of a request for hearing.

(4) Guidelines

(A) Not later than 1 year after the effective
date of this section, the Administrator, by
order, shall issue guidelines to be followed by
registrants in— .

(1) summarizing studies;

(ii) reformatting studies;

(ii1) identifying adverse information; and

(iv) identifying studies that have been sub-
mitted previously that may not meet the re-
quirements of section 136a of this title or
regulations issued under such section,

under paragraph (1).

(B) Guidelines issued under subparagraph (A)
shall not be subject to judicial review. -
(8) Monitoring ‘

The Administrator shall monitor the
progress of registrants in acquiring and sub-
mitting the data required under paragraph (1).

(D Phase four
(1) Independent review and identification of
outstanding data requirements

(A) The Administrator shall review the sub-
missions of all registrants of pesticides con-
taining a particular active ingredient under
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subsections (d)(3) and (e)(1) of this section to
determine if such submissions identified all
the data that are missing or inadequate for
such active ingredient. To agsist the review of
the Administrator under this subparagraph,
the Administrator may require a registrant
seeking reregistration to submit complete
copies of studies summarized under subsection
(e)(1) of this section.

(B) The Administrator shall independently
identify and publish in the Federal Register
the outstanding data requirements for each
active ingredient that is listed under subpara-
graph (B), (C), or (D) of subsection (¢)(2) of this
section and that is contained in a pesticide to
be reregistered under this section. The Admin-
istrator, at the same time, shall issue a notice
under section 138a(c)(2)(B) of this title for the
submission of the additional data that are re-
quired to meet such requirements.

(2) Time periods

(A) The Administrator shall take the action
required by paragraph (1)—

(1) in the case of a pesticide containing an
active ingredient listed wunder subsection
(eX2)(B) of this section, not later than 18
months after the date of the listing of such
active ingredient;

(ii) in the case of a pesticide containing an
active ingredient listed under subsection
(e)(2X(C) of this section, not later than 24
months after the date of the listing of such
active ingredient; and

(ii1) in the case of a pesticide containing
an active ingredient listed under subsection
(e)(2)(D) of this section, not later than 33
months after the date of the listing of such
active ingredient.

(B) If the Administrator issues a notice to a
registrant under paragraph (1)(B) for the sub-
mission of additional data, the registrant shall
submit such data within a reasonable period of
time, as determined by the Administrator, but
not to exceed 48 months after the issuance of
such notice. The Administrator, on applica-
tion of a registrant, may extend the period

prescribed by the preceding sentence by no .

more than 2 years if extraordinary circum-
stances beyond the control of the registrant
prevent the registrant from submitting data
within such prescribed period. Upon applica-
tion of a registrant, the Administrator shall,
in the case of a minor use, extend the deadline
for the production of residue chemistry data
under this subparagraph for data required
solely to support that minor use until the
final deadline for submission of data under
this section for the other uses of the pesticide
established as of August 3, 1996, if—

(i) the data to support other uses of the
pesticide on a food are being provided;

(ii) the registrant, in submitting a request
for such an extension provides a schedule,
including interim dates to measure progress,
to assure that the data production will be
completed before the expiration of the ex-
tension period;

(iii) the Administrator has determined
that such extension will no¢ significantly
delay the Administrator’s schedule for issu-
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ing a reregistration eligibility determina-
tion required under this section; and
(iv) the Administrator has determined
that based on existing data, such extension
would not significantly increase the risk of
any unreasonable adverse effect on the envi-
ronment. If the Administrator grants an ex-
tension under this subparagraph, the Admin-
istrator shall monitor the development of
the data and shall ensure that the registrant
is meeting the schedule for the production of
the data. If the Administrator determines
that the registrant is not meeting or has not
met the schedule for the production of such
data, the Administrator may proceed in ac-
cordance with clause (iv) of section
136a(c)(2)(B) of this title or other provisions
of this section, as appropriate, regarding the
continued registration of the affected prod-
~ ucts with the minor use and shall inform the
public of such action. Notwithstanding the
provisions of this subparagraph, the Admin-
istrator may take action to modify or re-
voke the extension under this subparagraph
if the Administrator determines that the ex-
tension for the minor use may cause an un-
reasonable adverse effect on the environ-
ment. In such circumstance, the Adminis-
trator shall provide written notice to the
registrant revoking the extension of time for
submission of data. Such data shall instead
be due in accordance with the date then es-

tablished by the Administrator for submis-

sion of the data.
(3) Suspensions and penalties

The Administrator shall issue a notice of in-
tent to suspend the registration of a pesticide
in accordance with the procedures prescribed
by section 136a(c)(2)(B)(iv) of this title if the
Administrator determines that (A) tests nec-
essary to fill an outstanding data requirement
for such pesticide have not been initiated
within 1 year after the issuance of a notice
under paragraph (1)(B), or (B) progress is in-
sufficient to ensure submission of the data re-
ferred to in clause (A) within the time period
prescribed by paragraph (2)(B) or the required
data have not been submitted to the Adminis-
trator within such time period. If the reg-
istrant does not commit to support a specific
minor use of the pesticide, but is supporting
and providing data in a timely and adequate
fashion to support uses of the pesticide on a
food, or if all uses of the pesticide are nonfood
uses and the registrant does not commit to
support a specific minor use of the pesticide
but is supporting and providing data in a time-
ly and adequate fashion to support other non-
food uses of the pesticide, the Administrator,
at the written request of the registrant, shall
not take any action pursuant to this para-
graph in regard to such unsupported minor use
until the final deadline established as of Au-
gust 3, 1996, for the submission of data under
this section for the supported uses identified
pursuant to this paragraph unless the Admin-
istrator determines that the absence of the
data is’ significant enough to cause human
health or environmental concerns. On such a
determination the Administrator may refuse
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the request for extension by the registrant.
Upon receipt of the request from the reg-

_ istrant, the Administrator shall publish in the

Federal Register a notice of the receipt of the
request and the effective date upon which the
uses not being supported will be voluntarily
deleted from the registration pursuant to sec-
tion 136d(f)(1) of this title. If the Adminis-
trator grants an extension under this para-
graph, the Administrator shall monitor the
development of the data for the uses being
supported and shall ensure that the registrant
is meeting the schedule for the production of
such data. If the Administrator determines
that the registrant is not meeting or has not
met the schedule for the production of such
data, the Administrator may proceed in ac-
cordance with section 136a(c)(2)(B)(iv) of this
title regarding the continued registration of
the affected products with the minor and
other uses and shall inform the public of such
action in accordance with section 136d(f)(2) of
this title. Notwithstanding this subparagraph,
the Administrator may deny, modify, or re-
voke the temporary extension under this para-
graph if the Administrator determines that
the continuation of the minor use may cause
an unreasonable adverse effect on the environ-
ment. In the event of modification or revoca-
tion, the Administrator shall provide, in writ-
ing, to the registrant a notice revoking the
temporary extension and establish a new effec-
tive date by which the minor use shall be de-
leted from the registration.

(g) Phase five

(1) Data review

The Administrator shall conduct a thorough
examination of all data submitted under this
section concerning an active ingredient listed
under subsection (¢)}2) of this section and of
all other available data found by the Adminis-
trator to be relevant.

(2) Reregistration and other actions

(A) IN GENERAL.—The Administrator shall
make a determination as to eligibility for re-
registration—

(i) for all active ingredients subject to re-
registration under this section for which tol-
erances or exemptions from tolerances are
required under the Federal Food, Drug, and
Cosmetic Act (21 U.S.C. 301 et 8eq.), not later
than the last date for tolerance reassess-
ment established under section 408(q)(1)(C) of
that Act (21 U.S.C. 346a(q)(1)(C)); and

(11) for all other active ingredients subject
to reregistration under this section, not
later than October 3, 2008.

(B) PRODUCT-SPECIFIC DATA.—

(1) IN GENERAL.—Before reregistering a pes-
ticide, the Administrator shall obtain any
needed product-specific data regarding the
pesticide by use of section 136a(c)(2)(B) of
this title and shall review such data within
90 days after its submission.

(il) TPvMING.—

(I) IN GENERAL.—Subject to subclause
(II), the Administrator shall require that
data under this subparagraph be submitted
to the Administrator not later than 8
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months after a determination of eligibility
under subparagraph (A) has been made for
each active ingredient of the pesticide, un-
less the Administrator determines that a
longer period is required for the genera-
tion of the data. .

(I) EXTRAORDINARY CIRCUMSTANCES.—In
the case of extraordinary circumstances,
the Administrator may provide such a
longer period, of not more than 2 addi-
tional years, for submission of data to the
Administrator under this subparagraph.

(C) After conducting the review required by
paragraph. (1) for each active ingredient of a
pesticide and the review required by subpara-
graph (B) of this paragraph, the Administrator
shall determine whether to reregister a pes-
ticide by determining whether such pesticide
meets the requirements of section 136a(c)(5) of
this title. If the Administrator determines
that a pesticide is eligible to be reregistered,
the Administrator shall reregister such pes-
ticide within 6 months after the submission of
the data concerning such pesticide under sub-
paragraph (B).

(D) DETERMINATION TO NOT REREGISTER.—

(i) IN GENERAL.—If after conducting a re-
view under paragraph (1) or subparagraph (B)
of this paragraph the Administrator deter-
mines that a pesticide should not be rereg-
istered, the Administrator shall take appro-
priate regulatory action.

(ii) TIMING FOR REGULATORY ACTION.—Regu-
latory action under clause (i) shall be com-
pleted as expeditiously as possible.

(E) As soon as the Administrator has suffi-
- cient information with respect to the dietary
risk of a particular active ingredient, but in
any event no later than the time the Adminis-
trator makes a determination under subpara-
graph (C) or (D) with respect to pesticides con-
taining a particular active ingredient, the Ad-
ministrator shall—

(i) reassess each associated tolerance and
exemption from the requirement for a toler-
ance issued under section 408 of the Federal
Food, Drug, and Cosmetic Act (21 U.S.C.

46a,);

(ii) determine whether such tolerance or
exemption meets the requirements of that
Act [21 U.8.C. 301 et seq.];

(iii) determine whether additional toler-
ances or exemptions should be issued;

(iv) publish in the Federal Register & no-
tice setting forth the determinations made
under this subparagraph; and

(v) commence promptly such proceedings
under this subchapter and section 408 of the
Federal Food, Drug, and Cosmetic Act {21
U.8.C. 346a] as are warranted by such deter-
minations.

(h) Compensation of data submitter

If data that are submitted by a registrant
under subsection (d), (e), (f), or (g) of this sec-
tion are used to support the application of an-
other person under section 136a of this title, the
registrant who submitted such data shall be en-
titled to compensation for the use of such data
as prescribed by section 136a(c)(1)(D)2 of this

2See References in Text note below.
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title. In determining the amount of such com-
pensation, the fees paid by the registrant under
this section shall be taken into account.
(i) Fees

(1) Maintenance fee

(A) IN GENERAL.—Subject to other provisions
of this paragraph, each registrant of a pes-
ticide shall pay an annual fee by January 15 of
each year for each registration, except that no
fee shall be charged for more than 200 registra-
tions held by any registrant.

(B) In the case of a pesticide that is reg-
istered for a minor agricultural use, the Ad-
ministrator may reduce or waive the payment
of the fee imposed under this paragraph if the
Administrator determines that the fee would
significantly reduce the availability of the
pesticide for the use.

(C) TOTAL AMOUNT OF FEES.—The amount of
each fee prescribed under subparagraph (A)
shall be adjusted by the Administrator to a
level that will result in the collection under
this paragraph of, to the extent practicable, an
aggregate amount of $27,800,000 for each of fis-
cal years 2013 through 2017.

(D) MAXIMUM AMOUNT OF FEES FOR REG-
ISTRANTS.—The maximum annual fee payable
under this paragraph by—

(i) a registrant holding not more than 50
pesticide registrations shall be $115,500 for
each of fiscal years 2013 through 2017; and

(i1) a registrant holding over 50 registra-
tions shall be $184,800 for each of fiscal years
2013 through 2017.

(B) MAXIMUM AMOUNT OF FEES FOR SMALL
BUSINESSES.—

(1) IN GENERAL.—For a small business, the
maximum annual fee payable under this
paragraph by—

(I) a registrant holding not more than 60
pesticide registrations shall be $70,600 for

~ each of fiscal years 2013 through 2017; and
(II) a registrant holding over 50 pesticide
registrations shall be $122,100 for each of

fiscal years 2013 through 2017.

(ii) DEFINITION OF SMALL BUSINESS.—

(I) IN GENERAL.—In clause (i), the term
“small business” means a corporation,
partnership, or unincorporated business
that—

(aa) has 500 or fewer employees; and

(bb) during the 3-year period prior to
the most recent maintenance fee billing
cycle, had an average annual global

gross revenue from pesticides that did

not exceed $60,000,000.

(II) AFFILIATES.—

(aa) IN GENERAL.—In the case of a busi-

ness entity with 1 or more affiliates, the

‘gross revenue limit under subclause
(I)(bb) shall apply to the gross revenue
for the entity and all of the affiliates of
the entity, including parents and sub-
sidiaries, if applicable.

(bb) AFFILIATED PERSONS.—For the pur-
pose of item (aa), persons are affiliates of
each other if, directly or indirectly, ei-
ther person controls or has the power to
control the other person, or a third per-
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son controls or has the power to control
both persons.

(cc) INDICIA OF CONTROL.—For the pur-
pose of item (aa), indicia of control in-
clude interlocking management or own-
ership, identity of interests among fam-
ily members, shared facilities and equip-
ment, and common use of employees.

(F) FEE REDUCTION FOR CERTAIN SMALL BUSI-
NESSES.,—

(1) DEFINTTION.—In this subparagraph, the
term ‘‘qualified small business entity’’
means a corporation, partnership, or unin-
corporated business that—

(1) has 500 or fewer employees;

(I1) during the 3-year period prior to the
most recent maintenance fee billing cycle,
had an average annual global gross reve-
nue from all sources that did not exceed
$10,000,000; and :

(III) holds not more than 5 pesticide reg-
istrations under this paragraph.

(i1) WAIVER.—Except as provided in clause

(iii), the Administrator shall waive 25 per-
cent of the fee under this paragraph applica-
ble to the first registration of any qualified
small business entity under this paragraph.

(iii) LIMITATION.—The Administrator shall
not grant a waiver under clause (ii) to a
qualified small business entity if the Admin-
istrator determines that the entity has been
formed or manipulated primarily for the

. purpose of qualifying for the waiver.

(G) The Administrator shall exempt any
public health pesticide from the payment of
the fee prescribed under this paragraph if, in
consultation with the Secretary of Health and
Human Services, the Administrator deter-
mines, based on information supplied by the
registrant, that the econmomic return to the
registrant from sales of the pesticide does not
support the registration or reregistration of
the pesticide.

(H) If any fee prescribed by this paragraph
with respect to the registration of a pesticide
is not paid by a registrant by the time pre-
scribed, the Administrator, by order and with-
out hearing, may cancel the registration.

(I) The authority provided under this para-
graph shall terminate on September 30, 2017..8
(2) Other fees

Except as provided in section 136w-8 of this
title, during the period beginning on October
25, 1988, and ending on September 30, 2019, the
Administrator may not levy any other fees for
the registration of a pesticide under this sub-
chapter except as provided in paragraph (1).
() Exemption of certain registrants

The requirements of subsections (d), (e), (D,
and (1) of this section (other than subsection
(1)(1) of this section) regarding data concerning
an active ingredient and fees for review of such
data shall not apply to any person who is the
registrant of a pesticide to the extent that,
under section 136a(c)(2)(D) of this title, the per-
son would not be required to submit or cite such
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data to obfain an initial registration of such
pesticide.

(k) Reregistration and expedited processing fund

(1) Establishment

There shall be established in the Treasury of
the United States a reregistration and expe-
dited processing fund which shall be known as
the Reregistration and Expedited Processing
Fund.

(2) Source and use

(A) All moneys derived from fees collected
by the Administrator under subsection (i) of
this section shall be deposited in the fund and
shall be available to the Administrator, with-
out fiscal year limitation, specifically to off-
set the costs of reregistration and expedited
processing of the applications specified in
paragraph (3), to enhance the information sys-
tems capabilities to improve the tracking of
pesticide registration decisions, and to offset
the costs of registration review under section
136a(g) of this title. Such moneys derived from
fees may not be expended in any fiscal year to
the extent such moneys derived from fees
would exceed money appropriated for use by
the Administrator and expended in such year
for such costs of reregistration and expedited
processing of such applications. The Adminis-
trator shall, prior to expending any such mon-
eys derived from fees—

(1) effective October 1, 1997, adopt specific
and cost accounting rules and procedures as
approved by the Government Accountability
Office and the Inspector General of the Envi-
ronmental Protection Agency to ensure that
moneys derived from fees are allocated sole-
ly to offset the costs of reregistration and
expedited processing of the applications
specified in paragraph (3), to enhance the in-
formation systems capabilities to improve
the tracking of pesticide registration deci-
sions, and to offset the costs of registration
review under section 136a(g) of this title;

(ii) prohibit the use of such moneys de-
rived from fees t0 pay for any costs other
than those necessary to achieve reregistra-
tion and expedited processing of the applica-
tions specified in paragraph (3), to enhance
the information systems capabilities to im-
prove the tracking of pesticide registration
decisions, and to offset the costs of registra-
tion review under section 136a(g) of this
title; and

(iii) ensure that personnel and facility
costs associated with the functions to be
carried out under this paragraph do not ex-
ceed agency averages for comparable person-
nel and facility costs.

(B) The Administrator shall also—

(i) complete the review of unreviewed re-
registration studies required to support the
reregistration eligibility decisions scheduled
for completion in accordance with sub-
section (7)(2) of this section; and

(ii) contract for such outside assistance as
may be necessary for review of required
studies, using a generally accepted competi-
tive process for the selection of vendors of
such assistance.
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(3) Review of inert ingredients; expedlted proc-
‘essing of similar applications

(A) The Administrator shall use for each of
the fiscal years 2004 through 2008, approxi-
mately $3,300,000, and for each of fiscal years
2013 through 2017, between % and 1%, of the
maintenance fees collected in such fiscal year
to obtain sufficient personnel and resources—

(i) to review and evaluate inert ingredi-
ents; and

(i1) to ensure the expedited processing and
review of any application that—

(I) proposes the initial or amended reg-
istration of an end-use pesticide that, if
registered as proposed, would be identical
or substantially similar in composition
and labeling to a currently-registered pes-
ticide identified in the application, or that
would differ in composition and labeling
from any such currently-registered pes-
ticide only in ways that would not signifi~
cantly increase the risk of unreasonable
adverse effects on the environment;

(I1) proposes an amendment to the reg-
istration of a registered pesticide that
does not require scientific review of data;
or

(III) proposes the initial or amended reg-
istration of an end use pesticide that, if
registered as proposed, would be used for a
public health pesticide.

(B) Any amounts made available under sub-

paragraph (A) shall be used to obtain suffi-
cient personnel and resources to carry out the
activities described in such subparagraph that
are in addition to the personnel and resources
available to carry out such activities on Octo-
ber 25, 1988,
. (C) So long as the Administrator has not
met the time frames specified in clause (ii) of
section 136a(c)(3Y(B) of this title with respect
to any application subject to
136a(c)(3)(B) of this title that was received
prior to August 3, 1996, the Administrator
shall use the full amount of the fees specified
in subparagraph (A) for the purposes specified
therein. Once all applications subject to sec-
tion 136a(c)(3)XB) of this title that were re-
ceived prior to August 3, 1996, have been acted
upon, no limitation shall be imposed by the
preceding sentence of this subparagraph so
long as the Administrator meets the time
frames specified in clause (il) of section
136a(c)(3)(B) of this title on 90 percent of af-
fected applications in a fiscal year. Should the
Administrator not meet such time frames in a
fiscal year, the limitations imposed by the
first sentence of this subparagraph shall apply
until all overdue applications subject to sec-
tion 136a(c)(3)(B) of this title have been acbed
upon.

(4) Enhancements of information technology
systems for improvement in review of pes-
ticide applications

(A) In general

For each of fiscal years 2013 through 2017,
the Administrator shall use not more than
$800,000 of the amounts made available to
the Administrator in the Reregistration and
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Expedited Processing Fund for the activities
described in subparagraph (B).
(B) Activities
The Administrator shall use amounts

made available from the Reregistration and
Expedited Processing Fund to improve the
information systems capabilities for the Of-
fice of Pesticide Programs to enhance track-
ing of pesticide registration decisions, which
shall include—

(1) the electronic tracking of—

(I) registration submissions; and
. (II) the status of conditional registra-
ions;

(if) enhancing the database for informa-
tion regarding endangered species assess-
ments for registration review; )

(1ii) implementing the capability to elec-
tronically review labels submitted with
registration actions; and

({iv) acquiring and implementing the ca-

pability to electronically assess and evalu- -

ate confidential statements of formula
submitted with registration actions.

(8) Unused funds

Money in the fund not currently needed to
carry out this section shall be—

(A) maintained on hand or on deposit;

(B) invested in obligations of the United
States or guaranteed thereby; or

(C) invested in obligations, participations,
or other instruments that are lawful invest-
ments for fiduciary, trust, or public funds.

(6) Accounting and performance

The Administrator shall take all steps nec-

essary to ensure that expenditures from fees
authorized by subsection (1)(1)(C)(ii)* of this
section are used omly for the purposes de-
scribed in paragraphs (2), (3), and (4) and to
carry out the goals established under sub-
section (I) of this section. The Reregistration
and Expedited Processing Fund shall be des-
ignated as an Environmental Protection Agen-
cy component for purposes of section 3515(c) of
title 31. The annual aundit required under sec-
tion 3621 of such title of the financial state-
ments of activities under this subchapter
under section 3515(b) of such title shall include
an audit of the fees collected under subsection
(HAXC) of this section and disbursed, of the
amount appropriated to match such fees, and
of the Administrator's attainment of perform-
ance measures and goals established under

subsection (I) of this section. Such an audit:

ghall also include a review of the reasonable-
ness of the overhead allocation and adequacy
of disclosures of direct and indirect costs asso-
ciated with carrying out the reregistration
and expedited processing of the applications
specified in paragraph (3), and the basis for
and accuracy of all costs paid with moneys de-
rived from such fees. The Inspector General
shall conduct the annual audit and report the
findings and recommendations of such audit to
the Administrator and to the Committees on

Agriculture of the House of Representatives

4See References in Text note below.
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and the Senate. The cost of such audit shall be
paid for out of the fees collected under sub-
section (1)(1)(C) of this section.

() Performance measures and goals

The Administrator shall establish and publish
annually in the Federal Register performance
measures and goals. Such measures and goals
shall include—

(1) the number of products reregistered, can-
celed, or amended, the status of reregistra-
tion, the number and type of data requests
under section 136a(c)(2)(B) of this title issued
to support product reregistration by active in-
gredient, the progress in reducing the number
of unreviewed, required reregistration studies,
the aggregate status of tolerances reassessed,
and the number of applications for registra-
tion submitted under subsection (k)(3) of this
section that were approved or disapproved;

(2) the future schedule for reregistrations,
including the projection for such schedules
that will be issued under subsection (£)(2)(A)
and (B) of this section in the current fiscal

~ year and the succeeding fiscal year; and

(8) the projected year of completion of the
reregistrations under this section.

(m) Judicial review

Any failure of the Administrator to take any:

action required by this section shall be subject
to judicial review under the procedures pre-
scribed by section 136n(b) of this title.
(n) Authorization of funds to develop public
health data
(1) “Secretary” defined

For the purposes of this section, ‘‘Sec-
retary” means the Secretary of Health and
Human Services, acting through the Public
Health Service.

(2) Consultation :

In the case of a pesticide registered for use
in public health programs for vector control or
for other uses the Administrator determines
to be human health protection uses, the Ad-
ministrator shall, upon timely request by the
registrant or any other interested person, or
on the Administrator’s own initiative may,
consult with the Secretary prior to. taking
final action to suspend registration under sec-
tion 138a(c)(2)B)X(iv) of this title, or cancel a
registration under section 136a-1, 138d(e), or
136d(f) of this title. In consultation with the
Secretary, the Administrator shall prescribe
the form and content of reguests under this
section,

(3) Benefits to support family

The Administrator, after consulting with
the Secretary, shall make a determination
whether the potential benefits of continued
nuse of the pesticide for public health or health
protection purposes are of such significance as
to warrant a commitment by the Secretary to

conduct or to arrange for the conduct of the

studies required by the Administrator to sup-
port continued registration under section 138a

of this title or reregistration under this sec- -

tion.
(4) Additional time

If the Administrator determines that such a
commitment is warranted and in the public in-
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terest, the Administrator shall notify the Sec-
retary and shall, to the extent necessary,
amend a notice issued under. section
136a(c)(2)(B) of this title to specify additional
reasonable time periods for submission of the
data. :

(6) Arrangements

The Secretary shall make such arrange-
ments for the conduct of required studies as
the Secretary finds necessary and appropriate
to permit submission of data in accordance
with the time periods prescribed by the Ad-
ministrator. Such arrangements may include
Public Health Service intramural research ac-
tivities, grants, contracts, or cooperative
agreements with academic, public health, or
other organizations qualified by experience
and training to conduct such studies.

(6) Support

The Secretary may provide for support of
the required studies using funds authorized to
be appropriated under this section, the Public
Health Service Act [42 U.S.C. 201 et seq.), or
other appropriate authorities. After a deter-
mination is made under subsection (d) of this
section, the Secretary shall notify the Com-
mittees on Appropriations of the House of
Representatives and the Senate of the sums
required to conduct the necessary studies.

(7) Authorization of appropriations

There is authorized to be appropriated to
carry out the purposes of this section
$12,000,000 for fiscal year 1997, and such sums
as may be necessary for succeeding fiscal
years.

(June 25, 1947, ch. 125, §4, formerly §3A, as added
and renumbered §4, Pub. L. 100-532, title I,
§102(a), title VIII, §801(q)(2)(A), Oct. 25, 1988, 102
Stat. 2655, 2683; amended Pub. L. 101-624, title
XIV, §1493, Nov. 28, 1990, 104 Stat. 3628; Pub. L.
102-237, title X, §1006(a)(4), (e), (), Dec. 13, 1991,
105 Stat. 1895-1897; Pub. L. 104-170, title I, §103,
title II, §§210(c)(2), (f)(1), 232, 237, title V, §501,
Aug. 3, 1996, 110 Stat. 1480, 1496, 1498, 1508, 1509,
1536, Pub. L. 107-73, title IH, [(1)4)]), Nov. 286,
2001, 115 Stat. 686; Pub. L. 108-7, div. K, title IIT,
[(1)~(4)], Feb. 20, 2003, 117 Stat. 513; Pub. L.
108-199, div. G, title V, §501(c), (d)(1), (e), Jan. 23,
2004, 118 Stat. 419, 422; Pub. L. 108-271, § 8(b), July
7, 2004, 118 Stat. 814; Pub. L. 110-94, §4(a)-(d)(1),
(e), Oct. 9, 2007, 121 Stat. 1001, 1002; Pub. L.
112-177, §2(a)(1), (2)(A), (4), Sept. 28, 2012, 126
Stat. 1327, 1329.)

REFERENCES IN TEXT

The effective date of this section, referred to in sub-
secs. (a), (e)(1), (2), and (e)(4)(A), 18 60 days after Oct. 25,
1988. See Effective Date note below.

Section 136a(c)(1)(D) of this title, referred to in sub-
secs. (e)1XI) and (h), was redesignated section
138a(c)(1(F) of this title by Pub. L. 102-237, title X,
§1006(a)(3)(B), Dec. 18, 1991, 105 Stat. 1394, .

_The Federal Food, Drug, and Cosmetic Act, referred
to in subsec. (U2XA)(1), (E)(1i), is act June 25, 1938, ch.
675, 52 Stat. 1040, as amended, which is classified gener-
ally to chapter 9 (§301 et seq.) of Title 21, Food and
Drugs. For complete classification of this Act to the
Code, see section 301 of Title 21 and Tables.

Subsection (1)(1)(C)(ii) of this section, referred to in
subsec. (k)(6), was previously a reference to subsec.
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(A)BXC)(i1), which was repealed and a new subsec.
(1)(6)(C)(i1) was added by Pub. L. 108-199, §501(c)(2). Sub-
sec. (1X5)(C) was amended by Pub. L. 110-84, §4(a), and,
as 8o amended, related to fees but no longer contained
a ¢l. (11). Subsec. (1X5) was redesignated (1)(1) by Pub. L.
112-171, §2(a)(1)(C).

The Public Health Service Act, referred to in subsec.

(n)(8), 18 act July 1, 1844, ch, 378, 58 Stat. 682, as amend-
ed, which is classified generally to chapter 6A (§201 et
seq.) of Title 42, The Public Health and Welfare, For
complete classification of this Act to the Code, see
Short Title note 8et out under section 201 of Title 42
and Tables.

PRIOR PROVISIONS

A prior section 4 of act June 25, 1947, which was clas-
sified to section 136b of this title was transferred to
section 11(a)-(c) of act June 25, 1847, which is classified
to section 136i(a)~(c) of this title,

Another prior section 4 of act June 25, 1847, was clas-
sified to section 135b of this title prior to amendment
of act June 25, 1847, by Pub. L. 82-518,

AMENDMENTS

2012—Subsec. ()(BXB)ANAI). Pub. L. 112177,
§2(aX(2)(AX(1), substituted ‘this section™ for “sub-
section (i)(1)".

Subsec. (1)(1) to (4). Pub. L. 112-177, §2(a)(1X(C), (D), re-
designated pars. (6) and (6) as (1) and (2), respectively,
and struck out former pars. (1) to (4) which related to
initial fee for food or feed use pesticide active ingredi-
ents, final fee for food or feed use pesticide active in-
gredients, fees for other pesticide active ingredients,
and reduction or waiver of fees for minor use and other
pesticides, respectively.

" Bubsec. (i)(5). Pub. L. 112-177, §2(a)(1)(D), redesignated
par. (6) as (1).

Subsec. (1)(5)(C). Pub. L. 112-177, §2(a)(1)(A)({), sub-
stituted ‘‘aggregate amount of $27,800,000 for each of
fiscal years 2018 through 2017.” for “aggregate amount
of $22,000,000 for each of fiscal years 2008 through 2012".

Bubsec. (#)}5)(D)(1). Pab. L. 112-177, §2a)(1)(AX{iXD),
substituted *‘sball be $115,600 for each of fiscal years
2018 through 2017;” for *“‘shall be $71,000 for each of fiscal
years 2008 through 2012;".

Subsec. (1)EXD)1). Pub L. 112-177, §2(a)(1)(A)(1)(ID),
substituted ‘“shall be $184,800 for each of fiscal years
2013 through 2017.” for “‘shall be $123,000 for each of fis-
cal years 2008 through 2012.”

Subsec. AEGHEYIXD. Pub. L. 112-177,
§2(a)(1)(A)11iXI), substituted “shall be $70,600 for each
of fiscal years 2013 through 2017;” for *“‘shall be $50,000
for each of fiscal years 2008 through 2012;".

Subsec. AX5YBYAXII). Pub, L. 112-177,
§2(a)(1)(A)(i1)(ID), substituted ‘“shall be $122,100 for
each of fiscal years 2013 through 2017." for ‘‘shall be
$88,000 for each of fiscal years 2008 through 2012.”

Subsec. (IX5)(F). Pub. L. 112-177, §2(a)(1)(A)(v1), added
subpar. (F). Former subpar. (F) redesignated (G).

Pub. L. 112171, §2(a)(1)(AXiv), substituted ‘‘this para-
graph” for “paragraph (3)" and “Human” for *“Hu-
mans'

Subsec. ()(5)(@), (H). Pub. L. 112-177, §2(a)1)AXV),
redel;ignated subpars. (F) and (G) as (G) and (H), respec-
tively.

Subsec. (1)(6)T). Pub. L. 112-171, §2(a)(1)(A)(V), (vii),
redesignated subpar (H) as (I) and substituted *2017"
for *‘2012".

Subsec. (1)(6). Pub. L. 112-177, §2(a)(1)(D), redesignated
yar. (6) as (2).

Pub. L. 112-177, §2(a)(1XB), substituted *“2019" for
*'2014"” and ‘‘paragraph (1)” for “‘paragraphs (1) through
(5)"

Subsec. (IX7). Pub. L. 112-177, §2(a}1XC), struck out
par. (7) which related to apportionment of certain fees
among registrants of pesticides. -

Subsec. (§). Pub. L. 112-177, §2(a)}(2)}(A)X(ii), substituted
*‘subsection (i)(1)’ for “aubsection xs)”.

Subsec. (k)}2)(A). Pub. L. 112-177, §2(a)(4)(A)(1), in-
serted **, to enhance the information systems capabili-
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ties to improve the tracking of pesticide registration
decisions,” after “‘paragraph (3)” wherever appearing.

Bubsec. (k)2)AX!). Pub. L. 112-177, §2(a)(4)(A)({i), in-
serted “‘offset™ before *‘the costs of reregistration’” and
struck out “‘in the same portion as appropriated funds”
before semicolon at end.

Subsec. (k)(3)(A). Pub. L. 112-177, §2(a)(4XB), in intro-
ductory provisions, substituted *‘2013 through 2017, be-
tween ¥ and % for *‘2008 through 2012, between % and
¥%"; in cl. (1), struck out “new” before “inert’’; and, in
cl. (i1), substituted ‘‘any application tha.b——" for “‘any
application that—"',

Subsec. (K)(4). Pub. L. 112-17T, §2(aX(4)(C)(11), added
par. (4). Former par. (4) redesignated (5).

Subsec. (k)(5). Pub. L. 112-177, §2(aX4)XC)(1), redesig-
nated par. (4) as (5). Former par. (5) redesignated (6).

Pub. L. 112-177, §2(a)2)(A)(lii), substituted ‘“‘sub-
section (1)(1)(C)(1i)” for “subsection (H(BGNC)(IN" and
‘“‘subsection (1)(1)(C)" for “‘subsection (1)}5)(C)" in two
places.

Subsec. (k)6). Pub. L. 112-1T7, §2(2)(4XC)(), (i), re-
designated par. (5) as (6) and substituted “for the pur-
poses described in paragraphs (2), (3), and (4) and to
carry out the goals established under subsection (1)” for
“to carry out the goa.ls established under subsection
(l)‘"

2007—Subsec. (1)(5)(C). Pub. L. 110-94, §4(a), which di-
rected substitution of “‘amount of $22,000,000 for each of
fiscal years 2008 through 2012" for ‘‘amount of*' and all
that follows through the end of clause (v), was executed
by making the substitution for “amount of—

© (1) for fiscal year 2004, $26,000,000;

(i) for fiscal year 2005, $27,000,000;

“(1i1) for fiscal year 2008, $27,000,000;

“(iv) for fiscal year 2007, $21,000,000; and

*(v) for fiscal year 2008, $15,000,000.”
to reflect the probable intent of Congress. The words
“amount of’’ appeared in the heading and twice in the
text.

Subsec. (1)(YD)(H). Pub. L. 110-84, §4(b)(1)(A), sub-
stituted ‘‘shall be $71,000 for each of fiscal years 2008
through 2012; and” for ‘“shall be—

*(I) for fiscal year 2004, $84,000;

*(II) for each of fiscal years 2006 and 2006, $87,000;
‘() for fiscal year 2007, $68,000; and

“(IV) for fiscal year 2008, $55,000; and"'.

Subsec. (1)(5)(D)(1i). Pub, L. 110-94, §4(b)(1)(B), sub-
stituted ‘“‘shall be $123,000 for each of fiscal years 2008
through 2012.” for “shall be—

‘1) for fiscal year 2004, $145,000;

*(II) for each of fiscal years 2005 and 2006, $151,000;
*(HI) for fiscal year 2007, $117, 000 and

*(IV) for fiscal year 2008, $95,000

Bubsec. (1)(G)E)1)(I). Pub. L. 11M4 §4(b)(2)(A), sub-
stituted “‘shall be $50,000 for each of fiscal years 2008
through 2012; and” for “‘shall be—

‘“*(aa) for fiscal year 2004, $59,000;

*(bb) for each of fiscal years 2005 and 2006, $61,000;
“(ce) for fiscal year 2007, $48,000; and

(dd) for fiscal year 2008, $38,600; and"..

Subsec. ({)EYBY1)(II). Pub. L. 110-84, §4(b)(2)(B), sub-
stituted ‘‘shall be $86,000 for each of fiscal years 2008
through 2012." for *‘shall be—

‘“(aa) for fiscal year 2004, $102,000;

‘*(bb) for each of fiscal years 2005 and 2008, $106,000;
*/(cc) for fiscal year 2007, $82,000; and

**(dd) for fiscal year 2008, $66,500."

Subsec. (i}6)(H). Pub. L. 110-94, §4(c), substituted
llmlz'!' ‘or Glm,|.

Subsec. (1)6). Pub. L. 110-84, §4(d)(1), substituted
+'2014"' for *‘2010'.

Subsee. (k)2)XA). Pub. L. 110-94, §4(eX1), inserted
“and to offset the costs of registration review under
section 138a(g) of this title” after ‘“‘paragraph (3)" wher-
ever appearing.

Subsec. (KX3XA). Pub. L. 110-94, §4(e)(2), substituted

42008 through 2012 for **2007 and 2008".

2004—Subsec. (g)(2)(A). Pub. L. 108-199 §501(c)5)(A),
added subpar. (A) end struck out former subpar. (A)
which read as follows: “Within 1 year after the submie-
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sion of all data concerning an éctive ingredient of a
pesticide under subsection (f) of this section, the Ad-
ministrator shall determine whether pesticides con-

taining such active ingredient are eligible for rereg-

istration. For extraordinary circumstances, the Admin-
istrator may extend such period for not more than 1 ad-
ditional year.”

Subsec. (gX2)(B). Pub. L. 108-199, §501(c)(6XB), in-
serted subpar. (B) and cl. (1) headings, designated first
sentence of existing provisions as cl. (1), inserted cl. (if)
and subcl. (I) headings, designated second sentence of
existing provisions as cl. ({i)(I), substituted “Subject to
subclanse (II), the Administrator” for “The Adminis-
trator” in subcl. (I), and added subel. (II).

_Subsec. (g)2)(D). Pub. L. 108-199, §501(c)(5)(C), in-
serted subpar. (D) and cl. (i) headings, designated exist-
ing provisions as cl. (i), and added cl. (ii).

Subsec. (i)(6XA). Pub, L. 108-199, §501(c)(1)(A), in-
serted subpar. (A) heading and substituted ‘‘for each
registration’ for ‘‘of—

‘(1) $650 for the first registration, and
“(if) $1,300 for each additional registration”.

Subsec. (l)(&)(C). Pub. L. 108-199, §501(c)(2), struck out
cl. ({) designation before ‘‘The amount of each”, in-
serted subpar. (C) heading, substituted “aggregate
amount of-—" for ‘‘aggregate amount of $21,5600,000 for
fiscal year 2003.”, added cls. (i) to (v), and struck out
former cl. (1), which related to collection of additional
fees in fiscal years 1998, 1999, and 2000.

Sabsec. (1)XSE)(D). Pub. L. 108-199, §501(c)(1)(B), in-
serted subpar. (D) heading, substituted ‘‘shall be—" for
*shall be $55,000; and” and added subels. (I) to (IV) in cl.

(1), and substituted “shall be—"' for “‘shall be $95,000.”

and added subels. (I) to (IV) in cl. (if).
Subsec. (HG)E)X(H). Pub. L. 108-189, §501(c)(1)(C), in-

serted subpar. (E) and cl. (1) headings, realigned mar-

gins of subels. (I) and (II), substituted ‘‘shall be—" for
“shall be $38,500; and" and inserted items (aa) to (dd) in
subcl, (I), and substituted ‘‘shall be—'' for ‘‘shall be
$66,500,”" and inserted 1tems (aa) to (dd) in subcl. (II).

Subsec. 1)(G)(EB)ii). Pub. L. 108-199, §501(c)(3), in-
serted ol. (ii) heading, redesignated existing provisions
as subel. (I), inserted subel. (I) heading, substituted
“In" for “For purposes of”’ im subcl. (I), redesignated
former suboels. (I) and (II) as items (aa) and (bb) respec-
tively, and realigned margins, substituted *500" for
150" in item (aa), substituted ‘“global gross revenue
from pesticides that did not exceed $60,000,000.” for
“gross revenue from chemicals that did not exceed
$40,000,000.” in jtem (bb), and added subel. (II).

Subsec. A)S)H). Pub. L. 108-189, §501(c)(4), sub-
stituted *2008” for *‘2003",

Subsec. (1)(6). Pub. L. 108-189, §501(d)(1), substituted
“Except as provided in section 136w-8 of this title, dur-
ing" for “During", and substituted *'2010* for *“2003".

Subsec. (KX2)(A)(1). Pub. L. 108-271 substituted “Gov-
ernment Accountability Office’’ for ‘‘General Account-
ing Office’.

Subsec. (k)(3). Pub. L. 108-199, §501(e)(1), substituted
“Review of inert ingredients; expedited” for ‘‘Expe-
dited” in par. heading.

Subsec. (K)(3)XA). Pub. L. 108-199, §501(e)(2), sub-
stituted “2004 through 2006, approximately $3,300,000,
and for each of fiscal years 2007 and 2008, between % and
14, of the maintenance fees' for 1987 through 2003, not
more than %o of the maintenance fees”, substituted
“pegources” for ‘“resources to assure the expedited

processing and review of any application that”, added:

cl. (1), inserted ol. (if) designation and introductory
provisions, and redesignated former cls. (i) to (iii) as
subels. (I) to (IIT), respectively, of cl. (11).

2003—Pub. L. 108-7, which directed the amendment of
“Section 136a-1 of title 7, U.S.C.”, was executed by
making the amendments to this section, which is sec-
tion 4 of the Federal Insecticide, Fungicide, and Roden-
ticide Act, to reflect the probable intent of Congress.
See below.

Subsec. (1)(6XC){). Pub. L. 108-7, [(1)], substituted
+$21,500,000 for fiscal year 2003’ for *'$17,000,000 fiscal
year 2002".
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Subsec. ()(5)(H). Pub. L. 108-7, [(2)], substituted

“2003" for “2002".

f Sngggg. iX6). Pub. L. 108-7, {(3)}, substituted *2003"

r 111 11}

Subsec. (K)3)(A). Pub. L. 108-7, [(4)), substituted
2003 for “2002".

2001—Pub. L. 107-73, which directed the amendment of
“Section 136a-1 of title 7, U.S.C.”, was executed by
making the amendments to this section, which is sec-
tion 4 of the Federal Insecticide, Fungicide, and Roden-
ticide Act, to reflect the probable intent of Congress.
See below.

Subsec. ()(5)}(C)(1). Pub. L. 107-73, {(1)], substituted
$17,000,000” for ‘‘$14,000,000’’ and ‘‘fiscal year 2002" for
“egch fiscal year”.

Subsec. ()(5)(H). Pub. L. 107-78, {(2)], substituted
llm!l tor ‘(mOI'O.

Sug:gc. (i}(6). Pub. L. 107-78, [(3)], substituted '2002"
for ‘2001,

Subsec. (K)}8)(A). Pub. L. 107-73, ((4)), substituted

£2002" for *'2001'* and ‘“%o" for “¥%” in mtroductory pro-
visions.

1996—Pub. L. 104-170, §501, which directed amendment
of section 4 without specifying the name of the Act
being amended, was executed to this section, which is
section 4 of the Federal Insecticide, Fungicide, and
Rodenticide Act, to reflect the probable intent of Con-

gress. - .

Subsec. (d)(4XB). Pub. L. 104-170, §210{(c)(2), inserted
at end provisions authorizing extension of deadline for
production of residue chemistry data in case of minor
use and setting forth condibions to be met for such ex-
tension in cls. (1) to (i

Subsec. (d)(6). Pub L 104-170, }210(0(1)(A), inserted
at end provisions delaying upon written request action
with regard to unsupported minor uses, authorizing re-
fusal of request where there are health or environ-
mental concerns, authorizing publication of notice in
Federal Register and monitoring of development of
data, setting forth procedures where registrant is not
meeting or has not met schedule for production of data,
and authorizing denial, modification, or revocation of
temporary extension where use may cause adverse ef-
fect on environment and requiring notice of such rev-
ocation to registrant.

Subsec. (e)(2}B). Pub. L. 104-170, §210(c)(2), inserted
at end provisions authorizing extension of deadline for
production of residue chemistry data in case of minor
use and setting forth conditions to be met for such ex-
tension in cls. (1) to (iv).

Subsec. (e)(3XA). Pub. L. 104-170, §21()(1)(B), in-
serted at end provisions delaying upon written request
action with regard to unsupported minor uses, author-
izing refusal of request where there are health or envi-
ronmental concerns, aunthorizing publication of notice
in Federal Register and monitoring of development of
data, setting forth procedures where registrant is not
meeting or has not met schedule for production of data,
and authoriging denial, modification, or revocation of
temporary extension where use may cause adverse ef-
fect on environment and requiring notice of such rev-
ocation to registrant.

Subsec. (£)(2)(B). Pub. L. 104-170, §210(c)(2), inserted at
end provisions authorizing extension of deadline for
production of residue chemistry data in case of minor
use and setting forth conditions to be met for such ex-
tension in cls. (1) to (iv).

Subsec. ()(3). Pub. L. 104-170, §210(£)(1)(A), inserted at
end provisions delaying upon written request action
with regard to unsupported minor uses, anthorizing re-
fusal of request where there are health or environ-
mental concerns, authorizing publication of notice in
Federal Register and monitoring of development of
data, setting forth procedures where registrant is not
meeting or has not met schedule for production of data,
end authorizing denial, modification, or revocation of
temporary extension where use may cause adverse ef-
feot on environment and requiring notice of such rev-
ocation to registran

E?ubaec (2XR)(B). Pub L. 104-170, §103, added subpar.
(
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processed, labeled, or repacked in substantial
quantities at establishments other than those
where originally processed or packed, on condi-
tion that such food is not adulterated or mis-
branded under the provisions of this chapter
upon removal from such processing, labeling, or
repacking establishment. This section does not
apply to the labeling requirements of sections
343(q) and 343(r) of this title.

(June 25, 1938, ch. 675, §405, 52 Stat. 1049; Pub. L.
101-535, §5(a), Nov. 8, 1990, 104 Stat. 2362.)

AMENDMENTS

1990—Pub. L. 101-535 inserted at end ‘“This section
does not apply to the labeling requirements of sections
343(q) and 343(r) of this title."”

EFFECTIVE DATE OF 1990 AMENDMENT

Amendment by Pub. L. 101-56356 effective six months
after the date of the promulgation of final regulations
to implement section 343(r) of this title, or if such regu-
lations are not promulgated, the date proposed regula-
tions are to be considered as such final regulations
(Nov. 8, 1992), with exception for persons marketing
food the brand name of which contains a term defined
by the Secretary under section 343(r)(2)(A)i) of this
title, see section 10(a) of Pub. L. 101-535, set out as a
note under section 343 of this title.

CONSTRUCTION OF AMENDMENTS BY PUB. L. 101-536

Amendments by Pub. L. 101-535 not to be construed to
alter authority of Secretary of Health and Human
Services and Secretary of Agriculture under the Fed-
eral Food, Drug, and Cosmetic Act (21 U.S.C. 301 et
seq.), the Federal Meat Inspection Act (21 U.S.C. 601 et
seq.), the Poultry Products Inspection Act (21 U.S.C. 4561
et seq.), and the Egg Products Inspection Act (21 U.S.C.
1031 et seq.), see section 9 of Pub. L. 101-535, set out as
a note under section 343 of this title.

TRANSFER OF FUNCTIONS

For transfer of functions of Federal Security Admin-
istrator to Secretary of Health, Education, and Welfare
[now Health and Human Services), and of Food and
Drug Administration in the Department of Agriculture
to ‘Federal Security Agency, see notes set out under
section 321 of this title.

§346. Tolerances for poisonous or deleterious
substances in food; regulations

Any poisonous or deleterious substance added
to any food, except where such substance is re-
quired in the production thereof or cannot be
avoided by good manufacturing practice shall be
deemed to be unsafe for purposes of the applica-
tion of clause (2)(A) of section 342(a) of this title;
but when such substance is so required or can-
not be so avoided, the Secretary shall promul-
gate regulations limiting the quantity therein
or thereon to such extent as he finds necessary
for the protection of public health, and any
quantity exceeding the limits so fixed shall also
be deemed to be unsafe for purposes of the appli-
cation of clause (2)(A) of section 342(a) of this
title. While such a regulation is in effect limit-
ing the quantity of any such substance in the
case of any food, such food shall not, by reason
of bearing or containing any added amount of
such substance, be considered to be adulterated
within the meaning of clause (1) of section 342(a)
of this title. In determining the quantity of such
added substance to be tolerated in or on dif-
ferent articles of food the Secretary shall take
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into account the extent to which the use of such
substance is required or cannot be avoided in
the production of each such article, and the
other ways in which the consumer may be af-
fected by the same or other poisonous or delete-
rious substances.

(June 25, 1938, ch. 675, §406, 52 Stat. 1049; Pub. L.
85-929, §3(c), Sept. 6, 1958, 72 Stat. 1785; Pub. L.
86-618, title I, §103(a)(1), July 12, 1960, 74 Stat.
398.)

AMENDMENTS

1860—Pub. L. 86-618 repealed subsec. (b) which re-
quired Secretary to promulgate regulations for listing
of coal-tar colors.

1958—Subsec. (a). Pub. L. 85-920 substituted ‘“‘clause

. (2)(A)” for “clause (2)” in first sentence.

EFFECTIVE DATE OF 1960 AMENDMENT

Amendment by Pub. L. 86-618 effective July 12, 1960,
subject to the provisions of section 203 of Pub. L. 86-618,
see section 202 of Pub. L. 86-618, set out as & note under
section 37%e of this title.

EFFECTIVE DATE OF NEMATOCIDE, PLANT REGULATOR,
DEFOLIANT, AND DESICCANT AMENDMENT OF 1959

Effective date of subsec. (a) as in force prior to July
22, 1954, with respect to particular commercial use of a
nematocide, plant regulator, defoliant, or desiccant in
or on a raw agricultural commodity made before Jan.
1, 1958, see section 3(b) of Pub, L. 86-139, Aug. 7, 1959, 73
Stat. 268.

EFFECTIVE DATE OF 1958 AMENDMENT

For effective date of amendment by Pub. L. 85-929,
see section 6(b), {(¢) of Pub. L. 85-929, set out as a note
under gection 342 of this title.

TRANSFER OF FUNCTIONS

Functions vested in Secretary of Health, Education,
and Welfare [now Health and Human Services] in estab-
lishing tolerances for pesticide chemicals under this
section together with authority to monitor compliance
with tolerances and effectiveness of surveillance and
enforcement and to provide technical assistance to
States and conduct research under this chapter and
section 201 et seq. of Title 42, The Public Health and
Welfare, transferred to Administrator of Environ-
mental Protection Agency by Reorg. Plan No. 3 of 1870,
§2(a)(4), eff. Dec. 2, 1870, 35 F.R. 15623, 84 Stat. 2086, set
out in the Appendix to Title 5, Government Organiza-
tion and Employees.

For transfer of functions of Federal Security Admin-
istrator to Secretary of Health, Education, and Welfare
[now Health and Human Services], and of Food and
Drug Administration to Federal Security Agency, see
notes set out under section 321 of this title.

§346a. Tolerances and exemptions for pesticide
chemical residues

(a) Requirement for tolerance or exemption
(1) General rule

Except as provided in paragraph (2) or (3),
any pesticide chemical residuée in or on a food
shall be deemed unsafe for the purpose of sec-
tion 342(a)(2)(B) of this title unless—

(A) a tolerance for such pesticide chemical
residue in or on such food is in effect under
this section and the quantity of the residue
is within the limits of the tolerance; or

(B) an exemption from the requirement of
a tolerance is in effect under this section for
the pesticide chemical residue.

For the purposes of this section, the term
“food”, when used as a noun without modifica-
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that it applies oniy to particular named sub-
stances and does not state that it does not

apply to residues of the degradation product.

tion, shall mean a raw agricultural commod-
ity or processed food.

(2) Processed food

Notwithstanding paragraph (1)—

(A) if a tolerance is in effect under this
section for a pesticide chemical residue in or
on a raw agricultural commodity, a pes-
ticide chemical residue that is present in or
on a processed food because the food is made
from that raw agricultural commodity shall
not be considered unsafe within the meaning
of section 342(2)(2)(B) of this title despite the
lack of a tolerance for the pesticide chemi-
cal residue in or on the processed food if the
pesticide chemical has been used in or on the
raw agricultural commodity in conformity
with a tolerance under this section, such res-
jdue in or on the raw agricultural commod-
ity has been removed to the extent possible
in good manufacturing practice, and the
concentration of the pesticide chemical resi-
due in the processed food is not greater than
the tolerance prescribed for the pesticide
chemical residue in the raw agricultural
commodity; or

(B) if an exemption for the requirement for
a tolerance is in effect under this section for
a pesticide chemical residue in or on a raw
agricultural commodity, a pesticide chemi-
cal residue that is present in or on a proc-
essed food because the food is made from

that raw agricultural commodity shall not"

be considered unsafe within the meaning of
section 342(a)(2)(B) of this title.

(8) Residues of degradation products

If a pesticide chemical residue is present in
or on a food because it is a metabolite or other
degradation product of a precursor substance
that itself is a pesticide chemical or pesticide
chemical residue, such a residue shall not be
considered to be unsafe within the meaning of
section 342(a)(2)(B) of this title despite the
lack of a tolerance or exemption from the need
for a tolerance for such residue in or on such
food if—

(A) the Administrator has not determined
that the degradation product is likely to
pose any potential health risk from dietary
exposure that is of a different type than, or
of a greater significance than, any risk
posed by dietary exposure to the precursor
substance; '

(B) either—

(i) a tolerance is in effect under this sec-

tion for residues of the precursor sub-
stance in or on the food, and the combined
level of residues of the degradation prod-
uct and the precursor substance in- or on
the food is at or below the stoichi-
ometrically equivalent level that would be
permitted by the tolerance if the residue
consisted only of the precursor substance
rather than the degradation product; or

(ii) an exemption from the need for a tol-
erance is in effect under this section for
residues of the precursor substance in or
on the food; and

(C) the tolerance or exemption for residues
of the precursor substance does not state

(4) Effect of tolerance or exemption

While a tolerance or exemption from the re-
quirement for a tolerance is in effect under
this section for a pesticide chemical residue
with respect to any food, the food shall not by
reason of bearing or containing any amount of
such a residue be considered to be adulterated
:riitihin the meaning of section 342(a)(1) of this

tle. .

(b) Authority and standard for tolerance

(1) Authority

The Administrator may issue regulations es-
tablishing, modifying, or revoking a tolerance
tf‘orda. pesticide chemical residue in or on a

ood—
(A) in response to a petition filed under
subsection (d) of this section; or
(B) on the Administrator’s own initiative
under subsection (e) of this section.

As used in this section, the term “modify”’
shall not mean expanding the tolerance to
cover additional foods.-

(2) Standard
(A) General rule
(i) Standard

The Administrator may establish or
leave in effect a tolerance for a pesticide
chemical residue in or on a food only if the
Administrator determines that the toler-
ance is safe. The Administrator shall mod-
ify or revoke a tolerance if the Adminis-
trator determines it is not safe.

(ii) Determination of safety

As used in this section, the term ‘‘safe”,
with respect to a tolerance for a pesticide
chemical residue, means that the Adminis-
trator has determined that there is a rea-
sonable certainty that no harm will result
from aggregate exposure to the pesticide
chemical residue, including all anticipated
dietary exposures and all other exposures
for which there is reliable information.

(iii) Rule of construction

With respect to a tolerance, a pesticide
chemical residue meeting the standard
under clause (i) is not an eligible pesticide
chemical residue for purposes of subpara-
graph (B).

(B) Tolerances for eligible pesticide chemical

residues .
(i) Definition

As used in this subparagraph, the term
“‘eligible pesticide chemical residue”

means a pesticide chemical residue as to
which—

(I) the Administrator is not able to

identify a level of exposure to the resi-
due at which the residue will not cause
or contribute to a known or anticipated
harm to human health (referred to in
this section as a “nonthreshold effect”);

(II) the lifetime risk of experiencing
the nonthreshold effect is appropriately
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assessed by quantitative risk assess-
ment; and

(III) with regard to any known or an-
ticipated harm to human health for
which the Administrator is able to iden-
tify a level at which the residue will not
cause such harm (referred to in this sec-
tion as a ‘‘threshold effect’’), the Admin-
istrator determines that the level of ag-
gregate exposure is safe.

(ii) Determination of tolerance

Notwithstanding subparagraph (A)(), a
tolerance for an eligible pesticide chemical
residue may be left in effect or modified
under this subparagraph if—

(I) at least one of the conditions de-
scribed in clause (iii) is met; and

(I1) both of the conditions described in
clause (iv) are met.

(iii) Conditions regarding use

For purposes of clause (ii), the condi-
tions described in this clause with respect
to a tolerance for an eligible pesticide
chemical residue are the following:

(I) Use of the pesticide chemical that
produces the residue protects consumers
from adverse effects on health that
would pose a greater risk than the di-
etary risk from the residue.

(II) Use of the pesticide chemical that
produces the residue is necessary to
avoid a significant disruption in domes-
tic production of an adequate, whole-
some, and economical food supply.

(iv) Conditions regarding risk

For purposes of clause (ii), the condi-
tions described in this clause with respect
to a tolerance for an eligible pesticide
chemical residue are the following:

(I) The yearly risk associated with the
nonthreshold effect from aggregate expo-
sure to the residue does not exceed 10
times the yearly risk that would be al-

lowed under subpara,graph (A) for such

effect.

(I} The tolerance is limited so as to
ensure that the risk over a lifetime asso-
ciated with the nonthreshold effect from
aggregate exposure to the residue is not
greater than twice the lifetime risk that
would be allowed under subparagraph (A)
for such effect.

(v) Review

Five years after the date on which the
Administrator makes a determination to
leave in effect or modify a tolerance under
this subparagraph, and thereafter as the
Administrator deems appropriate, the Ad-
ministrator shall determine, after notice
and opportunity for comment, whether it
has been demonstrated to the Adminis-
trator that a condition described in clause
{ii)D) or clause (iii)(II) continues to exist
with respect to the tolerance and that the
yearly and lifetime risks from aggregate
exposure to such residue continue to com-
ply with the limits specified in clause (iv).
If the Administrator determines by such
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date that such demonstration has not been
made, the Administrator shall, not later
than 180 days after the date of such deter-
mination, issue a regulation under sub-
section (e)(1) of this section to modify or
revoke the tolerance.

(vi) Infants and children
Any tolerance under this subparagraph

shall meet the requirements of subpara-
graph (C).

. (C) Exposure of infants and children

In establishing, modifying, leaving in ef-
fect, or revoking a tolerance or exemption
for a pesticide chemical residue, the Admin-
istrator—

(i) shall assess the risk of the pesticide
chemical residue based on—
(I) available information about con-
sumption patterns among infants and
children that are likely to result in dis-

proportionately high consumption of.

foods containing or bearing such residue
among infants and children in compari-
son to the general population;

(II) available information concerning
the special susceptibility of infants and
children to the pesticide chemical resi-
dues, including neurological differences
between infants and children and adults,
and effects of in utero exposure to pes-
ticide chemicals; and

(TII) available information concerning
the cumulative effects on infants and
children of such residues and other sub-
stances that have a common mechanism
of toxicity; and

(ii) shall—

(I) ensure that there is a reasonable
certainty that no harm will result to in-
fants and children from aggregate expo-
sure to the pesticide chemical residue;
and

(I1) publish a specific determination re-
garding the safety of the pesticide chem-
ical residue for infants and children.

The Secretary of Health and Human Serv-
ices and the Secretary of Agriculture, in
consultation with the Administrator, shall
conduct surveys to document dietary expo-
sure to pesticides among infants and chil-
dren. In the case of threshold effects, for
purposes of clause (ii)}I) an additional ten-
fold margin of safety for the pesticide chem-
ical residue and other sources of exposure
shall be applied for infants and children to
take into account potential pre- and post-
natal toxicity and completeness of the data
with respect to exposure and toxicity to in-
fants and children. Notwithstanding such re-
quirement for an additional margin of safe-
ty, the Administrator may use a different
margin of safety for the pesticide chemical
residue only if, on the basis of reliable data,
such margin will be safe for infants and chil-
dren.

(D) Factors

In establishing, modifying, leaving in ef-
fect, or revoking a tolerance or exemption
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for a pesticide chemical residue, the Admin- not above the levels so relied on. If such
istrator shall consider, among other rel- data are not so provided, or if the data do
evant factors— not demonstrate that the residue levels

@) the validity, completeness, and reli-
ability of the available data from studies
of the pesticide chemical and pesticide
chemical residue; .

(ii) the nature of any toxic effect shown
to be caused by the pesticide chemical or
pesticide chemical residue in such studies;

(iii) available information concerning
the relationship of the results of such
studies to human risk;

(iv) available information concerning the
dietary consumption patterns of consum-
ers (and major identifiable subgroups of
consumers); ) -

(v) available information concerning the
cumulative effects of such residues and
other substances that have a common
mechanism of toxicity;

(vi) available information concerning the
aggregate exposure levels of consumers
(and major identifiable subgroups of con-
sumers) to the pesticide chemical residue
and to other related substances, including
dietary exposure under the tolerance and
all other tolerances in effect for the pes-
ticide chemical residue, and exposure from
other non-occupational sources;

(vii) available information concerning
the variability of the sensitivities of major
identifiable subgroups of consumers;

(viii) such information as the Adminis-
trator may require on whether the pes-
ticide chemical may have an effect in hu-
mans that is similar to an effect produced

are not above the levels so relied on, the
Administrator shall, not later than 180
days after the date on which the data were
required to be provided, issue a regulation
under subsection (e)(1) of this section, or
an order under subsection (£)(2) of this sec-
tion, as appropriate, to modify or revoke
the tolerance.
(F) Percent of food actually treated

In establishing, modifying, leaving in ef-
fect, or revoking a tolerance for a pesticide
chemical residue, the Administrator may,
when assessing chronic dietary risk, con-
sider available data and information on the
-percent of food actually treated with the
pesticide chemical (including aggregate pes-
ticide use data collected by the Department
of Agriculture) only if the Administrator—

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

(i1) finds that the exposure estimate does
not understate exposure for any signifi-
cant subpopulation group;

(iii) finds that, if data are available on
pesticide use and consumption of food in a
particular area, the population in such
area is not dietarily exposed to residues
above those estimated by the Adminis-
trator; and

(iv) provides for the periodic reevalua-
tion of the estimate of anticipated dietary

by a naturally occurring estrogen or other exposure.
endocrine effects; and (8) Detection methods
(ix) safety factors which in the opinion (A) General rule

of experts qualified by scientific training
and experience to evaluate the safety of
food additives are generally recognized as
appropriate for the use of animal experi-
mentation data.

(E) Data and information regarding antici-
pated and actual residue levels

(i) Authority

In establishing, modifying, leaving in ef-
fect, or revoking a tolerance for a pes-
ticide chemical residue, the Administrator
may consider available data and informa-
tion on the anticipated residue levels of
the pesticide chemical in or on food and
the actual residue levels of the pesticide

" chemical that have been measured in food,
including residue data collected by the
Food and Drug Administration.

(ii) Requirement

If the Administrator relies on antici-
pated or actual residue levels in establish-
ing, modifying, or leaving in effect a toler-
ance, the Administrator shall pursuant to
subsection (f)(1) of this section require
that data be provided five years after the
date on which the tolerance is established,
modified, or left in effect, and thereafter
as the Administrator deems appropriate,
demonstrating that such residue levels are

A tolerance for a pesticide chemical resi-
due in or on a food shall not be established
or modified by the Administrator unless the
Administrator determines, after consulta-
tion with the Secretary, that there is & prac-
tical method for detecting and measuring
the levels of the pesticide chemical residue
in or on the food.

(B) Detection limit

A tolerance for a pesticide chemical resi- -

due in or on a food shall not be established
at or modified to a level lower than the limit
of detection of the method for detecting and
measuring the pesticide chemical residue
specified by the Administrator under sub-
paragraph (A).
(4) International standards
In establishing a tolerance for a pesticide
chemical residue in or on a food, the Adminis-

trator shall determine whether a maximum

residue level for the pesticide chemical has
been established by the Codex Alimentarius

" Commission. If a Codex maximum residue

level has been established for the pesticide
chemical and the Administrator does not pro-
pose to adopt the Codex level, the Adminis-
trator shall publish for public comment a no-
tice explaining the reasons for departing from
the Codex level.

ADD32



Case: 17-71636, 03/08/2018, ID: 10791171, DktEntry: 69, Page 81 of 100

§346a

(c) Authority and standard for exemptions
(1) Authority
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The Administrator may issue a regulation
establishing, modifying, or revoking an ex-
emption from the requirement for a tolerance
for a pesticide chemical residue in or on food—

(A) in response to a petition filed under
subsection (d) of this section; or
(B) on the Administrator’s initiative under
subsection (e) of this section.
(2) Standard
(A) General rule
(i) Standard

The Administrator may establish or
leave in effect an exemption from the re-
quirement for a tolerance for a pesticide
chemical residue in or on food only if the
Administrator determines that the exemp-
tion is safe. The Administrator shall mod-
ify or revoke an exemption if the Adminis-
trator determines it is not safe.

(ii) Determination of safety

The term ‘“‘safe’’, with respect to an ex-
- emption for a pesticide chemical residue,
means that the Administrator has deter-
mined that there is a reasonable certainty
that no harm will result from aggregate
exposure to the pesticide chemical residue,
including all anticipated dietary exposures
and all other exposures for which there is
reliable information.
(B) Factors

In making a determination under this
paragraph, the Administrator shall take into
account, among other relevant consider-
ations, the considerations set forth in sub-
paragraphs (C) and (D) of subsection (b)(2) of
this section.
(8) Limitation

An exemption from the requirement for a
tolerance for a pesticide chemical residue in
or on food shall not be established or modified
by the Administrator unless the Adminis-
trator determines, after consultation with the
Secretary—

(A) that there is a practical method for de-
tecting and measuring the levels of such pes-
ticide chemical residue in or on food; or

(B) that there is no need for such a meth-
od, and states the reasons for such deter-
mination in issuing the regulation establish-
ing or modifying the exemption.

(d) Petition for tolerance or exemption
(1) Petitions and petitioners

Any person may file with the Administrator
a petition proposing the issuance of a regula-
tion—

(A) establishing, modifying, or revoking a
tolerance for a pesticide chemical residue in
or on a food; or

(B) establishing, modifying, or revoking an
exemption from the requirement of a toler-
ance for such a residue.

(2) Petition contents

(A) Establishment

A petition under paragraph (1) to establish

a tolerance or exemption for a pesticide
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chemical residue shall be supported by such
data and information as are specified in reg-
ulations issued by the Administrator, in-
cluding—

(iYI) an informative summary of the pe-
tition and of the data, information, and ar-
guments submitted or cited in support of
the petition; and

(II) a statement that the petitioner
agrees that such summary or any informa-
tion it contains may be published as a part
of the notice of filing of the petition to be
published under this subsection and as
part of a proposed or final regulation is-
sued under this section;

(ii) the name, chemical identity, and
composition of the pesticide chemical resi-
due and of the pesticide chemical that pro-
duces the residue;

(iii) data showing the recommended
amount, frequency, method, and time of
application of that pesticide chemical;

(iv) full reports of tests and investiga-
tions made with respect to the safety of
the pesticide chemical, including full in-
formation as to the methods and controls
used in conducting those tests and inves-
tigations; :

(v) full reports of tests and investiga-
tions made with respect to the nature and
amount of the pesticide chemical residue
that is likely to remain in or on the food,
including a description of the analytical
methods used;

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

(vii) a proposed tolerance for the pes-
ticide chemical residue, if a tolerance is
proposed;

(viii) if the petition relates to a toler-
ance for a processed food, reports of inves-
tigations conducted using the processing
method(s) used to produce that food;

(ix) 'such information as the Adminis-
trator may require to make the deter-
mination under subsection (b)(2)(C) of this
section;

(x) such information as the Adminis-
trator may require on whether the pes-
ticide chemical may have an effect in hu-
mans that is similar to an effect produced
by a naturally occurring estrogen or other
endocrine effects;

(xi) information regarding exposureto
the pesticide chemical residue due to any
tolerance or exemption already granted for
such residue;

(xii) practical methods for removing any
amount of the residue that would exceed
any proposed tolerance; and

(xiii) such other data and information as
the Administrator requires by regulation
to support the petition.

If information or data required by this sub-
paragraph is available to the Administrator,
the person submitting the petition may cite
the availability of the information or data
in lieu of submitting it. The Administrator
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may require a petition to be accompanied by
samples of the pesticide chemical with re-
spect to which the petition is filed.

(B) Modification or revocation

The Administrator may by regulation es-
tablish the requirements for information
and data to support a petition to modify or
revoke a tolerance or to modify or revoke an
exemption from the requirement for a toler-
ance.
(3) Notice

A notice of the filing of a petition that the
Administrator determines has met the re-
quirements of paragraph (2) shall be published
by the Administrator within 30 days after such
determination. The notice shall announce the
availability of a description of the analytical
methods available to the Administrator for
the detection and measurement of the pes-
ticide chemical residue with respect to which
the petition is filed or shall set forth the peti-
tioner’s statement of why such a method is
not needed. The notice shall include the sum-
mary required by paragraph (2)(A)(1)(T).
(4) Actions by the Administrator

(A) In general .

The Administrator shall, after giving due
consideration to a petition filed under para-
graph (1) and any other information avail-
able to the Administrator—

(1) issue a final regulation (which may
vary from that sought by the petition) es-
tablishing, modifying, or revoking a toler-
ance for the pesticide chemical residue or
an exemption of the pesticide chemical
residue from the requirement of a toler-
ance (which final regulation shall be is-
sued without further notice and without
further period for public comment),

(ii) issue a proposed regulation under
subsection (e) of this section, and there-
after issue a final regulation under such
subsection; or

(iii) issue an order denying the petition.

(B) Priorities i

The Administrator shall give priority to
petitions for the establishment or modifica-
tion of a tolerance or exemption for a pes-
ticide chemical residue that appears to pose
a significantly lower risk to human health
from dietary exposure than pesticide chemi-
cal residues that have tolerances in effect
for the same or similar uses.

(C) Expedited review of certain petitions

(i) Date certain for review

If a person files a complete petition with
the Administrator proposing the issnance
of a regulation establishing a tolerance or
exemption for a pesticide chemical residue
that presents a lower risk to human health
than a pesticide chemical residue for
which a tolerance has been left in effect or
modified under subsection (b)(2)(B) of this
section, the Administrator shall complete
action on such petition under this para-
graph within 1 year.

(ii) Required determinations

If the Administrator issues a final regu-
lation establishing a tolerance or exemp-

tion for a safer pesticide chemical residue
under clause (i), the Administrator shall,
not later than 180 days after the date on
which the regulation is issued, determine
whether a condition described in subclause
(D or (II) of subsection (b)(2)(B)(iii) of this
section continues to exist with respect to
a tolerance that has been left in effect or
modified under subsection (b)(2)(B) of this
section. If such condition does mnot con-
tinue to exist, the Administrator shall, not
later than 180 days after the date on which
the determination under the preceding
sentence is made, issue a regulation under
subsection (e)(1) of this section to modify
or revoke the tolerance.

(e) Action on Administrator’s own initiative

(

(1) General rule

The Administrator may issue a regulation—

‘(A) establishing, modifying, suspending
under subsection (I)(3) of this section, or re-
voking a tolerance for a pesticide chemical
or a pesticide chemical residue;

(B) establishing, modifying, suspending
under subsection (I)(3) of this section, or re-
voking an exemption of a pesticide chemical
residue from the requirement of a tolerance;
or

(C) establishing general procedures and re-
quirements to implement this section.

(2) Notice

Before issuing a final regulation under para-
graph (1), the Administrator shall issue a no-
tice of proposed rulemaking and provide a pe-
riod of not less than 60 days for public com-
ment on the proposed regulation, except that
a shorter period for comment may be provided
if the Administrator for good cause finds that
it would be in the public interest to do so and
states the reasons for the finding in the notice
of proposed rulemaking.

f) Special data requiréments

(1) Requiring submission of additional data

If the Administrator determines that addi-
tional data or information are reasonably re-
quired to support the continuation of a toler-
ance or exemption that is in effect under this
section for a pesticide chemical residue on a
food, the Administrator shall—

(A) issue a notice requiring the person
holding the pesticide registrations associ-
ated with such tolerance or exemption.to
submit the data or information under sec-
tion 3(c)}2)(B) of the Federal Insecticide,
Fungicide, and Rodenticide Act [7 U.S.C.
136a(c)(2)(B)];

(B) issue a rule requiring that testing be
conducted on a substance or mixture under
section 4 of the Toxic Substances Control
Act [15 U.S.C. 2603); or '

(C) publish in the Federal Register, after
first providing notice and an opportunity for
comment of not less than 60 days' duration,
an order—

(i) requiring the submission to the Ad-
ministrator by one or more interested per-
sons of a notice identifying the person or
persons who will submit the required data
and information;
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(ii) describing the type of data and infor-
mation required to be submitted to the Ad-
ministrator and stating why the data and
information could not be obtained under
the authority of section 3(c)(2)(B) of the
Federal Insecticide, Fungicide, and Roden-
ticide Act [7 U.S.C. 136a(c)(2)(B)] or section
4 of the Toxic Substances Control Act [15
U.S.C. 2603];

(ifi) describing the reports of the Admin-
istrator required to be prepared during and
after the collection of the data and infor-
mation;

(iv) requiring the submission to the Ad-
ministrator of the data, information, and
reports referred to in clauses (ii) and (iii);
and .

(V) establishing dates by which the sub-
missions described in clauses (i) and (iv)
must be made.

The Administrator may under subparagraph
(C) revise any such order to correct an error.
The Administrator may under this para-
graph require data or information pertaining
to whether the pesticide chemical may have
an effect in humans that is similar to an ef-
fect produced by a naturally occurring estro-
gen or other endocrine effects.

(2) Noncompliance
If a submission required by a notice issued
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(B) Hearing

An objection may include a request for a
public evidentiary hearing upon the objec-
tion. The Administrator shall, upon the ini-
tiative of the Administrator or upon the re-
quest of an interested person and after due
notice, hold a public evidentiary hearing if
and to the extent the Administrator deter-
mines that such a public hearing is nec-
essary to receive factual evidence relevant
to material issues of fact raised by the ob-
jections. The presiding officer in such a
hearing may authorize a party to obtain dis-
covery from other persons and may upon a
showing of good cause made by a party issue
a subpoena to compel testimony or produc-
tion of documents from any person. The pre-
siding officer shall be governed by the Fed-
eral Rules of Civil Procedure in making any
order for the protection of the witness or the
content of documents produced and shall
order the payment of reasonable fees and ex-
penses as a condition to requiring testimony
of the witness. On contest, such a subpoena
may be enforced by a Federal district court.

(C) Final decision
As soon as practicable after receiving the
arguments of the parties, the Administrator

shall issue an order stating the action taken
upon each such objection and setting forth

any revision to the regulation or prior order
that the Administrator has found to be war-
ranted. If a hearing was held under subpara-
graph (B), such order and any revision to the
regulation or prior order shall, with respect
to questions of fact at issue in the hearing,
be based only on substantial evidence of
record at such hearing, and shall set forth in
detail the findings of facts and the conclu-
sions of law or policy upon which the order
or regulation is based.

(h) Judicial review
(1) Petition

In a case of actual controversy as to the va-
lidity of any regulation issued under sub-
section (e)(1)(C) of this section, or any order
issued under subsection (£)(IXC) or (g)(2XC) of
this section, or any regulation that is the sub-
ject of such an order, any person who will be
adversely affected by such order or regulation
may obtain judicial review by filing in the
United States Court of Appeals for the circuit
wherein that person resides or has its prin-

in accordance with paragraph (1)(A), a rule is-
sued under paragraph (1)(B), or an order issued
under paragraph (1)(C) is not made by the time
specified in such notice, rule, or order, the Ad-
ministrator may by order published in the
Federal Register modify or revoke the toler-
ance or exemption in question. In any review
of such an order under subsection (g)(2) of this
section, the only material issue shall be
whether a submission required under para-
graph (1) was not made by the time specified.
() Effective date, objections, hearings, and ad-
ministrative review
.(1) Effective date

A regulation or order issued under sub-
section (d)(4), (e)(1), or (f)(2) of this section
shall take effect upon publication unless the
regulation or order specifies otherwise. The
Administrator may stay the effectiveness of
the regulation or order if, after issuance of
such regulation or order, objections are filed
with respect to such regulation or order pursu-
ant to paragraph (2). :

(2) Further proceedings . cipal place of business, or in the United States
(A) Objections Court of Appeals for the District of Columbia

Within 60 days after a regulation or order
is issued under subsection (d)4), (e)(1)(A),
(e)1)(B), (fX2), (n)(3), or (n)(6XC) of this sec-
tion, any person may file objections thereto
with the Administrator, specifying with par-
ticularity the provisions of the regulation or
order deemed objectionable and stating rea-
sonable grounds therefor. If the regulation
or order was issued in response to a petition
under subsection (d)(1) of this section, a
copy of each objection filed by a person
other than the petitioner shall be served by
the Administrator on the petitioner.

Circuit, within 60 days after publication of
such order or regulation, a petition praying
that the order or regulation be set aside in
whole or in part.

(2) Record and jurisdiction

A copy of the petition under paragraph (1)
shall be forthwith transmitted by the clerk of
the court to the Administrator, or any officer
designated by the Administrator for that pur-
pose, and thereupon the Administrator shall
file in the court the record of the proceedings
on which the Administrator based the order or
regulation, as provided in section 2112 of title
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28. Upon the filing of such a petition, the court
shall have exclusive jurisdiction to affirm or
set aside the order or regulation complained of
in whole or in part. As to orders issued follow-
ing a public evidentiary hearing, the findings
of the Administrator with respect to questions
of fact shall be sustained only if supported by
substantial evidence when considered on the
record as a whole.

(8) Additional evidence

If a party applies to the court for leave to
adduce additional evidence and shows to the
satisfaction of the court that the additional
evidence is material and that there were rea-
sonable grounds for the failure to adduce the
evidence in the proceeding before the Adminis-
trator, the court may order that the addi-
tional evidence (and evidence in rebuttal
thereof) shall be taken before the Adminis-
trator in the manner and upon the terms and
conditions the court deems proper. The Ad-
ministrator may meodify prior findings as to
the facts by reason of the additional evidence
80 taken and may modify the order or regula-
tion accordingly. The Administrator shall file
with the court any such modified finding,
order, or regulation.

(4) Final judgment; Supreme Court review

The judgment of the court affirming or set-
ting aside, in whole or in part, any regulation
or any order and any regulation which is the
subject of such an order shall be final, subject
to review by the Supreme Court of the United
States as provided in section 1254 of title 28.
The commencement of proceedings under this
subsection shall not, unless specifically or-
dered by the court to the contrary, operate as
a stay of a regulation or order.

(56) Application

Any issue as to which review is or was ob-
tainable under this subsection shall not be the
subject of judicial review under any other pro-
vision of law.

(i) Confidentiality and use of data
(1) General rule

Data and information that are or have been

submitted to the Administrator under this
section or section 348 of this'title in support of
2 tolerance or an exemption from a tolerance
shall be entitled to confidential treatment for
reasons of business confidentiality and to ex-
clusive use and data compensation to the same
- extent provided by sections 3 and 10 of the
Federal Insecticide, Fungicide, and Roden-
ticide Act [7 U.S.C. 136a, 136h].
(2) Exceptions
(A) In general
Data and information that are entitled to
confidential treatment under paragraph (1)
may be disclosed, under such security re-
quirements as the Administrator may pro-
vide by regulation, to—

(i) employees of the United States au-
thorized by the Administrator to examine
such data and information in the carrying
out of their official duties under this chap-
ter or other Federal statutes intended to
protect the public health; or
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(il) contractors with the United States
authorized by the Administrator to exam-
ine such data and information in the car-
rying out of contracts under this chapter
or such statutes.

(B) Congress

This subsection does not authorize the
withholding of data or information from ei-
ther House of Congress or from, to the ex-
tent of matter within its jurisdiction, any

. committee or subcommittee of such com-

mittee or any joint committee of Congress’

+ or any subcommittee of such joint commit-
tee. .
(3) Summaries
Notwithstanding any provision of this sub-
section or other law, the Administrator 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 inform-
ative summary of the data relating to the reg-
ulation or order: :

(§) Status of previously issued regulations

(1) Regulations under section 346

Regulations affecting pesticide chemical res-
idues in’ or on raw agricultural commodities
promulgated, in accordance with section 371(e)
of this title, under the authority of section
346(a)! of this title upon the basis of public
hearings instituted before January 1, 1953,
shall be deemed to be regulations issued under
this section and shall be subject to modifica-
tion or revocation under subsections (d) and
(e) of this section, and shall be subject to re-
view under subsection (q) of this section.

(2) Regulations under section 348"

Regulations that established tolerances for
substances that are pesticide chemical resi-
dues in or on processed food, or that otherwise

. stated the conditions under which such pes-

ticide chemicals could be safely used, and that
were issued under section 348 of this title on or
before August 3, 1996, shall be deemed to be
regulations issued under this section and shall
be subject to modification or revocation under
Subsection (d) or (e) of this section, and shall
be subject to review under subsection (q) of
this section.

(3) Regulations under section 346a

Regulations that established tolerances or
exemptions under this section that were issued
on or before August 3, 1996, shall remain in ef-
fect’ unless modified or revoked under sub-
section (d) or (e) of this section, and shall be
subject to review under subsection (q) of this.
section.

(4) Certain substances

With respect to a substance that is not in-
cluded in the definition of the term ‘‘pesticide
chemical” under section 321(q)(1) of this title
but was so included on the day before October
fgé 81998, the following applies as of October 30,

(A) Notwithstanding paragraph (2), any
regulation applying to the use of the sub-

18ee References in Text note below.

ADD36



Case: 17-71636, 03/08/2018, ID: 10791171, DKtEntry: 69, Page 85 of 100

§346a

stance that was in effect on the day before
October 30, 1998, and was on such day deemed
in such paragraph to have been issued under
this section, shall be considered to have been
issued under section 348 of this title.

(B) Notwithstanding paragraph (3), any
regulation applying to the use of the sub-
stance that was in effect on such day and
was issued under this section (including any
such regulation issued before August 3, 1996)
is deemed to have been issued under section
348 of this title.

(k) Transitional provision

If, on the day before August 3, 1996, a sub-
stance that is a pesticide chemical was, with re-
spect to a particular pesticidal use of the sub-
stance and any resulting pesticide chemical resi-
due in or on a particular food—

(1) regarded by the Administrator or the
Secretary as generally recognized as safe for
use within the meaning of the provisions of
subsection (a) of this section or section 321(s)
of this title as then in effect; or

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

such a pesticide chemical residue shall be re-
garded as exempt from the requirement for a
tolerance, as of August 3, 1996. The. Adminis-
trator shall by regulation indicate which sub-
stances are described by this subsection. Any ex-
emption under this subsection may be modified
or revoked as if it had been issued under sub-
section (c) of this section.

(1) Harmonization with action under other laws

(1) Coordination with FIFRA

To the extent practicable and consistent
with the review deadlines in subsection (q) of
this section, in issuing a final rule under this
subsection that suspends or revokes a toler-
ance or exemption for a pesticide chemical
residue in or on food, the Administrator shall
coordinate such action with any related nec-
essary action under the Federal Insecticide,
Fungicide, and Rodenticide Act [7 U.S.C. 136 et
seq.].

(2) Revocation of tolerance or exemption fol-
lowing cancellation of associated registra-
tions

If the Administrator, acting under the Fed-
eral Insecticide, Fungicide, and Rodenticide
Act, cancels the registration of each pesticide
that contains a particular pesticide chemical
and that is labeled for use on a particular food,
or requires that the registration of each such
pesticide be modified to prohibit its use in

connection with the production, storage, or -

transportation of such food, due in whole or in
part to dietary risks to humans posed by resi-
dues of that pesticide chemical on that food,
the Administrator shall revoke any tolerance
or exemption that allows the presence of the
pesticide chemical, or any pesticide chemical
residue that results from its use, in or on that
food. Subsection (e) of this section shall apply
to actions taken under this paragraph. A rev-
ocation under this paragraph shall become ef-
fective not later than 180 days after—

(A) the date by which each such cancella-
tion of a registration has become effective;
or :
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(B) the date on which the use of the can-
celed pesticide becomes unlawful under the
terms of the cancellation, whichever is later.

(3) Suspension of tolerance or exemption fol-
lowing suspension of associated registra-
tions

(A) Suspension

If the Administrator, acting under the
Federal Insecticide, Fungicide, and Roden-
ticide Act, suspends the use of each reg-
istered pesticide that contains a particular
pesticide chemical and that is labeled for use
on a particular food, due in whole or in part
to dietary risks to humans posed by residues
of that pesticide chemical on that food, the
Administrator shall suspend any tolerance
or exemption that allows the presence of the
pesticide chemical, or any pesticide chemi-
cal residue that results from its use, in or on
that food. Subsection (e) of this section shall
apply to actions taken under this paragraph.
A suspension under this paragraph shall be-
come effective not later than 60 days after
the date by which each such suspension of
use has become effective.

(B) Effect of suspension

The suspension of a tolerance or exemp-
tion under subparagraph (A) shall be effec-
tive as long as the use of each associated
registration of a pesticide is suspended
under the Federal Insecticide, Fungicide,
and Rodenticide Act. While a suspension of a
tolerance or exemption is effective the toler-
ance or exemption shall not be considered to
be in effect. If the suspension of use of the
pesticide under that Act is terminated, leav-
ing the registration of the pesticide for such
use in effect under that Act, the Adminis-
trator shall rescind any associated suspen-
sion of tolerance or exemption.

(4) Tolerances for unavoidable residues

In connection with action taken under para-
graph (2) or (3), or with respect to pesticides
whose registrations were suspended or can-
celed prior to August 3, 1996, under the Federal
Insecticide, Fungicide, and Rodenticide Act, if
the Administrator determines that a residue
of the canceled or suspended pesticide chemi-
cal will unavoidably persist in the environ-
ment and thereby be present in .or on a food,
the Administrator may establish a tolerance
for the pesticide chemical residue. In estab-
lishing such a tolerance, the Administrator
shall take into account both the factors set
forth in subsection (b)(2) of this section and
the unavoidability of the residue. Subsection
(e) of this section shall apply to the establish-
ment of such tolerance. The Administrator
shall review any such tolerance periodically
and modify it as necessary so that it allows no
greater level of the pesticide chemical residue
than is unavoidable. ‘
(5) Pesticide residues resulting from lawful ap-

plication of pesticide .

Notwithstanding any other provision of this
chapter, if a tolerance or exemption for a pes-
ticide chemical residue in or on a food has
been revoked, suspended, or modified under
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this section, an article of that food shall not
be deemed unsafe solely because of the pres-
ence of such pesticide chemical 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 time
and in a manner that was lawful under the
Federal Insecticide, Fungicide, and Roden-
ticide Act; and

(B) the residue does not exceed a level that
was authorized at the time of.that applica-
tion or use to be present on the food under
a tolerance, exemption, food additive regula-
tion, or other sanction then in effect under
this chapter;

unless, in the case of any tolerance or exemp-
tion revoked, suspended, or modified under
this subsection or subsection (d) or (e) of this
- section, the Administrator has issued a deter-
mination that consumption of the legally
treated food during the period of its likely
availability in commerce will pose an unrea-
sonable dietary risk.
(8) Tolerance for use of pesticides under an
emergency exemption

If the Administrator grants an exemption
under section 18 of the Federal Insecticide,
Fungicide, and Rodenticide Act (7 UJ.8.C. 136p)

for a pesticide chemical, the Administrator

shall establish a tolerance or exemption from
the requirement for a tolerance for the pes-
ticide chemical residue. Such a tolerance or
exemption from a tolerance shall have an expi-
ration date. The Administrator may establish
such a tolerance or exemption without provid-
ing notice or a period for comment on the tol-
erance or exemption. The Administrator shall
promulgate regulations within 366 days after

August 3, 1996, governing the establishment of ’

tolerances and exemptions under this para-
graph. Such regulations shall be consistent
with the safety standard under subsections
(b)(2) and (c)(2) of this section and with section
18 of the Federal Insecticide, Fungicide, and
Rodenticide Act.
(m) Fees
(1) Amount

The Administrator shall by regulation re-
quire the payment of such fees as will in the
aggregate, in the judgment of the Adminis-
trator, be sufficient over a reasonable term to
provide, equip, and maintain an adequate serv-
ice for the performance of the Administrator’s
functions under this section. Under the regula-
tions, the performance of the Administrator’s
services or other functions under this section,
including— .

(A) the acceptance for filing of a petition
submitted under subsection (d) of this sec-

tion;
(B) establishing, modifying, leaving in ef-

fect, or revoking a tolerance or establishing,.

modifying, leaving in effect, or revoking an
exemption from the requirement for a toler-
ance 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 the proceedings and the
record under subsection (h) of this section;
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may be conditioned upon the payment of such
fees. The regulations may further provide for
waiver or refund of fees in whole or in part
when in the judgment of the Administrator
such a waiver or refund is equitable and not
contrary to the purposes of this subsection.
(2) Deposit

All fees collected under paragraph (1) shall
be deposited in the Reregistration and Expe-
dited Processing Fund created by section 4(k)

. of the Federal Insecticide, Fungicide, and

Rodenticide Act [7 U.S.C. 136a-1(k)]. Such fees
shall be available to the Administrator, with-
out fiscal year limitation, for the performance
of the Administrator’s services or functions as
specified in paragraph (1).

(3) Prohibition .

During the period beginning on October 1,
2007, and ending on September 30, 2017, the Ad-
ministrator shall not collect any tolerance
fees under paragraph (1).

(n) National uniformity of tolerances

(1) “Qualifying pesticide chemical residue” de-
fined

For purposes of this subsection, the term
“qualifying pesticide chemical residue’’ means
a pesticide chemical residue resulting from
the use, in production, processing, or storage
of a food, of a pesticide chemical that is an ac-
tive ingredient and that—

(A) was first approved for such use in a
registration of a pesticide issued under sec-
tion 3(c)(5) of the Federal Insecticide, Fun-
gicide, and Rodenticide Act ([7 TU.S.C.
136a(c)(5)] on or after April 25, 1985, on the
basis of date. determined by the Adminis-
trator to meet all applicable requirements
for data prescribed by regulations in effect
under that Act {7 U.S.C. 136 et seq.] on April
25, 1985; or

(B) was approved for such use in a rereg-
istration eligibility determination issued

under section 4(g) of that Act [T U.S.C..

136a-1(g)] on or after August 3, 1996.
(2) “Qualifying Federal determination” defined

For purposes of this subsection, the term
“qualifying Federal determination” means a
tolerance or exemption from the requirement
for a tolerance for a qualifying pesticide
chemical residue that—

(A) is issued under this section after Au-
gust 3, 1996, and determined by the Adminis-
trator to meet the standard under sub-
section (b)(2)(A) (in the case of a tolerance)

or (¢)2) (in the case of an exemption) of this -

section; or
(B)(1) pursuant to subsection (j) of this sec-
tion is remaining in effect or is deemed to
have been issued under this section, or is re-
garded under subsection (k) of this section
as exempt from the requirement for a toler-
ance; and
(i1) is determined by the Administrator to
meet the standard under subsection (b)(2)(A)
(in the case of a tolerance) or (c)2) (in the
case of an exemption) of this section.
(8) Limitation
The Administrator may make the deter-
mination described in paragraph (2)(B)(ii) only
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by issuing a rule in accordance with the proce-
dure set forth in subsection (d) or (e) of this
section and only if the Administrator issues a
proposed rule and allows a period of not less
than 30 days for comment on the proposed
. rule. Any such rule shall be reviewable in ac-
cordance with subsections (g) and (h) of this
. Section.

(4) State authority

Except as provided in paragraphs (5), (6), and
(8) no State or political subdivision may estab-
lish or enforce any regulatory limit on a quali-
fying pesticide chemical residue in or on any
food if a qualifying Federal determination ap-
plies to the presence of such pesticide chemi-
cal residue in or on such food, unless such
State regulatory limit is identical to such
qualifying Federal determination. A State or
political subdivision shall be deemed to estab-
lish or emnforce a regulatory limit on a pes-
ticide chemical residue in or on a food if it
purports to prohibit or penalize the produc-
tion, processing, shipping, or other handiing of
a food because it contains a pesticide residue
(in excess of a prescribed limit).

(5) Petition procedure
(A) In general

Any State may petition the Administrator
for authorization to establish in such State
a regulatory limit on a qualifying pesticide
chemical residue in or on any food that is
not identical to the qualifying Federal de-
termination applicable to such qualifying
pesticide chemical residue.

(B) Petition requirements

Any petition under subparagraph (A)
shall—

(i) sa.tisfy any requirements prescribed,
by rule, by the Administrator; and

(1i) be supported by scientific data about
the pesticide chemical residue that is the
subject of the petition or about chemically
related pesticide chemical residues, data
on the consumption within such State of
food bearing the pesticide chemical resi-
due, and data on exposure of humans with-

in such State to the pesticide chemical

residue.
(C) Authorization

The Administrator may, by order, grant
the authorization described in subparagraph
(A) if the Administrator determines that the
proposed State regulatory limit—

(i) is justified by compelling local condi-
tions; and

(ii) would not cause any food to be a vio-
lation of Federal law.

(D) Treatment

In lieu of any action authorized under sub-
paragraph (C), the Administrator may treat
g petition under this paragraph as a petition
under subsection (d) of this section to mod-
ify or revoke a tolerance or an exemption. If
the Administrator determines to treat a pe-
tition under this paragraph as a petition
under subsection (d) of this section, the Ad-
ministrator shall thereafter act on the peti-
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tion pursuant to subsection (d) of this sec-
tion.

(E) Review

Any order of the Administrator granting
or denying the authorization described in
subparagraph (A) shall be subject to review
in the manner described in subsections (g)
and (h) of this section.

(6) Urgent petition procedure »

Any State petition to the Administrator
pursuant to paragraph (5) that demonstrates
that consumption of a food containing such
pesticide residue level during the period of the
food's likely availability in the State will pose
a, significant public health threat from acute
exposure shall be considered an urgent peti-
tion. If an order by the Administrator to grant -
or deny the requested authorization in an ur-
gent petition is not made within 30 days of re-
ceipt of the petition, the petitioning State
may establish and enforce a temporary regu-
latory limit on a qualifying pesticide chemical
residue in or on the food. The temporary regu-
latory limit shall be validated or terminated
by the Administrator’s final order on the peti-
tion.

(7) Residues from lawful application

No State or political subdivision may en-
force any regulatory limit on the level of a
pesticide chemical residue that may appear in
or on any food if, at the time of the applica-
tion of the pesticide that resulted in such resi-
due, the sale of such food with such residue
level was lawful under this section and under
the law of such State, unless the State dem-
onstrates that consumption of the food con-
taining such pesticide residue level during the
period of the food’s likely availability in the
State will pose an unreasonable dietary risk
to the health of persons within such State.

(8) Savings

Nothing in this chapter preempts the au-
thority of any State or political subdivision to
require that a food containing a pesticide
chemical residue bear or be the subject of a
warning or other statement relating to the
presence of the pesticide chemical residue in
or on such food.

(0) Consumer right to know

Not later than 2 years after August 3, 1996, and
annually thereafter, the Administrator shall, in
consultation with the Secretary of Agriculture
and the Secretary of Health and Human. Serv-
ices, publish in a format understandable to a lay
person, and distribute to large retail grocers for
public display (in a manner determined by the
grocer), the followlng information, at a mini-
mu

(1) A discussion of the risks and benefits of
pesticide chemical residues in or on food pur-
chased by consumers.

(2) A listing of actions taken under subpara-
graph (B) of subsection (b)(2) of this section
that may result in pesticide chemical residues
in or on food that present a yearly or lifetime
risk above the risk allowed under subpara-
graph (A) of such subsection, and the food on
which the pesticide chemicals producing the
residues are used.
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(3) Recommendations to consumers for re-
ducing dietary exposure to pesticide chemical
residues in a2 manner consistent with main-
taining a healthy diet, including a list of food

that may reasonably substitute for food listed’

under paragraph (2).

Nothing in this subsection shall prevent retail
grocers from providing additional information.

(p) Estrogenic substances screening program
(1) Development

Not later than 2 years after August 3, 1996,
the Administrator shall in consultation with
the Secretary of Health and Human Services
develop a screening program, using appro-
priate validated test systems and other sci-
entifically relevant information, to determine
whether certain substances may have an effect
in humans that is similar to an effect pro-
duced by a naturally occurring estrogen, or
such other endocrine effect as the Adminis-
trator may designate.

(2) Implementation

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 estab-
lished by section 43652 of title 42, the Adminis-
trator shall implement the program.

(8) Substances

In carrying out the screening program de-
scribed in paragraph (1), the Administrator—

(A) shall provide for the testing of all pes-
ticide chemicals; and

(B) may provide for the testing of any
other substance that may have an effect
that is cimulative to an effect of a pesticide
chemical if the Administrator determines
that a substantial population may be ex-
posed to such substance.

(4) Exemption

Notwithstanding paragraph (3), the Adminis-
trator may, by order, exempt from the re-
quirements of this section a biologic substance
or other substance if the Administrator deter-
mines that the substance is anticipated not to
produce any effect in humans similar to an ef-
fect produced by a mnaturally occurring estro-
gen.

(5) Collection of information

(A) In general

The Administrator shall issue an order to
a registrant of a substance for which testing
is required under this subsection, or to a per-
son who meanufactures or imports a sub-
stance for which testing is required under
this subsection, to conduct testing in ac-
cordance with the screening program de-
scribed in paragraph (1), and submit infor-
mation obtained from the testing to the Ad-
ministrator, within a reasonable time period
that the Administrator determines is suffi-
cient for the generation of the information,

2S8es References in Text note below.
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(B) Procedures

To the extent practicable the Adminis-
trator shall minimize duplicative testing of
the same substance for the same endocrine
effect, develop, as appropriate, procedures
for fair and equitable sharing of test costs,
and develop, as necessary, procedures for
?andling of confidential business informa-
ion.

(C) Failure of registrants to submit informa-
tion

(i) Suspension

If a registrant of a substance referred to
in paragraph (3)(A) fails to comply with an
order under subparagraph (A) of this para-
graph, the Administrator shall issue a no-
tice of intent to suspend the sale -or dis-
tribution of - the substance by the reg-
istrant. Any suspension proposed under
this paragraph shall become final at the
end of the 30-day period beginning on the
date that the registrant receives the no-
tice of intent to suspend, unless during
that period a person adversely affected by
the notice requests a hearing or the Ad-
ministrator determines that the registrant
has complied fully with this paragraph.

(ii) Hearing

If a person requests a hearing under
clause (i), the hearing shall be conducted
in accordance with section 554 of title 5.
The only matter for resolution at the hear-
ing shall be whether the registrant has
failed to comply with an order under sub-
paragraph (A) of this paragraph. A decision
by the Administrator after completion of a
hearing shall be considered to be a final
agency action.

(iii) Termination of suspensions

The Administrator shall terminate a sus-
pension under this subparagraph issued
with respect to a registrant if the Admin-
istrator determines that the registrant has
complied fully with this paragraph.

(D) Noncompliance by other persons

Any person (other than-a registrant) who
fails to comply with an order under subpara-
graph (A) shall be liable for the same pen-
alties and sanctions as are provided under
section 16 of the Toxic Substances Control
Act [15 U.S.C. 2615] in the case of a violation
referred to in that section. Such penalties
and sanctions shall be assessed and imposed
11i1 the same manner as provided in such sec-
tion 16.

(6) Agency action

In the case of any substance that is found, as
a result of testing and evaluation under this
section, to have an endocrine effect on hu-
mans, the Administrator shall, as appropriate,
take action under such statutory authority as
is available to the Administrator, including
consideration under other sections of this
chapter, as is necessary to ensure the protec-
tion of public health.
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(7) Report to Congress

Not later than 4 years after August 3, 1996,
the Administrator shall prepare and submit to
Congress a report containing—

(A) the findings of the Administrator re-
sulting from the screening program de-
scribed in paragraph (1);

(B) recommendations for further testing
needed to evaluate the impact on human
health of the substances tested under the
screening program; and

(C) recommendations for any further ac-
tions (including any action described in
paragraph (6)) that the Administrator deter-
mines are appropriate based on the findings.

(@) Schedule for review
(1) In general

The Administrator shall review tolerances
and exemptions for pesticide chemical resi-
dues in effect on the day before August 3, 1996,
as expeditiously as practicable, assuring
that—

(A) 33 percent of such tolerances and ex-
emptions are reviewed within 38 years of Au-
gust 3, 1996; .

(B) 66 percent of such tolerances and ex-
emptions are reviewed within 6 years of Au-
gust 3, 1996, and

(C) 100 percent of such tolerances and ex-
emptions are reviewed within 10 years of Au-
gust 3, 1996.

In conducting a review of a tolerance or ex-
emption, the Administrator shall determine
whether the tolerance or exemption meets the
requirements of subsections? (b)(2) or (¢)(2) of
this section and shall, by the deadline for the
review of the tolerance or exemption, issue a
regulation under subsection (d)(4) or (e}1) of
this section to modify or revoke the tolerance
or exemption if the tolerance or exemption
does not meet such requirements. ’
(2) Priorities

In determining priorities for reviewing toler-
ances and exemptions under paragraph (1), the
Administrator shall give priority to the re-
view of the tolerances or exemptions that ap-
pear to pose the greatest risk to public health.

(3) Publication of schedule

Not later than 12 months after August 3,
1996, the Administrator shall publish a sched-
ule for review of tolerances and exemptions es-
tablished prior to August 3, 1996. The deter-
mination of priorities for the review of toler-
ances and exemptions pursuant to this sub-
section is not a rulemaking and shall not be
subject to judicial review, except that failure
to take final action pursuant to the schedule
established by this paragraph shall be subject
to judicial review.
(r) Temporary tolerance or exemption

The Administrator may, upon the request of
any person who has obtained an experimental
permit for a pesticide chemical under the Fed-
eral Insecticide, Fungicide, and Rodenticide Act
[7 U.S.C. 136 et seq.) or upon the Administrator's

380 in original. Probably should be ‘“‘subsection”.
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own initiative, establish a temporary tolerance
or exemption for the pesticide chemical residue
for the uses covered by the permit. Subsections
(0)(2), (e)?2), (d), and (e) of thiz section shall
apply to actions taken under this subsection.

(s) Savings clause

Nothing in this section shall be construed to
amend or modify the provisions of the Toxic
Substances Control Act [15 U.S.C. 2601 et seq.] or
the Federal Insecticide, Fungicide, and Roden-
ticide Act [7 U.S.C. 136 et seq.].

(June 25, 1938, ch. 675, §408, as added July 22,
1954, ch. 659, §3, 68 Stat. 511; amended Pub. L.
85-791, §20, Aug. 28, 1958, 72 Stat. 947; Pub. L.
91-515, title VI, §601(d)(1), Oct. 30, 1970, 84 Stat.
1311; Pub. L. 92-157, title III, §303(a), Nov. 18,
1971, 85 Stat. 464; Pub. L. 92-516, §3(3), Oct. 21,
1972, 86 Stat. 998; Pub. L. 98-620, title IV,
§402(25)(A), Nov. 8, 1984, 98 Stat. 3359; Pub. L.
102-300, §6(b)(1), June 16, 1992, 108 Stat. 240; Pub.
L. 102-571, title I, §107(7), Oct. 29, 1992, 106 Stat.
4499; Pub. L. 103-80, §3(k), Aug. 13, 1993, 107 Stat.
776; Pub. L. 104-170, title IV, §405, Aug. 3, 1996,
110 Stat. 1514; Pub. L. 105-324, §2(b), Oct. 30, 1998,
112 Stat. 3036; Pub. L. 110-84, §4(d)(2), Oct. 9, 2007,
121 Stat. 1002; Pub. L. 112-177, §2(a)(3), Sept. 28,
2012, 126 Stat. 1329.)

REFERENCES IN TEXT

The Federal Rules of Civil Procedure, referred to in
subsec. (g)(2)(B), are sot out in the Appendix to Title 28,
Judiciary and Judicial Procedure.

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

The Federal Insecticide, Fungicide, and Rodenticide
Act, referred to in subsecs. (2), (n)(1)(A), (r), and (s), is
act June 25, 1947, ch. 125, as amended generally by Pub.
L. 92-516, Oct. 21, 1972, 86 Stat. 973, which is classified
generally to subchapter IT (§136 et seq.) of chapter 6 of
Title 7, Agriculture. For complete classification of this
Act to the Code, see Short Title note set out under sec-
tion 136 of Title 7 and Tables.

Section 4365 of title 42, referred to in subsec. (p)(2),
was in the original “‘section 8 of the Environmental Re-
search, Development, and Demonstration Act of 1978",
and was translated as meaning section 8 of the Envi-
ronmental Research, Development, and Demonstration
Authorization Act of 1978, to reflect the probable intent
of Congress.

The Toxic Substances Control Act, referred to in sub-
sec. (8), is Pub. L. 94-469, Oct. 11, 1976, 90 Stat. 2003, as
amended, which is classified generally to chapter 53
(§2601 et seq.) of Title 15, Commerce and Trade. For
complete classification of this Act to the Code, see
Short Title note set out under section 2601 of Title 15
and Tables.

CODIFICATION

August 3, 1998, referred to in subsecs. (k), (n)(1)X(B),
(2)(A), and (pX1), (2), (7), was in the original references
to the date of enactment of this subsection and the
date of enactment of this section, which was translated
as meaning the date of enactment of Pub. L. 104-170,
which amended this section generally, to reflect the
probable intent of Congress.

AMENDMENTS

-2012—Subsec. (m)(3). Pub. L. 112-177 substituted “Sep-
tember 30, 2017 for ‘“‘September 30, 2012".

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

1898—Subsec. (j)(4). Pub. L. 105-324 added par. (4).
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1996—Pub. L. 104-170 amended section generally, sub-
stituting, in subsec. (a), provisions relating to require-
ment for tolerance or exemption for provisions relating
to conditions for safety; in subsec. (b), provisions relat-
ing to authority and standard for tolerance for provi-
sions relating to establishment of tolerances; in subsec.
(¢), provisions relating. to authority and standard for
exemptions for provisions relating to exemptions; in
subsec. (d), provisions relating to petition for tolerance
or exemption for provisions relating to regulations pur-
suant to petition, publication of notice, time for issu-
ance, referral to advisory committees, effective date,
and hearings; in subsec. (e), provisions relating to ac-
tion on Administrator’s own initiative for provisions
relating to regulations pursuant to Administrator’s
proposals; in subsec. (), provisions relating to special
data requirements for provisions relating to data sub-
mitted as confidential; in subsec. (g), provisions relat-
ing to effective date, objections, hearings, and adminis-
trative review for provisions relating to advisory com-
mittees and their appointment, composition, com-
pensation, and clerical assistance; in subsec. (h), provi-
sions relating to judicial review for provisions relating
to right of consultation; in subsec. (i), provisions relat-
ing to confidentiality and use of data for provisions re-
lating to judicial review; in subsec. (j), provisions relat-
ing to status of previously issued regulations for provi-
sions relating to temporary tolerances; in subsec. (),
provisions relating to transitions for provisions relat-
ing to regulations based on public hearings before Jan-
uary 1, 1953; in subsec. (1), provisions relating to harmo-
nization with action under other laws for provisions re-
lating to pesticides under Federal Insecticide, Fun-
gicide, and Rodentictde Act, functions of Administrator
of Environmental Protection Agency, certifications,
hearings, time limitations, opinions, and regulations;
in subsec. (m), provisions relating to fees for provisions
relating to amendment of regulations; in subsec. (n),
provisions relating to national uniformity of tolerances
for provisions relating to guaranties; in subsec. (0), pro-
visions relating to consumer right to know for provi-
sions relating to payment of fees, services or functions
. conditioned on payment, and waiver or refund of fees;
and adding subsecs. (p) to (8).
1893—Pub. L. 103-80, §3(k)(6), substituted “Adminis-

trator” for ‘Secretary” wherever appearing except

when followed by “of Agriculture”.

Subsec. (a)1). Pub. L. 103-80, §3(k)1), substituted
“Administrator of the Environmental Protection Agen-
cy (hereinafter in this section referred to as the ‘Ad-
ministrator’)” for ‘‘Secretary of Health and Human
Services".

Subsec. (d)5). Pub. L. 103-80, §3(k)(2), substituted
“gection 556(c) of title 5 for “‘section 7(c) of the Ad-
ministrative Procedure Act (5 U.8.C., sec. 1006(c))”.

Subsec. (1). Pub. L. 103-80, §3(k)(3), substituted “In
the event for ‘It the event’’ before “‘a hearing is re-
quested”.

Subsec. (n). Pub. L. 103-80, §3(k)(4), made technical
amendment to reference to section 333(c) of this title to
reflect amendment of corresponding provision of origi-
nal act.

Subsec. (0). Pub. L. 103-80, §3(k)(6), which directed the
substitution of ‘‘Administrator’” for *“‘Secretary of
Health and Human Services’’ wherever appearing in the
original text, was executed by making the substitution
in the first sentence before ‘‘shall by regulation re-
quire”, the only place ‘‘Secretary of Health and Human
Services” appeared in the original text.

1992—Subsecs. (a), (d), (), (1), (). (m), (o). Pub. L.
102-300 substituted “Health and Human Services' for
“Health, Education, and Welfare” wherever appearing
in the original statutory text.

Subsec. (g). Pub. L. 102-571 substituted 379" for
6‘376".

1984—Subsec. (1)(6). Pub. L. 98-620 struck out provi-
sion that required the court to advance on the docket
and expedite the disposition of all causes filed therein
pursuant to this section.

1972—Subsecs. ()(1), (e), (). Pub. L. 92-516 substituted
references to pesticide for references to economic poi-
son wherever appearing therein.
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1971—Subsec. (g). Pub. L. 92-157 struck out **, which
the Secretary shall by rules anad regulations prescribe,”
after ‘“‘as compensation for their services a reasonable
per diem’ prior to amendment in 1870, by Pub. L.
91-615, which overlooked such language when amending
subsec. (g) as provided in 1970 Amendment note.

1970—Subsec. (g). Pub. L. 91-515 substituted provi-
sions authorizing members of an advisory committee to
receive compensation and travel expenses in accord-
ance with section 376(b)(5)(D) of this title, for provi-
sions authorizing such members to receive as com-
pensation a reasonable per diem for time actually spent
on committee work, and necessary traveling and sub-
sistence expenses while serving away from their places
of residence.

1958—Subsec. (1)(2). Pub. L. 85-791, §20(2), in first sen-
tence, substituted ‘‘transmitted by the clerk of the
court to the Secretary, or" for “served upon the Sec-
retary, or upon', substituted ‘‘file in the court the
record of the proceedings’ for ‘‘certify and file in the
court a transcript of the proceedings 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. (1)(3). Pab. L. 85-791, §20(b), in first sentence,
substituted “transmitted 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 proceedings" for ‘“‘certify
and file in the court a transcript of the proceedings and
the record’’, and inserted ‘‘as provided in section 2112 of
title 28", and, in second sentence, substituted ‘‘the fil-

_ ing of such petition” for ‘‘such filing*.

EFFECTIVE DATE OF 2012 AMENDMENT

Amendment by Pub. L. 112-177 effective Oct. 1, 2012,
see Bection 2(c) of Pub. L. 112-177, set out as a note
under section 136a~1 of Title 7, Agriculture.

EFFECTIVE DATE OF 2007 AMENDMENT

Amendment by Pub. L. 110-94 effective Oct. 1, 2007,
see section 6 of Pub. L. 110-94, set out as a note under
section 136a of Title 7, Agriculture.

EFFECTIVE DATE OF 1984 AMENDMENT

Amendment 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 Effective Date note under section 1657 of
Title 28, Judiciary and Judicial Procedure.

EFFECTIVE DATE OF 1972 AMENDMENT

Amendment; by Pub. L. 92-516 effective at close of
Oct. 21, 1972, except if regulations are necessary for im-
plementation of any provision that becomes effective
on Oct. 21, 1972, and continuation in effect of sub-
chapter I of chapter 6 of Title 7, Agriculture, and regu-
lations thereunder, relating to control of economic poi-
sons, as in existence prior to Oct. 21, 1972, until super-
seded by provisions of Pub. L. 92-516 and regulations
thereunder, see section 4 of Pub. 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, §501(d)(2), Jan. 23, 2004,
118 Stat. 422, provided that: ‘‘Notwithstanding section
408(m)(1) of the Federal Food, Drug, and Cosmetic Act
(21 U.8.C. 346a(m)(1)), during the period beginning on
October 1, 2003, and ending on September 30, 2008, the
Administrator of the Environmental Protection Agen-
cy shall not collect any tolerance fees under that sec-
tion.”

DATA COLLECTION ACTIVITIES TO ASSURE HEALTH OF
" INFANTS AND- CHILDREN

Pub. L. 104-170, title III, §301, Aug. 3, 1986, 110 Stat.
1511, provided that: ’

‘(a) IN GENERAL.—The Secretary of Agriculture, in
consultation with the Administrator of the Environ-
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mental Protection Agency and the Secretary of Health
and Human Services, shall coordinate the development
and implementation of survey procedures to ensure
that adequate data on food consumption patterns of in-
fants and children are collected.

*(b) PROCEDURES.—T0 the extent practicable, the pro-
cedures referred to in subsection (a) shall include the
collection of data on food consumption patterns of a
statistically valid sample of infants and children.

‘(c) RESIDUE DATA COLLECTION.—The Secretary of
Agriculture shall ensure that the residue data collec-
tion acotivities conducted by the Department of Agri-
culture in cooperation with the Environmental Protec-
tion Agency and the Department of Health and Human
Services, provide for the improved data collection of
pesticide residues, including guidelines for the use of
comparable analytical and standardized reporting
methods, and the increased sampling of foods most
likely consumed by infants and children.”

§ 346b. Authorization of appmpﬁatiom

There are authorized to be appropriated, out-of
any moneys in the Treasury not otherwise ap-
propriated, such sums as may be necessary for
the purpose and administration of sections
321(q), (r), 342(a)(2), and 346a of this title.

(July 22, 1954, ch. 559, §4, 68 Stat. 517.)
CODIFICATION

Section was not enacted as part of the Federal Food,
Drug, and Cosmetic Act which comprises this chapter.

§347. Intrastate sales of colored oleomargarine

(a) Law governing

Colored oleomargarine or colored margarine
which is sold in the same State or Territory in
which it is produced shall be subject in the same
manner and to the same extent to the provisions
of this chapter as if it had been introduced in
interstate commerce.

(b) Labeling and packaging requirements

No person shall sell, or offer for sale, colored
oleomargarine or colored margarine unless—

(1) such oleomargarine or margarine is pack-
aged, .

(2) the net weight of the contents of any
package sold in a retail establishment is one
pound or less,

(3) there appears on the label of the package
(A) the word ‘‘oleomargarine’” or ‘‘margarine”
in type or lettering at least as large as any
other type or lettering on such label, and (B)
a full and accurate statement of all the ingre-
dients contained in such oleomargarine or
margarine, and

(4) each part of the contents of the package
is contained in a wrapper which bears the word
‘‘oleomargarine’’ or ‘“margarine’” in type or
lettering not smaller than 20-point type.

The requirements of this subsection shall be in
addition to and not in lieu of any of the other
requirements of this chapter. )

(c) _Sales in public eating places

No person shall possess in a form ready for
serving colored oleomargarine or colored mar-
garine at a public eating place unless a notice
that oleomargarine or margarine is served is
displayed prominently and conspicuously in
such place and in such manner as to render it

likely to be read and understood by the ordinary -
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individual being served in such eating place or is
printed or is otherwise set forth on the menu in
type or lettering not smaller than that normally
used to designate the serving of other food
items. No person shall serve 'colored oleo-
margarine or colored margarine at a public eat-
ing place, whether or not any charge is made
therefor, unless (1) each separate serving bears
or is accompanied by labeling identifying it as
oleomargarine or margarine, or (2) each separate
serving thereof is triangular in shape.

(d) Exemption from labeling requirements

Colored oleomargarine or colored margarine
when served with meals at a public eating place

shall at the time of such service be exempt from -

the labeling requirements of section 343 of this
title (except paragraphs (a) and (f)) if it com-
plies with the requirements of subsection (b) of
this section. )

(e) Color content of oleomargarine

For the purpose of this section colored oleo-
margarine - or colored margarine is oleo-
margarine or margarine having a tint or shade
containing more than one and six-tenths degrees

of yellow, or of yellow and red collectively, but

with an excess of yellow over red, measured in
terms of Lovibond tintometer scale or its equiv-
alent.

(June 25, 1938, ch. 675, §407, a.s added Mar. 16,

1950, ch. 61, §3(c), 64 Stat. 20.)

"EFFECTIVE DATE

Act Mar. 16, 1950, ch, 61, §7, 64 Stat. 22, provided that:
‘“This Act [enacting this section and sections 347a and
347b of this title and amending sections 331 and 342 of
this title and sections 45 and 55 of Title 15, Commerce
and Trade] shall become effective on July 1, 1950.”

TRANSFER OF APPROPRIATIONS

Act Mar. 16, 1950, ch. 61, §5, 64 Stat. 22, provided that:
*So much of the unexpended balances of appropria-
tions, allocations, or other funds (including funds avail-
able for the fiscal year ending June 30, 1950) for the use
of the Bureau of Internal Revenue of the Treasury De-
partment in the exercise of functions under the Olec-
margarine Tax Act (26 U.S.C., §2300, subchapter A) [now
section 4591 et seq. of Title 26, Internal Revenue Code],
a8 the Director of the Bureau of the Budget [now Direc-
tor of the Office of Management and Budget] may de-
termine, shall be transferred to the Federal Security
Agency (Food and Drug Administration) (now the De-
partment of Health and Human Services) for use in the
enforcement of this Act [see Effective Date note
abovel.”

§347a. Congressional declaration of policy re-
garding oleomargarine sales

The Congress finds and declares that the sale,
or the serving in public eating places, of colored
oleomargarine or colored margarine without
clear identification as such or which is other-
wise adulterated or misbranded within the
meaning of this chapter depresses the market in
interstate commerce for butter and for oleo-
margarine or margarine clearly identified and
neither adulterated nor misbranded, and con-
stitutes a burden on interstate commerce in
such articles. Such burden exists, irrespective of
whether such oleomargarine or margarine origi-
nates from an interstate source or from the
State in which it is sold.
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tion of each such article, and the other ways in
which the consumer may be affected by the
same or other poisonous or deleterious sub-
stances. ' .

(June 25, 1938, ch. 675, § 406, 62 Stat. 1049; 1940

Reorg. Plan No. 1V, § 12, eff. June 30, 1940, 6
F.R. 2422, 54 Stat. 1237; 1963 Reorg. Plan No. 1,

$5, eff. Apr. 11, 1053, 18 F.R. 2053, 67 Stat. 831; .

Sept. 6, 1958, Pub, L. 85-929, §3(c), 72 Stat.
1785; July 12, 1960, Pub. L. 86-818, title I,
§ 103(a)(1), 74 Stat. 388.)

AMENDMENTS

1960~Pub. L, 86-618 repealed former subsec. (b),
which required the Secretary to promulgate regula-
tions for the listing of coal-tar colors.

1958~—Subsec. (a). Pub. L. 85-820 substituted “clause
(2XA)” for “clause (2)” in first sentence. :

ErrecTive DATE or 1960 AMENDMENT

Amendment by Pub, L. 86-618 effective, subject to
the provisions of section 203 of Pub. L, 86-618, on July
12, 1060, see section 202 of Pub, L. 86-818, set out as an
Effective Date of 1060 Amendment note under section
376 of this title,

ErrecTivE DATE oF NEMATOCIDE, PLANT REGULATOR,
DEFOLIANT, AND DESICCANT AMENDMENT Or 1959

Effective date of subsec. (a) as in force prior to July
22, 1654, with respect to particular commercial use of
a nematocide, plant regulator, defoliant, or desiccant
in or on a raw agricultural commodity made before
Jan. 1, 1958, see section 3(b) of Pub. L. 86-139, Aug. 17,
1959, 73 Stat. 288,

Errective DATE or 1068 AMENDMENT

Effective date of 1858 amendment of subsec. (1), see
section 6(b), (¢) of Pub. L. 85-929, set out as an Effec-
tive Date of 1958 Amendment note under section 342
of this title,

TRANSFER OF FUNCIIONS

All functions vested in the Secretary of Health, Edu-
cation, and Weilfare in establishing tolerances for pes-
ticide chemicals under this section together with the
authority to monitor compliance with the tolerances
and the effectiveness of surveillance and enforcement
and to provide technical assistance to the States and
conduct research under this chapter and section 201 et
seq. of Title 42, The Public Health and Welfare, were
transferred to the Administrator of the Environmen-
tal Protection Agency by Reorg. Plan No. 3 of 1870,
§ 2(a)(4), eff. Dec. 2, 1070, 35 F.R, 16623, 84 Stat. 2086,
set out in the Appendix to Title 5, Government Orga-
nization and Employees.

For transfer of functions of the Federal Security Ad-
ministrator to the Secretary of Health, Education, and
Welfare Inow Health and Human Services), and of the
Food and Drug Administration to the Federal Security
Agency, see Transfer of Punctions note set out under
section 41 of this title,

CROSS REFERENCES

Pesticide chemical regulations, see section 346a of
this title.

8ECTION REFERRED TO IN OTHER SECTIONS
This section is referred to in sections 342, 346a, 371
of this title,
8 346a. Tolerances for pesticide chemicals in or on
raw agricultural commodities

(a) Conditions of safety

Any poisonous or deleterious pesticide chemi-
cal, or any pesticide chemical which is not gen-
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erally recognized, among experts qualified by
scientific tralning and experlence to evaluate
the safety of pesticlde chemicals, as safe for
use, added to a raw agricultural commodity,
shall be deemed unsafe for the purposes of the
application of clause (2) of section 342(a) of
this title unless— ’

(1) a tolerance for such pesticide chemical
in or on the raw agricultural commodity has
been prescribed by the Administrator of the
Environmenta) Protection Agency under this
gsection and the quantity of such pesticide
chemical in or on the raw agricultural com-
maodity is within the limits of the tolerance so
prescribed; or '

(2) with respect to use in or on such raw ag-
ricultural commodity, the pesticide chemical
has been exempted from the requirement of a
toltz;ance by the Administrator under this
section.

While a tolerance or exemption from tolerance
is in effect for a pesticide chemical with respect
to any raw agricultural commodity, such raw
agricultural commodity shall not, by reason of
bearing or containing any added amount of
such pesticide chemical, be considered to be
adulterated within the meaning of clause (1) of
section 342(a) of this title,

(b) Establisbment of tolerances

The Administrator shall promulgate regula-
tions establishing tolerances with respect to the
use in or on raw agricultural commodities of
poisonous or deleterious pesticide chemicals
and of pesticide chemicals which are not gener-
ally recognized, among experts qualified by sci-
entific training and experience {0 evaluate the
safety of pesticide chemicals, as safe for use, to
the extent necessary to protect the public
health, In establishing any such regulation, the
Administrator shall glve appropriate considera-
tion, among other relevant factors, (1) to the
necessity for the production of an adequate,
wholesome, and economical food supply; (2) to
the other ways in which the consumer may be
affected by the same pesticide chemicai or by
other related substances that are poisonous or
deleterious; and (3) to the opinion submitied
with a certification of usefulness under subsec-
tion () of this section. Such regulations shall
be promulgated In the manner prescribed in
subsection (d) or (e) of this section. In carrying
out the provisions of this section relating to the
establishment of tolerances, the Administrator
may establish the tolerance applicable with re-
spect to the use of any pesticide chemical in or
on any raw agricultural commodity at zero level
if the sclentific data before the Administrator
does not justify the establishment of a greater
tolerance, '

(¢) Exemptions

The Administrator shall promulgate regula-
tions exempting any pesticide chemical from
the necessity of a tolerance with respect to use
in or on any or all raw agricultural commodities
when such a tolerance is not necessary to pro-
tect the public health. Such regulations shall
be promulgated In the manner prescribed in

- subsection (d) or (e) of this section.
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(d) Regulations pursuant to petition; publication of
. notice; time for issuance; referrax to- advisory
committees; effective date; hearings

(1) Any person who has registered, or who
has submitted an application for the registra-
tion of, a pesticide under the Federal Insecti-
cide, Fungicide, and Rodenticide Act [7 U.S.C.
136 et seq.] may file with the Administrator a
petition proposing the issuance of a regulation
establishing a tolerance for a pesticide chemical
which constitutes, or is an ingredient of, such
pesticide, or exempting the pesticide chemical
from the reqguirement of a tolerance. The peti-
tion shall contain data showing—

(A) the name, chemical identity, and com-
position of the pesticide chemical;

(B) the amount, frequency, and time of ap-
plication of the pesticide chemical;

(©) full reports of investigations made with
respect to the safety of the pesticide chemi-

cal;

(D) the results of tests on the amount of
residue remaining, including a description of
the analytical methods used;

(E) practicable methods for removing resi-
due which exceeds any proposed tolerance;

(F) proposed tolerances for the pesticide
chemical if tolerances are proposed; and

(G) reasonable grounds in support of the
petition.

Samples of the pesticide chemical shall be fur-
nished to the Administrator upon request.
Notice of the filing of such petition shall be
published in general terms by the Administra-
tor within thirty days after filing. Such notice
shall include the analytical methods available
for the determination of the residue of the pes-
ticiade chemical for which & tolerance or exemp-
tion is proposed. :

(2) Within ninety days after a certification of
usefulness under subsection (I) of this section
with respect to the pesticide chemicsl named in
the petition, the Administrator shall, after
giving due consideration to the data submitted
in the petition or otherwise before him, by
order make public a regulation—

(A) establishing a tolerance for the pesti-
cide chemical named in the petition for the
purposes for which it is so certified as useful,

or
(B) exempting the pesticide chemical from
the necessity of a tolerance for such purposes,

unless within such ninety-day period the
person filing the petition requests that the peti-
tion be referred to an advisory committee or
the Administrator within such period otherwise
deems such referral necessary, in either of
which events the provisions of paragraph (3) of
this subsection shall apply in lieu hereof.

(3) In the event that the person filing the pe-
tition requests, within ninety days after a certt-
fication of usefulness under subsection (1) of
this section with respect to the pesticide chemi-
cal named in the petition, that the petition be
referred to an advisory committee, or in the
event the Administrator within such period
otherwise deems such referral necessary, the
Administrator shall forthwith submit the peti-
tion and other data before him to an advisory
committee to be appointed in accordance with
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subaeétlon (g) of this section. As soon as prcti-

cable after such referral, but not later than

sixty days thereafter, unless extended as here-
inafter provided, the committee shall, after in-
dependent study of the data submitted to it by
the Administrator and other data before it, cer-
tify to the Administrator a report and recom-
mendations on the proposal in the petition to
the Administrator, together with all underlying
data and a statement of the reasons or basis for
the recommendations. The sixty-day period
provided for herein may be extended by the ad-
visory committee for an additional thirty days
if the advisory committee deems this necessary.
Within thirty days after such certification, the
Administrator shali, after giving due considera-
tion to all data then before him, including such
report, recommendations, underlying data, and
statement, by order make public a regulation—

(A) establishing a tolerance for the pesti-

cide chemieal named in the petition for the
purposes for which it is so certified as useful;
or

(B) exempting the pesticide chemical from
the necessity of a tolerance for such purposes.

(4) The reguiations published under para-
graph (2) or (3) of this subsection wiil be effec-
tive upon publication.

(5) Within thirty days after publication, any
person adversely affected by a regulation pub-
lished pursuant to paragraph (2) or (3) of this
subsection, or pursuant to subsection (e) of this
section, may file objections thereto with the
Administrator, specifying with particularity the
provisions of the regulation deemed objection-
able, stating reasonable grounds therefor, and
requesting a public heuring upon such objec-
tions. A copy of the objections filed by a person
other than the petitioner shall be served on the
petitioner, if the regulation was issued pursu-
ant to a petition, The petitioner £hall have two
weeks to make a written reply to the objections,

- The Administrator shalli thereupon, after due

notice, hold such public hearing for the pur-
pose of recelving evidence relevant and material
to the issues raised by such objections, Any
report, recommendations, underlying data, and
reasons certified to the Secretary by an adviso-
ry committee shall be made a part of the record
of the hearing, if relevant and material, subject
to the provisions of section 556(d) of title 5.
The Natlonal Academy of Sciences shall desig-
nate u« member of the advisory committee to
appear and testify at any such hearing with re-
spect to the report and recommendations of
such committee upon request of the Adminis-

trator, the petitioner, or the officer conducting

the hearing: Provided, That this shall not pre-
clude any other member of the advisory com-
mittee from appearing and testifying at such
hearing. As soon &s practicable after comple-
tion of the hearing, the Administrator shall act
upon such objections and by order make public
a regulation. Such regulation shall be based
only on substantial cvidence of record at such
hearing, including any report, recommenda-
tions, underlying data, and reasons certified to
the Administrator by an advisory committee,
and shall set forth detailed findings of fact
upon which the regulation is based. No such
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order shall take effect prior to the ninetieth

day after its publication, unless the Administra-
tor finds that emergency conditions exist neces-
sitating an earlier effective date, in which event
the Administrator shall specify in the order his
findings as to such conditions,

(e) I:iexulaﬁons pursuant. to Administrator’s propos-
8 - .
The Administrator may at any time, upon his
own initiative or upon the request of any inter.
ested person, propose the issuance of a regula-
tion establishing a tolerance for a pesticide
chemical or exempting it from the necessity of
a tolerance. Thirty days after publication of
_such a proposal, the Administrator may by
order publish a regulation based upon the pro-
posal whizh shall become effective upon publi-
cation .unless within such thirty-day period &
person who has registered, or who has submit.
ted an application for the registration of, a pes-
ticide under the Federal Insecticide, Fungicide,
and Rodenticide Act {7 U.S.C. 136 et seq.] con-
taining the pesticide chemical named in the
proposal, requests that. the proposal be referred
to an advisory committee. In the event of such
a request, the Administrator shall forthwith
submit the proposal and other relevant data
before him to an advisory committee to be ap-
pointed in accordance with subsection (g) of
this section. As soon as practicable after such
referral, but not faier than sixty days thereaf-
ter, unless extended as hereinafter provided,
the committee shall, after independent study of
the data submitted to it by the Administrator
and other data before it, certify to the Adminis-
trator a report and recommendations on the
proposal together with all underlying data and
a statement of the reasons or basis for the rec-
ommendations. The sixty-day period provided
for herein may be extended by the advisory
committee for an additional thirty days if the
advisory committee deems this necessary.
Within thirty days after such certification, the
Administrator may, after glving due considera-
tion to all data before him, including such
report, recommendations, underlying data and
statement, by order publish a regulation estab-
lishing a tolerance for the pesticide chemical
named in the proposal or exempting it from the
necessity of a tolerance which shall become ef-
fective upon publication. Regulations issued
under this subsection shall upon publication be
subject to paragraph (5) of subsection (d) of
this section.

(1) Data suhmitted as confidential

All data submitted to the Adminlstrator or to
an advisory committee in support of a petition
under this gsection shall be considered confiden-
tial by the Administrator and by such advisory
committee until publication of a regulation
under paragraph (2) or (3) of subsection (d) of
this section. Until such publication, such data
shall not be revealed to any person other than
those authorized by the Administrator or by an

advisory committee in the carrying out of their _

‘official duties under this section.
(g) Advisory committees; appointment; composition;

compensation; clerical assistance
Whenever the referral of a petition or propos-
al to an advisory committee is requested under

TITLE 21-FOOD AND DRUGS

Page 768

this section, or the Administrator otherwise
deems such refeiral necessary the Administra-
tor shall forthwith appoint a committee of com-
petent experts to review the petition or propos-
al and to moke a report and recommendations
thereon. Each such advisory committee shall be
composed of experts, qualified in the subject
matter of the petition and of adequately diver-
sifled professional background selected by the
National Academy of Sciences and shail include
one or more representatives from land-grant
colleges. The size of the committee shall be de-
termined by the Administrator. Members of an
advisory committee shall receive compensation
and travel expenses in accordance with section
376(bX6EXD) of this title. The members shall
not be subject to any other provision of law re-
garding the appointment and compensation of
employees of the United States. The Adminis-
trator shall furnish the Committee with ade-
quate clerical and other assistance, and shall by
rules and regulations prescribe the procedure
to be followed by the committee,

(h) Right of consultation

A person who has filed a petition or who has
requested the referral of a proposal to an advi-
sory committee in accordance with the provi-
sfons of this section, as well as representatives
of the Environmental Protection Agency, shall
have the right to consuit with any advisory
committee provided for in subsection (g) of this
se‘ctl?n in connection with the petition or pro-
posal.

(1) Judicial review

(1) In a ease of actual controversy as to the
validity of any order under subsections (d)5),
(e), or (1) of this section any person who will be
adversely affected by such order may obtain ju-
dicial review by filing in the United States
Court of Appeals for the circuit wherein such
person resides or has his principal place of busi-
ness, or in the United States Court of Appeals
for the District of Columbia Circuit, within
sixty days after the entry of such order, a peti-
tion praying that the order be set aside in
whole or in part.

(2) In the case of a petition with respect to an
order under subsection (d)(5) or (e) of this sec-
tion, a copy of the petition shall be forthwith
transmitted by the clerk of the court to the Ad-
ministrator, or any officer designated by him
for that purpose, and thereupon the Adminis.

trator shall file in the court the record of the.

proceedings on which he based his order, as
provided in section 2112 of title 28, Upon the
flling of such petition, the court shall have ex-
clusive jurisdiction to affirm or set aside the
order complained of in whole or in part. The
findings of the Administrator with respect to
questions of fact shall be sustained if supported
by suhstantial evidence when considered on the
record as a whole, including any report and rec-
ommendation of an advisory committee.

(3) In the case of a petition with respect to an
order under subsection (I) of this section, a
copy of the petition shall be forthwith trans.
mitted by the clerk of the court to the Adminis-
trator, or any officer designated by him for
that purpose, and thereupon the Administrator
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shall file in the court the record of the proceed-
ings on which he based his order, a8 provided in
section 2112 of title 28. Upon the filing of such
petition, the court shall have exclusive jurisdic-
tion to affirm or set aside the order complained
of in whole or in part. The findings of the Ad-
ministrator with respect to questions of fact
shall be sustained if supported by substantial
evidence when considered on the record as a
whole.

(4) If application is made to the court for
leave to adduce additional evidence, the court
may order such additional evidence to be taken
before the Administrator and to be adduced
upon the hearing in such manner and upon
such terms and conditions as to the court may
seem proper, if such evidence is material and
there were reasonable grounds for fallure to
adduce such evidence in the proceedings below,
The Administrator may modify his findings as
to the facts and order by reason of the addi-
tional evidence so taken, and shall file with the
eourt such modified findings and order.

(6) The judgment of the court affirming or
setting aside, in whole or in part, any order
under this section shall be final, subject to
review by the Supreme Court of the United
States upon certiorari or certification as pro-
vided in section 1254 of title 28. The commence-
ment of proceedings under this section shall
not, unless specifically ordered by the court to
the contrary, operate as a stay of an order. The
courts shall advance on the docket and expedite
the disposition of all causes filed therein pursu-
ant to this section.

(J) Temporary tolerances

The Administrator may, upon the request of
any person who has obtained an experimental
permit for a pesticide chemical under the Fed-
eral Insecticide, Fungicide, and Rodenticide Act
(7 U.8.C. 136 et seq.] or upon his own initiative,
establish a temporary tolerance for the pesti-
cide chemical for the uses covered by the
permit whenever in his judgment such action is
deemed necessary to protect the public health,
or may temporarily exempt such pesticide
chemical from a tolerance. In establishing such
a tolerance, the Administrator shall glve due
regard to the necessity for experimental work
in developing an adequate, wholesome, and eco-
nomical food supply and to the limited hazard
to the public health involved in such work
when conducted in accordance with applicable
regulations under the Federal Insecticide, Fun-
glclde, and Rodenticide Act.

(k) Regulations based on pubiic hearings hefore Jan-
uary 1, 1953

Regulations affecting pesticlde chemicals In
or on raw agricultural commodities which are
promulgated under the authority of section
346(a) of this title upon the basis of public
hearings instituted before January 1, 1953, in
accordance with section 371(a) of this title,
shall be deemed to be regulations under this
section and shali be subject to amendment or
repeal as provided in subsection (m) of this sec-
tion.
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(1) Pesticides under Federal Insecticide, Fungicide,
and Rodenticide Act; functions of Administrator
of the Environmental Protection Agency; certifi-
:Iatlanl; hearing; time limitation; opinion; regula-

ons

The Administrator, upon request of any
person who has registered, or who has submit-

ted an application for the registration of, a pes-

ticide under the Federal Insecticide, Fungicide,
and Rodenticide Act {7 U.8.C. 136 et seq.), and
whose request is accompanied by & copy of a pe-
tition filed by such person under subsection
(d)(1) of this seetlon with respect to a pesticide
chemical which constitutes, or is an Ingredient
of, such pesticide, shall, within thirty days or
within sixty days if upon notice prior to the ter-
mination of such thirty days the Administrator
deems it necessary to postpone action for such
perfod, on the basis of data before him, either—
(1) certify that such pesticide chemical is
useful for the purpose for which a tolerance
- or exemption is sought; or
(2) notify the person requesting the certifi-
cation of his proposal to certify that the pes-
ticide chemical does not appear to be useful
for the purpose for which a tolerance or ex-
emption is sought, or appears to be useful for
only some of the purposes for which a toler-
ance or exemption is sought,

In the event that the Administrator takes the
action described in clause (2) of the preceding
sentence, the person requesting the certifica-
tion, within one week after receiving the pro-

posed certification, may either (A) request the

Administrator to certify on the basjs of the pro-
posed certification; (B) request a hearing on the
proposed certification or the parts thereof ob-
Jected to; or (C) request both such certification
and such hearing. If no such action is taken,
the Administrator may by order make the certi-
fication as proposed, In the event that the
action described in clause (A) or (C) is taken,
the Administrator shall by order make the cer-
tification as proposed with respect to such
parts thereof as are requested, It ! the event &
hearing i8 requested, the Administrator shall
provide opportunity for a prompt hearing. The
certification of the Administrator as the result
of such hearing shall be made by order and
shall be based only on substantial evidence of

record at the hearing and shall set forth de- .

talled findings of fact. In no event shall the
time elapsing between the making of a request
for a certifieation under this subsection and
final certification by the Administrator exceed
one hundred and sixty days. The Administrator
shall submit with any certification of useful-
ness under this subsection an opinion, based on
the data before him, whether the tolerance or
exemption proposed by the petitioner reason-
ably reflects the amount of residue likely to
result when the pesticide chemical {8 used in
the manner proposed for the purposge for which
the certification is made. The Administrator,
after due notice and opportunity for public
hesaring, Is authorized to promulgate rules and

80 in orlginal. Probably should be “In",
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regulations for carrving out the provisions of
this subsection. .

(m) Amendment of regulations

The Administrator shall prescribe by regula-
tions the procedure by which regulations under
this section may be amended or repealed, and
such procedure shall conform to the procedure
provided in this section for the promulgation of
regulations establishing tolerances, inciuding
the appointment of advisory committees and
the procedure for referring petitions to such
committees. -

(n) Guaranties

The provisions of section 333(c) of this title
with respect to the furnishing of guaranties
shall be applicable to raw agricultural commod-
ities covered by this section.

(0) Payment of fees; services or functions as condi.
tioned on; waiver or refund of fees

The Administrator shall by regulation require
the payment of such fees as will in the aggre-
gate, in the judgment of the Administrator, be
sufficlent over a reasonable term to provide,
equip, and maintain an adequate service for the
performance of the Administrator's functions
under this section, Under such regulations, the
performance of the Administrator’s services or
other functions pursuant to this section, includ-
ing any one or more of the following, may be
conditioned upon the payment of such fees: (1)
The acceptance of filing of a petition submitted
under subsection (d) of this section; (2) the pro-
mulgation of a regulation establishing a toler-
ance, or an exemption from the necessity of a
tolerance, under this section, or the amend-
ment or repeal of such a regulation; (3) the re-
ferral of a petition or proposal under this gec-
tion to an advisory committee; (4) the accept-
ance for filing of objections under subsection
(dX5) of this section; or (5) the certitication
and filing in court of a transeript of the pro-
ceedings and the record under subsection (IX2)
of this section. Such regulations may further
provide for waiver or refund of fees in whole or
in part when in the judgment of the Adminis-
trator such waiver or refund is equitable and
not contrary to the purposes of this subsection.

(June 25, 1938, ch. 875, § 408, as added July 22,
1954, ch. 559, §3, 68 Stat. 511, and amended
Aug, 28, 1958, Pub, L. 85-791, § 20, 72 Stat, 947;
Oct. 30, 1890, Pub. L. 91-51b, title VI,
§ 601¢d)(1), 84 Stat. 1311; 1970 Reorg. Plan No.
3, §2(a)4), (8)iD), eff. Dec. 2, 1870, 35 F.R.
15623, 84 Stat, 2086; Nov. 18, 1971, Pub. L.
92-157, title III, § 303(a), 86 Stat. 464; Oct, 21,
1872, Pub. L. 92-516, § 3(3), 86 Stat. 998.)

REFERENCES IR TEXT

The Federal Insecticide, Fungicide, and Rodenticide
Act, referred to in subsecs. (dX1), (e), (§), and (1), is act
June 25, 1047, ch, 126, as amended generally by Pub,
L. 932-5186, Oct. 31, 1872, 86 Stat. 873, which ia classified
generally to subchapter II (§136 et seq.) of chapter 6
of Title 7, Agriculture, For complete classification of
this Act to the Code, see Short Title note set out
under section 136 of Title 7 and Tables,

Cobiricarion

In subsec. (d)(5), “section 556(d) of title 5" was sub-
stituted for “section T{c) of the Administrative Proce-
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dure Act (5§ U.8.C. sec. 1006(¢))” on authority of Pub,
L. 80-5654, § 'I(b), Sept. 6, 1666, 80 Stat. 631, the first

section of which enacted Title §, Government Organi- -

zation and Employees.

AMENDMENTS

1972—8ubsecs, (dX1), (e), (). Pub. L. 82-516 substi.
tuted references to pesticide for references to econom-
{e poison wherever appearing therein,

1971—~Subsec. (g). Pub, L. 02-167 struck out “, which
the Secretary shall by rules and regulationa pre.
scribe,” appearing following “as compensation for
their services a reasonable per diem” prior to amend.
ment in 1070, by Pub. L. 81-515, which overlooked
such language when amending subsec. (g) as provided
in 1970 Amendment note.

1870—8ubsec, (g). Fub, L. 91-515 substituted provi-
sions authcrizing members of an advisory committee
to recelve compensation and travel expenses in accord-
ance with section 376(b)8)D) of this title, for provi-
sions authorizing such members to receive as compen-
sation a reasonable per diem for time actually spent
on committee work, and necessary traveling and sub-
sistence expenses while serving away from their places
of residence. .

1958—8ubsec. (1X2). Pub. L. 85-701, §20(a), in first
sentence, substituted “transmitted by the clerk of the
court to the Secretary, or" for “served upon the Secre-
tary, or upon”, substituted “file in the court the
record of the proceedings” for “certify and file in the
court a transeript of the proceedings and the record”,
and inserted “as provided in section 2112 of title 28",
and whieh, in second sentence, substituted “the filing
of such petition” for *‘such fliing”.

Subsec, (1)(3), Pub, L. 856-781, §20(h), in firat sen.
tence, substituted “transmitted by the clerk of the
court to the Secretary of Agriculture, or" for “served
upon the Secretary of Agriculture, or upon”, substitut-
ed “file In the court the record of the proceedings” for
“certify and file in the court a transcript of the pro-
ceedings and the record”, and inserted “as provided in
section 2112 of title 28", and, in second sentence, sub-
stituted “the filing of such petition” for “such filing",

Errrcrive DaTe or 1972 AMENDMEND

Amendment by Pub. L, 02-518 effective at the close
of Oct. 21, 1972, except if regulations are necessary for
the implementation of any provision that becomes of-
fective on Oct. 21, 1872, and continuation In effect of
subchapter I of chapter 8 of Title 7, Agriculture, and
regulations thereunder, relating to the contro! of eco-
nomic poisons, as in existence prior to Oct. 21, 1972,
until superseded by provisions of Pub, L. 82-516 and
regulations thereunder, gee section 4 of Pub, L. §2-5186,
sTeltio\:’t as an Effective Date note under section 136 of

e .

TRANSYER OF FUNCTIONS

“Administrator of the Environmental Protection
Agency” was subsatituted, in subsecs. ()) to (§), (1), (m),
and (o), for “Secretary of Health, Education, and Wel-
fare” and in subsees, (b), (d), (1), and (1), for “Secretary
of Agriculture” pursuant to Reorg. Plan No. 3 of 1870,
sat out in the Appendix to Title 5, Government Orga-
nization and Employees, which transferred to the Ad-
ministrator of the Environmental Protection Agency
all functions vested in the Sucretary of Health, Educa-
tion, and Welfare in establishing toleyances for pesti-
clde chemicals under this section together with the au-
thority to monitor compliance with the tolerances and
the effectiveness of surveillance and enforcement and
to provide technical assistance to the States and con-
duct research under this chapter and section 201 et
seq. of Titie 42, The Pubdblic Health and Welfare, and
which also transferred to the Administrator of the En-
vironmental Protection Agency the functiona of Agri-
culture Department and the Secretary of Agricuiture
under subsec. (1) of this section.
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justify the factual determination
urged.

(3) Resolution of the factual issue(s)
in the manner sought by the person re-
questing the hearing would be adequate
to justify the action requested. An evi-
dentiary hearing will not be granted on
factual issues that are not determina-
tive with respect to the action re-
quested. For example, a hearing will
not be granted if the Administrator
concludes that the action would be the
same even if the factual issue were re-
solved in the manner sought. ‘

(¢) Where appropriate, the Adminis-
trator will make rulings on any issues
raised by an objection which are nec-
essary for resolution prior to deter-
mining whether a request for an evi-
dentiary hearing should be granted.

§178.35 Modification or revocation of
regulation or prior order.-

(a) If the Administrator determines
upon review of an objection or request
for hearing that the regulation or prior
order in question should be modified or
revoked, the Administrator will pub-
lish an order setting forth any revision
to the regulation or prior order that
the Administrator has found to be war-
ranted.

(b) The Administrator will provide an
opportunity for objections and requests.
for hearing on such order to the extent
required by law. Such objections to the
modification or revocation of the regu-
lation, and requests for a hearing on
such objeotions, may be submitted
under §§178.20 through 178.27.

(¢) Objections and requests for hear-
ing that are not affected by the modi-
fication or revocation will remain on
file and be acted upon in accordance
with this part. .

{656 FR 50291, Dec. 5, 1990, as amended at 7
FR 33359, June 8, 2005]

§178.37 Order responding to objec-
tions on which a hearing was not
requested or was denied.

(a) The Administrator will publish in
the FEDERAL REGISTER an order under
FFDCA section 408(g)(2)(B) or section
408(g)(2)(C) setting forth the Adminis-
trator’s determination on each denial
of a request for a hearing, and on each
objection submitted under §178.20 on
which:

§178.70

(1) A hearing was not requested.

(2) A hearing was requested, but de- )

nied.

(b) Each order published under para~-
graph (a) of this section must state the
reasons for the Administrator’s deter-
mination. If the order denies a request
for a hearing on the objection, the
order also must state the reason for
that denial (e.g., why the request for a
hearing did not conform to §178.27, or
why the request was denied under
§178.32).

(¢) Each order published under para-
graph (a) of this section must state its
effective date.

[66 FR 50291, Dec. 5, 1990, as amended at 70
FR 33359, June 8, 2005]

Subpart C [Reserved]

Subpart D—Judicial Reviéw

§178.65 Judicial review.

An order issued under §178.37 is final
agency action reviewable in the courts
as provided by FFDCA section 408(h),
as of the date of publication of the
order in the FEDERAL REGISTER. The
failure to file a petition for judicial re-
view within the period ending on the
60th day after the date of the publica-
tion of the order constitutes a waiver
under FFDCA section 408(h) of the
right to judicial review of the order
and of any regulation promulgated by
the order.

[70 FR 33359, June 8, 2005]

§178.70 Administrative record.

(a) For purposes of judicial review,
the record of an administrative pro-
ceeding that culminates in an order
under §178.37 consists of:

(1) The objection ruled on (and any
request for hearing that was included
with the objection).

(2) Any order issued under §180.7(g) of
this chapter to which the objection re-
lated, and:

(1) Any regulation or petition denial
that was the subject of that order.

(ii) The petition to which such order
responded.

(iii) Any amendment or supplement
of the petition.

(iv) The data and information sub-
mitted in support of the petition.
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deems adequate to permit tests of ana-
lytical methods used to determine resi-
dues of the pesticide chemical and of
methods proposed by the petitioner for
removing any residues of the chemical
that exceed the tolerance proposed.

(h) The Administrator shall deter-
mine, in accordance with the Act,
whether to issue an order that estab-
lishes, modifies, or revokes a tolerance
regulation (whether or not in accord
with the action proposed by the peti-
tioner), whether to publish a proposed
tolerance regulation and request public
comment thereon under §180.29, or
whether to deny the petition. The Ad-
ministrator shall publish in the FED-
ERAL REGISTER such order or proposed
regulation. After receiving comments
on any proposed regulation, the Ad-
ministrator may issue an order that es-
tablishes, modifies, or revokes a toler-
ance regulation. An order published
under this section shall describe briefly
how to submit objections and requests
for a hearing under part 178 of this
chapter. A regulation issued under this
section shall be effective on the date of
publication in the FEDERAL REGISTER
unless otherwise provided in the regu-
lation.

{70 TR 33360, June 8, 2005, as amended at 73
FR 75600, Dec. 12, 2008]

§180.8 Withdrawal of petitions with-
out prejudice.

In some cases the Administrator will
notify the petitioner that the petition,
while technically complete, is inad-
equate to justify the establishment of a
tolerance or the tolerance requested by
petitioner. This may be due to the fact
that the data are not sufficiently clear
or complete. In such cases, the peti-
tioner may withdraw the petition pend-
ing its clarification or the obtaining of
additional data. This withdrawal may
be without prejudice to a future filing.
A deposit for fees as specified in §180.33
shall accompany the resubmission of
the petition.

[70 FR 33361, June 8, 2005]

§180.9 Substantive amendments to pe-
titions.
After a petition has been filed, the
petitioner may submit additional in-
formation or data in support thereof,
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§180.30

but in such casés the petition will be
given a new filing date.

{70 FR 33361, June 8, 2005]

§180.29 Establishment, modification,
and revocation of tolerance on ini-
tiative of Administrator.

(a) Upon the Administrator’s own ini-
tiative, the Administrator may pro-
pose, under FFDCA section 408(e), the
issuance of a regulation establishing a
tolerance for a pesticide chemical or
exempting it from the necessity of a
tolerance, or a regulation modifying or
revoking an existing tolerance or ex-
emption.

(b) The Administrator shall provide a
period of not less than 60 days for per-
sons to comment on the proposed regu-
lation, except that a shorter period for
comment may be provided if the Ad-
ministrator for good cause finds that it
would be in the public interest to do so
and states the reasons for the finding
in the notice of proposed rulemaking.

(c) After reviewing any timely com-
ments received, the Administrator may
by order establish, modify, or revoke a
tolerance regulation, which order and
regulation shall be published in the
FEDERAL REGISTER. An order published
under this section shall state that per-
sons may submit objections and re-
quests for a hearing in the manner de-
scribed in part 178 of this chapter.

(d) Any final regulation issued under
this section shall be effective on the
date of publication in the FEDERAL
REGISTER unless otherwise provided in
the regulation.

{70 FR 33361, June 8, 2005]

§180.30 -Judicial review.

(a) Under FFDCA section 408(h), judi-
cial review is available in the United
States Courts of Appeal as to the fol-
lowing actions: )

(1) Regulations establishing general
procedures and requirements under
FFDCA section 408(e)(1)(C).

(2) Orders issued under FFDCA sec-
tion 408(f)(1XC) requiring the submis-
sion of data.

(8) Orders issued under FFDCA sec-

tion 408(g)(2)(C) ruling on objections to

establishment, modification, or revoca-
tion of a tolerance or exemption under
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- §180.31

FFDCA section 408(d)(4), or any regula-
tion that is the subject of such an
order. The underlying action here is
Agency disposition of a petition seek-
ing the establishment, modification, or
revocation of a tolerance or exemption.

(4) Orders issued under FFDCA sec-
tion 408(g)(2)(C) ruling on objections to
the denial of a petition under FFDCA
section 408(d)(4).

(6) Orders issued under FFDCA sec-
tion 408(g)(2)X(C) ruling on objections to
the establishment, modification, sus-
pension, or revocation of a tolerance or
exemption under FFDCA section
408(e)(1)(A) or (e)(1)(B). The underlying
action here is the establishment, modi-
fication, suspension, or revocation of a
tolerance or exemption upon the initia-
tive of EPA including EPA actions pur-
suant to FFDCA sections
408(b)(2)(BXV), 408(b)(2)(E)(ii),
408(d)(4)(C)(i1), 408(1)(4), and 408(q)(1).

(6) Orders issued under FFDCA sec-
tion 408(g)(2)(C) ruling on objections to
the revocation or modification of a tol-
erance or exemption under FFDCA sec-
tion 408(f)(2) for noncompliance with
requirements for the submission of
data. '

(7 Orders issued under FFDCA sec-
tion 408(g)(2)(C) ruling on objections to
rules issued under FFDCA sections
408(n)(3) and 408(d) or (e) regarding de-
terminations pertaining to State au-
thority to establish regulatory limits
on pesticide chemical residues.

(8) Orders issued under FFDCA sec-
tion 408(g)(2)(C) ruling on objections to
orders issued under FFDCA section
408(n)(5)(C) authorizing States to estab-
lish regulatory limits not identical to
certain tolerances or exemptions.

(b) Any issue as to which review is or
was obtainable under paragraph (a) of
this section shall not be the subject of
judicial review under any other provi-
sion of law. In part, this means that,
for the Agency actions subject to the
objection procedure in FFDCA section
408(g)(2), judicial review is not avail-
able unless an adversely affected party
exhausts these objection procedures,
and any petition procedures prelimi-
nary thereto.

[70 FR 33362, June 8, 2005]
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§180.31 Temporary tolerances.

(a) A temporary tolerance (or exemp-
tion from a tolerance) established
under the authority of FFDCA section
408(r) shall be deemed to be a tolerance
(or exemption from the requirement of
a tolerance) for the purposes of FFDCA
section 408(a)(1) or (a)?2) and for the
purposes of §180.30. -

(b) A request for a temporary toler-
ance or a temporary exemption from a
tolerance by a person who has obtained
or is seeking an experimental permit
for a pesticide chemical under the Fed-
eral Insecticide, Fungicide, and
Rodenticide Act shall be accompanied
by such data as are available on sub-
jects outlined in §180.7(b) and an ad-
vance deposit to cover fees as provided
in §180.33.

(c) To obtain a temporary tolerance,
a requestor must comply with the peti-
tion procedures specified in FFDCA
section 408(d) and §180.7 except as pro-
vided in this section.

(d) A temporary tolerance or exemp-
tion from a tolerance may be issued for
a period designed to allow the orderly
marketing of the raw agricultural com-
modities produced while testing a pes-
ticide chemical under an experimental
permit issued under authority of the
Federal Insecticide, Fungicide, and
Rodenticide Act if the Administrator
concludes that the safety standard in
FFDCA section 408(b)(2) or (c), as appli-
cable, is met. Subject to the require-

_ ments of FFDCA section 408(e), a tem-

porary tolerance or exemption from a
tolerance may be revoked if the experi-
mental permit is revoked, or may be
revoked at any time if it develops that
the application for a temporary toler-
ance contains a misstatement of a ma-
terial fact or that new scientific data
or experience with the pesticide chem-
ical indicates that it does not meet the
safety standard in FFDCA section
408(b)(2) or (c), as applicable.

(e) Conditions under which a tem-
porary tolerance is established shall in-
clude:

(1) A limitation on the amount of the

chemical to be used on the designated
crops permitted under the experi-
mental permit.

(2) A limitation for the use of the
chemical on the designated crops to

‘bona. fide experimental use by qualified
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