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INTRODUCTION

Fluoride 15 a common mineral that exists naturally in groundwater. For many
decades, many municipal water suppliers nationwide have also added fluoride to
drinking water as a public health measure to prevent tooth decay. Also for many
decades, the Environmental Protection Agency (EPA) has imposed limits on the
amount of fluonde in drninking water under the Safe Drinking Water Act (SDWA).

Unsatisfied, Plaintiffs Food & Water Watch et al. petitioned EPA in 2016 to
ban adding fluornide to drinking water under Section 21 of the Toxic Substances
Control Act (TSCA). EPA demied the petition, and Plaintiffs filed suit under Section
217s qjudicial review provision. After seven years and two bench trials, the district
court held that Plaintiffs had shown that adding fluonide to drinking water presents
an unreasonable risk to human health and ordered EPA to manage that nisk i
accordance with TSCA.

The judgment of the district court should be reversed. As a threshold matter,
Plamntiffs have failed to carry their burden on standing. The drinking water for
Plamntiffs” only relevant standing declarant naturally contains fluoride, and the
remedy Plamtiffs seek would not require the water utility to remove that naturally
occurring fluoride. Thus, the injury to Plaintiffs 1s not caused by the addition of

fluoride to drnking water, and no remedy available i this case will redress 1t.
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Even if Plaintiffs had established standing, reversal 1s warranted on at least
two independent legal grounds. First, the district court violated TSCA Section 21
by permitting Plaintiffs to rely on evidence not first presented to EPA 1n the petition
and reviewed by EPA in denying the petitton. The court’s final merits mling
overwhelmingly relied on voluminous evidence that did not even exist at the tiume of
the onginal petition, and which was therefore not presented in the petition to EPA.
The court’s approach of allowing the consideration of new evidence on a rolling
basis throughout the proceedings 1s contrary to statutory text and frusirates the
purpose of TSCA Section 21°s mandatory exhaustion requirement. If allowed to
stand, the court’s approach would transform Section 21 from a citizen petition
provision into the driving force of the entire statutory scheme. Such a boundless
approach to Section 21 would undermine EPA’s ability to meet TSCA's
prioritization, risk-evaluation, and risk-management deadlines, and it would require
EPA to proceed to nisk management with a record msufficient to satisfy TSCA's
rigorous scientific and regulatory standards.

second, the district court abused its discretion by commandeering the trial and
admunistrative proceedings i violation of the party-presentation principle. In
particular, the court refused to rule after the close of evidence at the first trial—
notwithstanding the parties’ insistence that the case was ready for resolution, and 1

the face of the court’s repeated acknowledgment that it had “seriouns concerns™ about
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Plamtiffs’ standing. This, and the court’s determination to accumulate more
evidence that it, rather than the parties, thought proper, transformed the court from
a neutral arbiter into an advocate, and transformed TSCA Section 21 from a citizen-
petition provision mto a license for judicial milemaking.

To be sure, EPA continues to disagree with the district court’s ments order
purporting to apply TSCA’s scientific standards. But rather than ask this Court to
review the district court’s factual findings on the technical, complex scientific 1ssues
litigated below, this appeal mstead presents more straightforward legal grounds for
reversal.

This Court should reverse.

STATEMENT OF JURISDICTION

Plamntiffs invoked the district court’s jurisdiction under 28 U5.C. § 1331 and
15US5.C § 2620(b)(4)MA). 6-ER-1172. As explained in Argument Part I the conrt
lacked Article III jurisdiction because Plaintiffs failed to prove their standing.

This Court has appellate jurisdiction under 28 U.5.C. § 1291 The district
court issued an order addressing the merits of Plaintiffs’ case on September 24, 2024,
and entered judgment on November 20, 2024, 1-ER-3. Defendants timely filed a
notice of appeal on January 17, 2025, 58 days later. 6-EE-1192; see 28 US.C.

§ 2107(b); Fed. R App. P. 4(a)(1)(B).
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STATEMENT OF THE ISSUES

Whether Plamtiffs failed to establish standing to assert a claim to compel EPA
to regulate fluoride added to drinking water under TSCA Section 21.
Whether the district court wviolated TSCA Section 21 by ruling on an
evidentiary record overwhelmingly different than the one in the petition
presented to and reviewed by EPA.

Whether the district court abused its discretion after the first trial by taking
over the case in violation of party presentation principles.

PERTINENT STATUTES AND REGULATIONS
All pertinent statutes and regulations are set forth in Appellant’s Addendum.
STATEMENT OF THE CASE
Legal Background: Toxic Substances Conirol Act

Congress enacted TSCA 1 1976 and amended 1t 1n 2016. The statute directs

EPA to assess and manage any unreasonable risks chemicals pose to health and the

environment. See generally Emvtl. Def Fund v. Reilly, 909 F 2d 1497, 1498 (D.C.

Cir. 1990). To that end, TSCA authorizes EPA to, among other things: (1) identify

chemicals 1n use in commerce and gather information about thetr production, use,

and possible adverse effects; (2) conduct nisk evaluations to determine whether

chemicals present an unreasonable risk of injury to health or the environment, under

the given chemical’s conditions of use; and (3) regulate the import, manufacture,



Case: 25-384, O7M18/2025, DKtEntry: 21.1, Page 14 of 81

processing, distribution in commerce, use, or disposal of chemicals that pose an
unreasonable risk to health or the environment.

A, TSCA Section 6

TS5CA Section 6 authorizes EPA to evaluate and regulate unreasonable risks
posed by existing chemicals in commerce. 15 U.S5.C. § 2605, Section 6(a) permits
EPA to regulate 1n a vanety of ways to the extent necessary to address an
unreasonable risk identified by the Agency: For example, EPA may ban a chemical’'s
manufacture or distribution in commerce, or may take lesser steps, such as limiting
the amount of the chemical that can be manufactured, processed, or distributed in
commerce or prohibiting particular uses of the chemical Jd § 2605(a)(1)-(7).
When considering how to regulate a chemucal, EPA must consider the benefits of
the chemical, the economic consequences of any regulation, and other factors. Jd.
§ 2605(c)(2). Pnor to regulating a chemical, EPA mmst undertake notice and
comment rulemaking. Id § 2605(c)(3).

Because of the immense authority Section 6(a) confers on EPA to regulate
chemicals, prior to undertaking a Section 6(a) mlemaking, TSCA requires that EPA
first make a formal determunation that the manufacturing, processing, distribution i
commerce, use, or disposal of a chemuical presents an “unreasonable risk.” TSCA
does not define “unreasonable risk,” but Section 6(b) prescribes the process, called

a “msk evaluation,” that EPA must undertake in making an “unreasonable risk”



Case: 25-384, 07M18/2025, DKtEntry: 21.1, Page 15 of 81

determination, id. § 2605(b)(4), and directs EPA to establish, by rule, a process for
conducting risk evaluations, id § 2605(b)(4)B). EPA has done so: 40 CFR.
§§ 702.31-702.51' Critically, the unreasonable risk identified by EPA in a risk
evaluation affects the content of any resulting risl-management rule in a number of
ways specified by the statute.

Under TSCA, a nisk evaluation 15 a prescribed set of steps for analyzing the
health and environmental hazards of a chemical under its conditions of use. the
human and environmental exposures to the chemical under those conditions of use,
the integration of the hazards and exposures to determine the risk to people or the
environment uwnder the condifions of use, and the determination of whether that risk
is “unreasonable.” See 15 U.S.C. § 2605(b)(4)(A), (F).* A Section 6 risk evaluation
consists of scoping, hazard assessment, exposure assessment, risk characterization,

and risk deternunation. 40 CEF.E. § 702.39(a).

! This Brief cites the Risk Evaluation regulation currently in effect. 89 Fed. Reg.
37,028 (May 3, 2024). A different version was m effect when Plamnuffs sued, 52
Fed Reg 33,726 (July 20, 2017), but the steps of a risk evaluation described above
are consistent across both versions. The differences between the two versions are
not relevant to the 1ssues raised on appeal.

* The 2016 amendments substantially revised Section 6 to require EPA to take more
aggressive action to assess and, as necessary, regulate existing chemucals. EPA now
has mandatory requirements to prioritize chemucals as high priority substances and
conduct a certain number of risk evaluations on high priority substances on an
ongomg basis. 15 U.5.C. § 2605(b)(3)(C). Further, EPA must conduct these risk
evaluations in line with new statutory deadlines. Jd. § 2605(b)(4G).
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At hazard assessment, EPA evaluates the reasonably available scientific
literature on the target chemical (e.g., human epidemiological studies, laboratory
studies, human clinical studies, ecological field data). Seeid § 702 39(c)(3). EPA
uses this literature for multiple purposes. The first purpose—called hazard
wdentificaion—is to determune whether the target chemical 15 associated with a
particular adverse effect or hazard (e.g.. cancer, respiratory problems, neurotoxic
effects). Id § 702.39(c)(4). After EPA has identified plausible hazards, EPA next
evaluates the literature for a second purpose: to identify the strengths, limitations,
and uncertainties associated with the literature. Jd § T02.39(c)(6). In this
assessment, for each human health or environmental hazard endpoint, EPA
determines whether the weight of the scientific evidence supports moving to a “dose-
response analysis,” that 15, whether the science 1s clear enough to determine the level
of exposure at which the target chemical triggers a particular hazard (referred to as
a “point of departure™). See id. § 702.39(c)(5).

If the weight of the scientific evidence does not support selecting a hazard
level or point of departure, the assessment on that specific hazard ends and EPA does
not make a finding of unreasonable risk regarding that specific health endpoint. If
the weight of the evidence supports a hazard level or point of departure, EPA
conducts an exposure assessment, where it evaluates the duration, intensity.

frequency, and number of exposures to the target chemical under the relevant
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conditions of use. 40 CFR.  § 702.39(d)(1). EPA then proceeds to risk
characterization, where the agency integrates the hazard and exposure assessments
to characterize the risk from the target chemical under the relevant conditions of use.
Id §70239(e). EPA then makes a formal determination whether the risk presented
15 unreasonable within the meaming of TSCA. Id § 702.39(f). If EPA makes a
determination of unreasonable risk, then FPA promulgates a rule to manage that risk
under Section 6(a). 15 U.5.C. § 2605(a).
B. TSCA Section 21
1.  Petition Process

Section 21 of TSCA permits “any person” to petition EPA to “initiate a
proceeding” for the “issuance, amendment, or repeal” of “a rule under” TSCA
Sections 4, 6, or 8, “or an order under” Sections 4, 5(e), or 3(f). 15 US.C. § 2620(a).
The petition must “set forth the facts which it 1s claimed establish that 1t 15 necessary
to 1ssue, amend, or repeal” the requested mile or order. Jd. § 2620(b)(1).

In considering whether to grant a Section 21 pefition, EPA has 90 days to
assess whether to grant the petitton. Jd § 2620(b)(3). During this 90-day period,
EPA “may hold a public hearing or may conduct such mvestigation or proceeding
as [EPA] deems appropriate in order to determune whether or not such petition

should be granted.” Jd. § 2620{b)(2). Whether or not it holds a public hearing, EPA
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evaluates whether petitioners have demonstrated that “it 15 necessary to 1ssue” the
requested rule or order. Id § 2620(b)(1), (b)(2).

The “necessary” language 1n Section 21({b)(1) refers to the statutory standards
that apply to the relevant section of TSCA that the petitioner has mmvoked. In other
words, the facts establishing that 1t 15 “necessary™ to commence a proceeding under
Section 21 mirror those that EPA must “find” before 1ssuing a mle or order on its
ovwn mitiative. For instance, if a petitioner requests the initiation of a proceeding for
the 1ssuance of a rule or order under TSCA Section 4, the petiioner must show 1f 15
“necessary’ to 1ssue a Section 4 rule or order by demonstrating the existence of the
factors i Section 4(a) that EPA must find before 1ssuing such a rule or order. See
Ctr_ for Envil. Health v. Regan, 103 I 4th 1027, 1037-38 (4th Cir. 2024). Simularly,
if (as here) a petitioner requests the initiation of a proceeding for the issuance of a
risk management rule under TSCA Section 6(a), the petitioner must show 1t is
“necessary’ for the agency to undertake a Section 6(a) rulemaking by demonstrating
that the chemical presents an “unreasonable risk™ under the relevant conditions of
use. Although the petitioner need not produce a risk evaluation that comports with
all the requrements of Section 6(b) or EPA’s nisk evaluation regulation, the
petitioner nonetheless must provide EPA with information that 15 reasonably

comparable, 1n quality and scope, to the mmformation EPA would assess when
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conducting its own risk evaluation, so that EPA may evaluate the petition within the
90 davys allotted.

As noted above, within 20 days of receiving the petition, EPA must “either
grant or deny the petiion.™ 15 US.C. § 2620(b){3). If EPA grants a Section 21
petition, 1t must “promptly commence an approprate proceeding’ i accordance
with the relevant TSCA section. Jd If however, EPA denies a Section 21 pefition,
the agency must publish the reasons for 1ts demial in the Federal Register. Jd

2. Judicial Review

Persons whose pefitions have been denied may commence a civil action in
federal district court within 60 days of EPA’s denial “to compel [EPA] to mnitiate a
rulemaking proceeding as requested 1n the petitton.™ 15 U.S.C. § 2620(b)(4)(A).

In a suit seeking to compel EPA to initiate a mulemalking for a new Section
6(a) rule, the petitioner “shall be provided an opportunity to have such petition
considered by the court 1n a de novo proceeding.”™ Jd § 2620(b)(4)(B). The
petitioner must “demonstrate[] to the satisfaction of the court by a preponderance of
the evidence that™ the petitioned chemical “presents an unreasonable risk of injury
to health or the environment, without consideration of costs or other non-risk
factors.. under the conditions of use.” [d If the petitioner meets that burden, the

court may order EPA to “mmtiate” the requested proceeding. Id

10
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II. Factual Background

A.  Fluoride and Regulation of Fluoride in Drinking Water

Fluoride 15 a common muneral that 15 released into the environment when
rocks or soil are dissolved by water. Fluoride 1s naturally present in virtually all
rivers, lakes, and surface waters, but the level varies by location. Fluoride 1s also
naturally present m foods, mncluding tea, coffee, fish, and other seafood products.
See 50 Fed. Reg. 20,168 (May 14, 1985).

Since the early 1900s, fluoride has been estimated to lower the incidence of
dental cavities by making teeth stronger and more resistant to decay. Too much
fluoride, however, may cause dental and skeletal fluorosis. See, e g., 65 Fed. Reg.
25082-01, 26,000 (May 4, 2000) (discussing dental fluorosis); but see 2-ER-301-03
(“The prevalence of severe enamel fluorosis 1s very low (near zero) at fluonde
concentrations below 2 mg/T.™).

Citing fluoride’s benefits to oral health, beginning in the 1960s, the US.
Public Health Service has recommended that community water providers add
fluoride to tap water to reduce the risk and severity of tooth decay, especially 1n
children. 2-ER-283-84. The U.5. Public Health Service has no regulatory authonity
over water fluoridation, and consequently its recommendation 1s advisory only.
States and municipalities decide whether to follow the recommendation. Asof 2024,

approximately two-thirds of the U.5. population recerves water with added fluoride.

11
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At present, the recommended level for community water fluoridation 1s 0.7 mg/L.
2-ER-74. Some communities have water sources with naturally occurring fluoride
at concentrations greater than 0.7 mg/L. 80 Fed. Reg. 24 936, 24 936-37 (May 1,
2015); 2-ER-284, 5-ER-1021.

EPA has regulatory authonty over public dnnking water systems under
SDWA. 42U S5.C 5§ 300f et seq. Pursuant to SDWA, EPA sets enforceable and
recommended safe levels of certain substances, including fluoride, in drinking water.
42 US5.C. §§ 300f et seq. Under SDWA, EPA has set an enforceable maximum
allowable concentration of fluoride in drinking water at 4 mg/L (the standard 15 set
based on naturally occurring fluoride but applies to any fluoride levels 1n the water
to be served in the public water system). 40 CEFE. § 141.62. Dnnking water
facilities regulated by SDWA must remove fluoride above these levels. EPA also
has a recommended drinking water standard for fluoride of 2.0 mg/L; while this
standard 15 not enforceable, EPA requires public water systems to notify the public
if and when water sample levels exceed this threshold? Id §§ 143.1, 1433: id

§ 141.208.

* The Department of Health and Human Services announced in April 2025 that it is
reconvening the Commumty Preventative Health Services Task Force to make a new
recommendation on fluoridation of drinking water. EPA simultaneously announced
that it will prepare an updated health effects assessment for fluoride that will inform
any potential revisions to EPA’s fluonde dnnking water standard. “EPA Will
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B. 2016 Petition and EPA’s Denial

On Movember 23, 2016, Plamtiffs filed a Section 21 pefition requesting that
EPA exercise its authonty under TSCA Section 6{a) to prohibit the artificial
fluoridation of U.S. drinking water. 2-ER-202-81 (2016 petition). The petition
contended that a significant body of scientific evidence, comprised primarily of
testing on rodents and studies of health effects on humans in China, India, and Iran,
demonstrated fluoride’s risk of neurotoxic harm. £ g 2-ER-211. The central cited
studies were not from the United States or countries with comparable levels of
fluoride exposure and exposure to other potential neurotoxic chemicals, and none
measured an effect at levels of 0.7 mg/L, the level of fluoride added to water in the
United States. Compare 2-ER-210-12, with 2-ER-192-04.

On February 27, 2017, EPA denied the petition and published its denial in the
Federal Register. 2-ER-188-200 (denial). EPA’s denial explained that the petition
had not set forth a sciennifically defensible basis to conclude that fluondated water
presented a risk of neurotoxic harm. 2-ER-192. EPA individually discussed several
of the studies relied upon by the petition, explaining that those studies had significant
data quality 1ssues and did not establish a link between neurotoxic harms and

fluoridation at levels present in the United States. 2-ER-192-95 EPA also observed

Expeditiously Review New Science on Fluoride in Drinking Water,”
https:/www epa.gov/newsreleases/epa-will-expeditiously-review-new-science-
fluoride-drinking-water (April 7, 2025).

13
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that “[t]he petition itself concedes that the actual existence of [neurotoxic] effects
[of fluoridation at levels present in U.5. drinking water] 15 unestablished.” 2-ER-
103

III. Procedural History

A.  Initial Judicial Proceedings

Plamtiffs filed suit under TSCA Section 21 i April 2017. 6-ER-1168. EPA
moved for a protective order to linut the scope of the court’s review. 6-ER-1212.
EPA explamed that Plamntiffs were not entitled to discovery or to introduce
information (mmcluding studies) not presented to EPA in therr administrative petition.
Doing so would be inconsistent with Section 21°s limitation of the district court’s
review to “such petition,” and with Section 21's exhaustion requirement.

In Febrary 2018, the court demied EPA’s motion. 1-ER-53-69. In the court’s
view, Section 21°s “de novo proceeding” language and statutory context suggested
that Plaintiffs may mtroduce evidence and take open-ended discovery far beyond the
materials identified in the petition. 1-ER-53-69. While the court acknowledged
EPA’s argument that an open record would render the “requirement to present an
admunmistrative petition setting forth the “facts’ requiring a rule meaningless,” the
court suggested that it “might impose limits on new evidence” and thus “afford
significance to the exhaustion requirement” under TSCA Section 21. 1-ER-66-67.

As discussed below, it ultimately did not do so.

14
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As a consequence of the court’s order, extensive fact and expert discovery
ensued. Towards the end of discovery. the parties disagreed about whether and how
to introduce a soon-to-be released draft monograph from the National Toxicology
Program (NTP).* The draft NTP monograph systematically reviewed and evaluated
the association between exposures to fluonide and human neurodevelopment and
cognition. Ultimately, the parties agreed not to present the draft NTP monograph at
the first trial -

The parties also spent a considerable amount of time shaping the record
concerning jurisdiction. In May 2019, Plamtiffs stipulated that they would “rely
exclusively on” declarations of several named individuals “to establish the factual
basis 1n support of the claims of standing ™ 4-EF-682. “This stipulation 15 intended
to limit evidence Plaintiffs may introduce to establish the factual basis that supports

their claims of standing at each stage of the litigation, including trial.” 4-ER-G683.

* NTP. within the National Institute of Environmental Health Sciences, works to

build knowledge and advance toxicological sciences to protect and promote human
health.

" EPA moved to extend discovery to accommodate the anficipated release of the draft
document, 6-ER-1161-66. but Plaimntiffs opposed extending discovery, 6-ER-1153-
60, and the court sided with Plaintiffs, 6-ER-1150-52. Later, after the close of
discovery and before tnal. Plamntiffs disclosed the draft NTP monograph as a
standalone exhibit they intended to mftroduce. EPA moved in limine to exclude the
draft monograph. 6-ER-1143-49  Plantiffs later withdrew their opposition to that
motion and withdrew the proposed exlubit. See, e g . 5-ER-1092, 4-EE-T779-81, 5-
ER-1081.
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The declarations asserted the declarants’ concerns about a variety of physical harms
from fluonide, mcluding headaches, dementia, bone cancer, ADHD. and
hypothyroidism, as well as their financial expenditures to avoid these harms. See,
eg . 3-ER-355-3095, 4-ER-508-680. None of the declarations alleged that they
planned to become pregnant or were caring for young infants, or that they were
incurring costs to avold IQ) decrements. The court entered the stipulation as an order.
3-ER-351-53.

In the fall of 2019, the parties cross-moved for summary judgment. EPA
argued, among other things, that Plaintiffs had not met their burden to demonstrate
standing. EPA argued that none of Plaintiffs’ alleged harms were supported by
evidence, nor were they related to the harms asserted 1n the petition (1.2, neurotoxic
harm during pregnancy or to very voung children). 4-ER-795. In December 2019,
the court denied both parties” motions. 6-ER-1106. As to standing, the court held
that Plamnffs’ allegations of neurotoxic harm in the form of headaches were
sufficient, at the summary judgment stage, to “nise above the purely speculative,
albeit perhaps barely, for standing purposes.” 6-ER-1114.

B.  First Trial

In June 2020, the court held a bench trial on Plaintiffs’ claim that fluondated

drinking water presents an “unreasonable nisk” of mjury to human health. The
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parties presented voluminous evidence—including 55 exhibits and seven expert
witnesses—about fluoride’s potential neurotoxic effects on children.

The evidence about the neurotoxic harm focused on the risk of fluoride to
unborn and young children, and included results of experimental animal studies (the
most important of which was published 1n 2018). prospective human cohort studies
(with the focus pnimarily on cohort studies published after 2017), and a vaniety of
cross-sectional studies conducted in developing countries. See 5-ER-1055-56 (court
order identifying studies for parties to discuss); 5-ER-1034, 5-ER-1043-45, 5-ER-
1001-03, 5-ER-1010, 5-ER-1013-14. In Plamntiffs’ words, the “most important
studies”™ in the case were those based on the human cohort studies published after
2016. 4-ER-778, 5-ER-997 5-ER-1001. Of course, the 2016 petition had not cited
these yet-to-be-published studies. See 1-ER-27.

EPA argued that the animal studies did not support a finding of unreasonable
risk; the human cohort studies did not demonstrate a consistent, adverse association
between fluoride exposure and neurotoxic harms; and the cross-sectional studies
were all conducted in places with much higher overall exposures to other chemical
substances (and much higher levels of fluoride exposure), rendering their results
unhelpful i the context of the specific condition of use in the United States. See,
eg . 2-ER-335-40. As EPA’s expert declared in summanzing this evidence, “the

overall weight of scienfific evidence does not establish that neurodevelopmental
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harm 15 likely to be a hazard of community water fluoridation in the U.5." i part
because the evidence is not “strong, consistent, coherent, or biologically plaunsible.”
2-ER-333. Plamnnffs, by contrast. contended that the court could find an
unreasonable risk despite “conflicting and inconclusive evidence” becaunse of
T5CA s “"overnding purpose’ of preventing harm before 1t occurs.”™ >-ER-1015.

As 1t had been at the summary judgment stage, standing was squarely at 1ssue
during the first trial. 6-ER-1131, 6-ER-1139, 5-ER-1024-30. EPA contended that
Plamntiffs” declarants asserted mnjuries they attributed to fluoride, but the evidence at
trial did not establish that fluoride caused the harms they complained of (e g,
headaches, dementia). 6-ER-1131, 6-ER-1140, 3-ER-1024-30; see also 3-ER-351-
53. Instead, the evidence at trial focused on the nisk of neurodevelopmental harm to
unborn and young children. But “[g]iven the ages of the individual Plaintiffs and
standing declarants, none can establish a real threat of neurodevelopmental mnjury,
reduced loss of IQ or ADHD from early, developmental exposure to commumnity
water fluoridation.” 5-ER-1029, 5-ER-1050-53.

Immediately after closing arguments, the court sua sponte raised concerns
about the evidence presented, cast doubt on Plamntffs’ standing, encouraged the
parties to resolve the suit through the adnunistrative process, and suggested staying
the case. See 1-EE-28-32. The court acknowledged, “obviously, we've gone well

beyond the administrative record becanse so much has changed since that record,
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that petition was filed with the EPA. = There have been two significant series of
studies, prospective cobort studies, which everybody agrees is the best
methodology.” 1-ER-28. “[Wlhat 1s before this Court 1s an entirely different body
of evidence—not entirely, but a substantially different body of evidence that was
presented to the EPA ™ 1-ER-30. The court asked the parties: “[d]oesn’t it make
sense to have the agency take a second look [at the evidence]? Take a look now that
the evidence has been produced by both sides.. And 1t's going to be informed,
hopefully. soon by the [final] NTP [monograph]. There may be some other things
[1.e., new studies]. There 1s the pooled study that Dr. Lanphear 1s hoping to—I don't
know how long that's going to be. And you've got the Spain study that i1s not 1
published form. not been peer reviewed yet” 1-ER-30. Given that most of the
evidence presented at trial was not in the petition, as well as its concerns about
Plamntiffs’ standing, the court encouraged the parties to “reboot™ the case, with
Plamtiffs filing a new petition and the court holding the case “in abevance and give
the agency a chance to relook.™ 1-ER-31. 1-ER-35.

Both parties resisted the court’s belated suggestion to channel the case mnto a
new administrative process or await new studies. Plamntiffs’ counsel expressed
frustration with the idea of once again returning the process to EPA. rather than
obtaiming a court muling. 1-ER-35, 1-ER-44. Plamnuffs’ counsel told the court that

Plamntiffs had “presented sufficient evidence to demonstrate a risk under the proper
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standard under Section 6,” and expressed concern about waiting years for a ruling.
1-ER-42 1-ER-44.

For its part, EPA’s counsel informed the court that TSCA did not provide for
the type of admunistrative process that the court was suggesting. 1-ER-33-34 EPA
explained that Plamntiffs could file a new petition, but that new petition would have
to meet the burden required under Section 21. 1-ER-39-41. The court pushed back,
suggesting that what 1t was “hoping for™ was “a substantive review” of the new
evidence. 1-ER-41-42. The court also emphasized that were EPA to reject
Plamntiffs’ request i this new administrative proceeding, “[t]hat doesn’t mean this
case goes away. [ still have this case. I could rule on this case.” 1-ER-36.

Notwithstanding the parties” pushback, the court emphasized that it was
hoping that the parties would meet-and-confer, that Plaimntiffs would file an updated
petition, and that EPA would engage in a “substantive review’” of that petition. 1-
EER-42. The court informed the parties that 1t would call a status conference in a few
months to discuss the matter further. 1-ER-45. Regardless, it closed the trial record.
1-ER-51.

Subsequently, in anticipation of a ruling on the trial record, the parties
submitted supplemental briefing on standing and filed post-trial proposed findings
of facts and conclusions of law. But, at the court’s insistence, the parties also

engaged in extended discussions regarding the potential for Plaintiffs to file a new
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or an amended petition. 5-ER-988-89. Plaintiffs proposed to submit to EPA a
petition that included the evidence presented at the first trial. Plaimntiffs insisted “that
they have already presented sufficient evidence to demonstrate an unreasonable risk
under the statute.” 5-ER-980. EPA mnformed Plaintffs—consistent with 1ts defense
at trial—that simply repackaging the ewvidence presented at tnal would be
mnsufficient for EPA to find unreasonable risk. 5-ER-D88.

C.  The court orders its “reboot™ through a supplemental

petition, an amended complaint, and an abeyvance to allow
science to “evolve.”

The court held a status conference on August 6, 2020, 4-ER-738-77
(transcript). The court again encouraged the parties to resolve their dispute through
an admimistrative process. It reiterated the pomts 1t had raised at the end of tmal,
namely, that Plaintiffs likely lacked standing and that EPA should administratively
consider the evidence presented at trial, and that the court would put the case mn
abevance for the parties to resolve their differences. 4-ER-757 (“The standing 15sues
are very serious, and it raises some—some significant questions, and frankly, doubts
about standing. . I think there are grave questions about standing ™); 4-ER-770-71
(reiterating concerns about standing); 4-ER-758 (“[I]t's obviously my hope that with
the new evidence, that the Agency, the EPA, would take a second look, and not sort

of just prejudge this.™). The court also made clear, however, that should the

admunistrative process not result in the outcome the court sought, the court would
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continue to “hold the case in abeyance” pending “intervening developments,
mtervening studies, mtervening things. And if necessary, to resolve any standing or
jurisdictional 1ssues.” 4-ER-772. Further, the court mvited Plamntiffs to amend their
complaint to cure Plaintiffs’ standing deficiency. 4-ER-767, 4-EBE-770-71.

At the heanng. EPA and Plamftiffs again expressed concern with thus
approach. EPA expressly “object[ed] to holding this case in abeyance or staying it.
My client would like the Court [to] go forward on the trial record, and 1ssue a
decision.” 4-ER-768. Plaintiffs stated that they believed that on standing, “the case
law 15—is strongly on our side for having met our burden ™ 4-ER-771. As to the
new petition, Plaintiffs stated, “1 can tell yvou it's not something that our clients want
to do. We're not keen on submitting a new petition, to be frank ” 4-ER-749. And
they encouraged the court to rule, noting that “[PJlaintiffs do have concern, Your
Honor, about—you know, science 15 never complete. You know. Iwish we could,
vou know, know that there's the final study to definitively resolve everything. .. But
I think it’s—that’s obviously not the burden, under TSCA[]" 4-EER-755. In short,
the parties agreed that the case was ready for a ruling on the trial record as they had
developed it.

On August 10, 2020, the court 1ssued an order putting the case in abeyance.
1-ER-23-27. The order laid out the court’s doubts about whether Plamntiffs had met

their burden on standing by a preponderance of the evidence. 1-ER-23-27. “The
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evidence presented by Plaintiffs at trial focused overwhelmingly, if not exclusively,
on the contention that fluoride poses a risk of neurodevelopmental harm ™ 1-ER-23.
“None of the standing Plamntiffs in this case claim to be subject to that risk of harm;
there are no allegations that the named Plaintiffs are pregnant, planning to become
pregnant, or canng for infants.” 1-ER-24. The court explamed. “Plamtiffs have not
shown any relationship between the evidence presented” at trial “and the harms
alleged by the named Plamtiffs, [so] 1t 1s doubtful they have carried their burden of
demonstrating” standing. 1-ER-25. In part to address these i1ssues, the court
“direct[ed] Plaintiffs to file a new petition with EPA™ including “as much underlying
data and as many calculations as possible.” 1-ER-26-27.

The court retterated that an abeyance would not only permit Plaintiffs to cure
their standing deficiency but would also allow EPA to consider the scientific
developments since the original petition was filed, including the vet-to-be published
final NTP monograph, along with other studies. 1-ER-26-27. The court observed
that: “the evidence contained in Plamtiff s underlying petition to the EPA (from
2016)" was “very different from the evidence that was presented to the Court at
trial * 1-ER-26. The court further noted that it expected that additional new studies
“would shed important light on the 1ssues contested in this case” 1-ER-26. The
court warned that: “[s]hould the EPA deny the new petition, the Court will permit

amendment of the complaint herein and consider permitting supplementation of the
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record in this case to account for, e g., new evidence contained in the new petition
or new studies published since the trial in this case.” 1-ER-27.

In October 2020, EPA filed a motion for relief from the abeyance order. -
ER-979-087 The motion argued that Plamntiffs had failed to carry their burden on
standing at trial, and the court was required to dismuss the case rather than continue
to keep the case in abevance. 3-ER-983, 5-ER-943-51. As for amendment, EPA
contended that granting a do-over on standing would viclate their binding agreement
embodied m the standing stipulation and unfairly prejudice EPA. 5-ER-984-85.

Plamntiffs opposed EPA's motion, 5-ER-952-60. and, as directed by the court,
submitted to EPA the evidence identified by the court’s abevance order, along with
the findings of the draft NTP monograph, as a “supplement” to their 2016 petition,
5-ER-962-78. On January 13, 2021, the court denied EPA’s motion to vacate the
abevance order and dismiss the action. 1-ER-22.

On January 19, 2021, EPA sent a letter declining to reopen its decision in light
of Plaintiffs” purported “supplemental petitton. ™ 5-ER-936-42. EPA reiterated its
view that the evidence presented did not satisfy Plamntiffs’ burden of demonstrating
the risk of neurotoxic effects from exposure to fluoride. 5-ER-937, 5-ER-939
(finding “the evidence of effects™ at relevant exposures “1s inconsistent and unclear,

and, therefore, insufficient to reach and support a hazard conclusion™).
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Following EPA’s letter and as permitted by the court’s order denying in part
EPA’s motion, Plamntiffs moved to supplement their complaint to add additional
information on: (1) standing: (2) the court’s post-trial orders; and (3) new scientific
studies on fluonide and neurotoxscity that were published after the trial. 5-ER-910-
34. As to standing. Plamntiffs did not identify any member of their organizations who
was pregnant or seeking to become pregnant at the time of the onginal complaint or
even trial, but asserted that, after trial, they identified one member, Jessica Trader,
who was pregnant and concemned about fluonide’s impacts on her chuld’s health. 5-
ER-915  Plaintiffs argued that the new facts about Trader cured their standing
defect. 3-ER-916. Plamntiffs asserted that they moved for leave “so that this case,
which has already gone to tmal, may be resolved on the ments rather than a
technicality.” 3-ER-916. EPA opposed the motion to supplement on the grounds
that (1) it violated the terms of the stipulation Plaintiffs entered with EPA concerning
evidence Plamtiffs could present to demonstrate standing and (2) 1t discussed draft
scientific papers post-dating the trial. 3-ER-899-000

In April 2021, the court held a hearing on Plamntiffs” motion to supplement.
4-ER-716-37 (transcript). The court repeated its intention to permit amendment.
The court also took the opportunity to reiterate that it would not mle on the trial
record until 1t saw the final NTP monograph. 4-ER-722. In the court’s words, 1t

would “not adjudicate, to reach a final adjudication, frankly, until I see the final NTP

[
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report.. . .Gotta have to [sic] the NTP: that 15 critical ™ 4-ER-722. The court
continued, “T think the focus [in a phase two trial] 15 going to be on, you know, what
we were focused on, given the enhancement of some more data now. And hopefully
we'll get some more—these two other studies . so we'll have a more complete
record.” 4-ER-723, 4-ER-729 (“[T]he INTP final monograph. . 15 just something
that 15 gomng to be important.™). When questioned by counsel if the court really
mtended to hold the case in abeyvance pending the further development of scientific
evidence, rather than to rule on the tnal record, the court confirmed that 1ts “intent,
15 to allow the science to develop... And then if it doesn't get resolved
[admimistratively by EPA], we resume here, and we'll pick up where we left off . ..
But given the development of the science, I think it 15 the nght thing to do.” 4-ER-
731-32.

A month later, the court 1ssued a written order granting Plaintuffs’ motion to
supplement. 1-ER-4-18. The court permatted Plaintiffs to amend their complaimnt on
standing, relieving Plaintiffs from the standing stipulation they had entered. In the
court’s view, Plamntiffs would “suffer manifest mjustice™ 1f held to their stipulation
“because that would likely require this Court to dismiss their case.™ 1-ER-11. The
court also permitted supplementation as to the new studies, stating that “evolving
science warrants reopening of expert discovery and trial evidence.” 1-ER-14. The

court explained it would “continue to hold the case in abeyance at least until the final
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NTP monograph 1s released and possibly until the Canadian, Mexican, and Spanish
cohorts are peer-reviewed.” 1-ER-15; see also 4-ER-701 ({"[O]ne of the reasons why
I stayed everything, besides the standing 1ssue, 1s because I lmew that there were all
these things that we leamed about at trial, these studies that hadn’t been peer-
reviewed.”); 4-ER-705.

The case remained in abevance for the next year and a half awaiting new
studies, including the final NTP monograph.  Then, in September 2022,
notwithstanding the lack of a final NTP monograph. Plaintiffs moved to take the
case out of abeyance and schedule new expert discovery and a second trial to present
evidence published since the prior trial. 5-ER-879-08. EPA filed an opposition,
along with a Cross-Motion to Lift Stay to Decide Merits on Tral Record. 5-ER-
868. EPA argued that the court should only take the case out of abeyance to decide
it based on the existing trial record. 3-ER-875-78. Inresponse, Plaintiffs explamed
that they “would not object to the Court 1sswng its determunation without taking
further evidence” (other than on standing). 3-ER-854 EPA specifically emphasized
for the court that “the parties agree that the Court should lift the abeyance and
decide the merits of this case based only on the trial record™ 5-ER-844

(emphasis 1n original).
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The court granted Plaintiffs’ request to lift the abeyance, but it rejected EPA s
request to decide the case on the trial record. 5-ER-841, 4-ER-709-13. That ruling
sent the case to a new, contentious round of discovery.

D.  Second trial

In January 2024, the court held a second bench trial. Over the course of ten
days, the parties presented evidence on studies published since 2020. 2-ER-81. The
primary dispute at trial concerned how to interpret these new studies. There was no
dispute that these studies offered inconsistent results about the association between
low doses of fluoride and childhood IQ, but the parties disputed the weight to give
each study and what conclusions to draw about the inconsistency of the evidence.
See, e g, 2-ER-94-07 2-ER-100.

In particular, the parties focused on various cohort studies as well as new
analyses of earlier cohort studies. For example, EPA relied in-part on studies
conducted m Spamn (2021) and Denmark (2023) of populations with simlar levels
of fluoride exposure as the United States, which did not show an association between
fluoride and reduced IQ. 2-ER-171-72, 2-ER-175-84:; see also 2-ER-109 (district
court citing various studies from 2019, 2021, 2022, 2023 supporting this proposition,
including cohort studies). Plaintiffs relied heavily on analyses of cohort studies in

Canada and Mexico, particularly various analyses of that information published in
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2022 and 2023, 2-ER-161-64, 2-ER-100, 2-ER-113-16 (district court relying on
these studies).

The second trial also focused on three systematic reviews, including two draft
documents from the NTP published m 2022 and a systematic review from Canada
published during the second trial m 2024.% NTP released both a draft qualitative
review of the scientific literature (draft “INTP monograph™) and a draft quantitative
assessment of data from over fifty studies (both studies were finalized and published
i 2024 after the second trial). The draft NTP monograph concluded with moderate
confidence that higher estimated fluoride exposures (above 1.5 mg/L) are associated
with lower IQ in children, but also concluded that associations at low levels remain
unclear and that “[m]ore studies are needed to fully understand the potential for
lower fluoride exposure to affect children’s IQ.” 2-ER-319; see also 2-ER-316
(“Associations between lower total fluoride exposure [e.g., lower than 1.5 mg/L of
fluoride]. . .and children’s IQ remain unclear.”™).

EPA argued that the weight of the evidence—accounting for the new studies
1ssued since the last trial—did not establish that fluoride was neurotoxic at levels of

community fluoridation (1.e., 0.7 mgL). See gemerally 2-ER-168-76. To the

® Taher (2024) was published online on February 6, 2024 2-ER-306. The trial was
held January 31, 2024, through February 20, 2024, See 6-ER-1285-93. The district
court’ s merits order cites Taher 2024, See 2-ER-96. 2-ER-00.
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contrary, EPA contended, the new evidence published since the last trial further
muddied the picture by providing more null results. 2-ER-171-73. Plamntiffs, by
contrast, mamtained their position that the science was sufficiently robust and
consistent to make a finding of unreasonable risk.

On September 24, 2024, the court 1ssued 1ts findings of fact and conclusions
of law. 2-ER-72-151. The court’s order purported to evaluate the evidence under
the same general framework EPA would use when conducting a TS5CA risk
evaluation. 2-ER-84-85. Notwithstanding ongoing controversy withun the scientific
community on the question of fluoride’s neurotoxic harm at low levels, the court
construed the evidence before it as consistent enough to demonstrate fluoride’s
neurotoxic harm at low levels. 2-ER-106-11. After moving through each of the
remainmng risk evaluation steps, the court ultimately concluded that Plaintiffs had
demonstrated by a preponderance of the evidence that fluoride in drnking water
presents an unreasonable nsk of myury to health. 2-ER-150. The court “order|ed]
the Administrator to mitiate rulemaking pursuant to Subsection 6(a) of TSCA.” but
it correctly did not attempt to dictate the outcome of such rulemalking or how EPA
must proceed in the mlemaking. 2-ER-150.

SUMMARY OF ARGUMENT
1. Plamntiffs lack standing. Their sole relevant standing declarant 15 Jessica

Trader, who resides in Leawood, Eansas. Trader's drinking water naturally contains

30
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fluoride at levels of 0.24-0 4 mg/L, and her water utility adds only as much fluoride
as necessary for her tap water to reach a concentration of 0.7 mg/L.

Even if Trader has demonstrated harm from her expenditures to avoid
drinking fluoridated water, she cannot demonstrate causation or redressability
because the relief available under TSCA Section 6(a) would not requure Trader's
drinking water utility to remove the naturally occurring fluoride from her water. Ths
naturally occurring fluoride exceeds levels the district court found harmful. The
remedy Plamtiffs seek under TSCA Section 6(a) would not require Trader's water
utility to remove naturally occurring fluoride. Accordingly, Trader will continue to
incur the harm she seeks to avoild even if she wins this suit. Plaintiffs lack standing
to pursue their claim.

2. The court erred in interpreting Section 21 to permit Plaintiffs to use
discovery to build a trial record comprised of scientific evidence never presented to
EPA 1na Section 21 petition. Section 21 does not contemplate—much less permit—
a petitioner using the judicial process and the tools of discovery to update the
evidentiary basis for its clamm once in court. At a minmmum. it does not permut the
court to build the petition, with evidence not marshalled in the first instance by
petitioners, on a rolling basis over many years.

Section 21 directs the court to consider ““such petition,” which consists of “the

facts which 1t 15 claimed establish that it 1s necessary” to issue the relevant rule or
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order. Thus, Section 21 requires petitioners to bring forth all their evidence m their
petition, so that EPA may pass onit. If EPA denies the petition, the petitioner may
go to court—but the object of the court’s “consider[ation]” in an action under Section
21 for a Section 6(a) rule 15 not whether a chemical presents an unreasonable risk i
the abstract but “such petition,” which necessanly includes the facts contained in the
petition to demonstrate it 15 “necessary to 1ssue” the requested “rule” Otherwise,
plaintiffs could file a bare-bones petittion with EPA only to develop the facts and
evidence over years of discovery in district court. In short, the court 1s considering
the evidence set forth by the plaintiff in its petition.

This understanding of Section 21 also makes sense of Section 21°s structure.
In marked contrast to Sections 19 and 20, TSCAs other judicial review provisions,
Section 21 sets forth a scheme of required administrative exhaustion; that 1s, it details
both substantive and procedural steps a petitioner and EPA must follow before a
petitioner may mitiate smt. EPA mmst evaluate the petition and 1ssue a decision
within 90 days, and, in the event of denial, must publish the reasons for denial in the
Federal Register. 15 US.C. § 2620(b)(3). Withun this 90-day period, EPA “may
hold a public hearing or may conduct such investigation or proceeding as the
Administrator deems appropriate in order to determine whether or not such petition
should be granted.”™ Jd § 2620(b)(2). These requirements would be meaningless 1f

the plaintiff could introduce different evidence i court than its petition presented to
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EPA. Id § 2620(b)(1). Evenif Section 21 allows for some additional evidence, here
the district court encouraged Plaintiffs to present a case built overwhelmingly on new
evidence that did not exist at the time of the pefition, contrary to the statutory
requirement that petitioners set forth the facts for EPA to consider before proceeding
to court. That approach was erroneous.

3. The district court’s takeover of the case after closing arguments in the first
trial violated the party presentation principle. Eather than act as a neutral arbiter of
the parties’ dispute following the presentation of evidence, the court commandeered
the proceedings and directed Plaintiffs how to proceed with their claims. Rather
than rule on the merits—as the parties expected and as was appropriate following a
full bench trial—the court 1nstead directed the parties into an admunistrative process
that both parties insisted was unnecessary (and that EPA asserted was unlawiful).
When that admimstrative process failed to resolve the parties” dispute to the court’s
satisfaction, the court again refused to rule on the 1ssues before it—notwithstanding
the court repeatedly expressing that Plainuffs likely had not carred their burden on
standing and despite the parties’ repeated insistence that the case was ready for
adjudication.  Instead, the court maintained an abeyance to allow further
development of evidence that the court believed would be useful to addressing the
broader science about fluoride. The court then lified the abeyance solely to allow

Plamntiffs to provide the evidence that the court believed was necessary for Plaintiffs
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to prove their standing. And the court then conducted a second trial on evidence
that, 1n its view, was relevant and appropriate. This constituted an impermissible
“takeover” of the case and an abuse of discretion. The Court should reverse on this
basis as well

STANDARD OF REVIEW

Standing 15 a question of law reviewed de novo. Harfman v. Summers, 120
F.3d 157, 159 (9th Cir. 1997). The district court’s mterpretation of TSCA Section
21 15 a question of law reviewed de novo. See United States v. Salazar, 61 F.4th
723, 726 (9th Cir. 2023). The distnict court’s conformance with the party
presentation principle i1s reviewed for an abuse of discretion. Unired States v.
Sineneng-Smith, 290 U.5. 371, 375 (2020).

ARGUMENT
I Plaintiffs lack Article IIT standing to bring this action.

“To establish constitutional standing, a plaintiff must show it has suffered an
‘myury i fact,” that the mjury 1s “fairly traceable’ to the conduct at 1ssue in the
plaimntiff's claim, and that ‘it 15 likely, as opposed to merely speculative, that the
injury will be redressed by a favorable decision.”™ CBD v. Export-Import Bank, 894
F.3d 1005, 1012 (9th Cir. 2018) (quoting Friends of the Earth, Inc. v. Laidlaw Envil.
Servs. 528 U.5. 167, 180-81 (2000)). “The party mvoling federal jurisdiction bears

the burden of establishing these elements. . with the manner and degree of evidence
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required at the successive stages of the Wtigation.™ Lujan v. Defs. of Wildlife, 504
U.5. 555, 561 (1992). Because Plaintiffs request forward-looking relief, they must
face “areal and immediate threat of repeated myury.” Muwrthy v. Missourt, 603 US.
43, 38 (2024) (citation omitted). As the district court stressed: “At trial, Plaintiffs
were required to prove the elements of standing by a preponderance of evidence.”
1-ER.-24 (emphasis in origimnal).

As described above, Plaintiffs chose to prove standing at trial based on the
declarations attached to a court-approved stipulation. 3-ER-351-33. This included
declarations from a handful of individual members of Plaintiff groups, all of whom
purported to suffer from (or feared they would eventually suffer from) various
atlments, including headaches, cancer, and dementia. See 3-ER-355-585, 4-ER-508-
680 (original declarations). As the court correctly observed, “the evidence” that
these ailments were related to fluoridated water “was practically non-existent at
trial © 1-ER-25. Instead. “the evidence at tnal focused on whether fluoride poses a
threat of neurotoxic harm during critical developmental periods, such as the
gestational and neonatal periods.” 1-ER-23. But “[n]one of the standing Plaintiffs
in this case claim to be subject to that risk of harm.™ 1-ER-24.

There was thus a misalignment between the harm Plaintiffs alleged that they
suffered and the evidence they infroduced at trial. See supra at pp.15-18, 22-23; 4-

ER-T757 (district court expressing “doubts about standing™ with “respect to the
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current named plaintiffs and those who filed the original pefition, because as we
know, none of them present the kind of risk that 15 the—the topic of trial, and the
focus of all the evidence™). Because Plaintiffs provided virtually no evidence that
water fluoridation caused any of their asserted injuries, Plamntiffs did not carry their
burden of establishing that EPA’s failure to regulate 1t under TSCA caused their
injuries or that regulation would redress them. See, e g, Murthy, 603 U.S. at 59-62
(finding no standing when plaintiffs fail to provide sufficient evidence linking
challenged conduct to harms); Diamond Alternative Energy, LLCv. EPA, 145 5. Ct.
2121, 2138 (2025) (“Article IIT's redressability requirement serves to align injuries
and remedies.”); Wash. Env't Council v. Bellon, 732 F.3d 1131, 1142-46 (9th Cir.
2013) (finding no standing to challenge failure to regulate certamn refinenies’
emissions “without any plausible scientific or other evidentiary basis that the
refineries’ emissions are the source of their injuries™).

At the end of the first tnial and repeatedly thereafter, the district court made
clear that Plaintiffs had a standing problem. See, e g . supra at pp.21-23, 26; 1-ER-
34-35; 1-ER-23-25; 1-ER-22_ It should have dismissed at that point. See Fed. R
Civ. P. 12(h)(3) (court “must dismuass the action™ if it “determunes at any time that it
lacks subject-matter jurisdiction™); see also Steel Co. v. Citizens for a Better Env't,
523 U5 83,94 (1998) (“Tunisdiction 1s power to declare the law, and when 1t ceases

to exist, the only function remaining to the court 1s that of announcing the fact and
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dismissing the case.”) (quoting Ex parie McCardle, 7 Wall. 506, 514 (1868)). But
instead, it sua sponte indicated, in violation of a court-approved joint stipulation, that
it would permit Plaintiffs to amend their complaint. See supra at pp.18, 21-24; 4-
ER-757-58, 4-ER-767; see also 1-ER-27. And in 2023, Plaintiffs brought forward
a new declaration from Jessica Trader, one of their previous standing declarants. 3-
ER-345; 3-ER-593-05. Trader 1s the only individual that the district court identified
as supporting Plamntiffs’ standing. 2-ER-82-83.

Trader’s first declaration stated that she was a resident of San Francisco,
asserted she had dental fluorosis which caused her social amxiety and
embarrassment, and asserted generalized concerns about the harms fluoride might
cause on her bones, thyroid, and brain. 3-ER-593-95. She averred that she avoided
drinking tap water and instead purchased bottled water and had installed a filtration
system to remove fluoride. 3-ER-594. But Plaintiffs had not provided evidence that
fluoride exposure at the level of artificial fluoridation of public drninking water (0.7
mg/L) causes these harms. See also, e g.. 2-ER-301-03 (“[5S]evere enamel fluorosis
15 very low (near zero) at fluonde concentrations below 2 mg/L.").

The second Trader declaration relays that Trader moved to Leawood, Kansas,
in August 2020, and that the “public water supply in Leawood” 15 fluoridated. 3-
ER.-343-50. The declaration states that, in August 2021, Trader gave barth to a child

and hopes to become pregnant again in the near future. 3-ER-343-44 The
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declaration also states that. due to her concemns about fluonde’s effects on childhood
IQ. Trader actively avoids drinking tap water or giving her infant tap water and
“strive[s] to provide [her child] only non-fluonidated, or defluoridated, water.™ 3-
EER-344  She purchases bottled water and relies on filters to remove fluoride, at a
substanfial financial cost. 3-ER-345. She states that “[a]s long as fluonidation
chemicals are added to my city’s water supply, I will continue mncurring these costs.”
3-ER-345.

Trader’s second declaration fails to establish standing.  Assumuing Trader
could prove injury from the self-imposed cost of buying water and water filters,
Trader's injury i1s not caused by EPA, nor 1s it redressable by an order in this suit.

The tap water mn Leawood. Eansas 1s provided by WaterOne, a public water

utility. WaterOne Service Area, hitps:/'www waterone org/344/WaterOne-

Service-Area (last visited July 18, 2025).7 WaterOne fluoridates the water it

provides to its customers to 0.7 mg/L. Fluonde,

https:/wwrw waterone org/203/Fluoride (last visited July 18, 2025). Even without

fluoridation, however, a significant portion of the fluoride 1n Trader’s dnnking

7 As explained in Defendants-Appellants’ Motion for Judicial Notice. we request
that this Court take judicial notice of facts disclosed in three publicly available
documents posted to the internet by this public utility that speak to standing and thus
this Court's junisdiction. We cite to the internet for the pages and have attached
screenshots or downloaded PDFE copies to the Motion for Tudicial Notice.
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water (0.24-0.4 mg/L, or about 35-60 percent of the total fluoride i WaterOne's
drinking water) is nof from added fluoride, but is attributable to natural sources.®

Fluoride, https./"www waterone org/203/Fluoride (last visited July 18, 2025); see

also Water Quality Eeport 2025 at pp.5-6, 8-9, 2025,

hitps:/www waterone org/3 39 Water-Quality-Reports (last visited July 18, 2025).

In some of its findings (largely adopting some of Plamntiffs’ arguments), the district
court found that fluoride at these naturally occurring levels presents an
unreasonable risk of injury to children ®

Thus, there 15 also no dispute (for standing purposes) that Trader's tap water,
even without community fluoridation, would contain levels of fluoride above what

the district court found to present an unreasonable risk. And there 15 also no dispute

¥ For purposes of neurotoxicity, Plaintiffs have never contended there is any
difference between naturally occurring fluoride and fluoride artificially added to
drinking water.

? The court found that 0.28 mg/L. measured in maternal urinary fluoride, was a point
of departure for neurotoxic effects. See, e g, 2-ER-113-22. In doing so, the court
largely adopted some of Plaintiffs’ proposed findings of fact. See 2-ER-165-66, 2-
ER-186. "Matemnal urinary fluoride™ 15 a biomarker of fluoride, not an mtake metric
that reflects only the effects of fluoridated drinking water. Nonetheless, the district
court held that “it 1s appropniate to infer conservatively that approximately half of
the maternal urinary fluoride observed 1n a pregnant woman's urine 1s attributed to
community water fluoridation.™ 2-ER-135. Pursuant to the court’s conclusions—
which EPA accepts sofely for purposes of the standing analysis—concentrations as
low as 0.14 mg/L of fluoride in drinking water could result in maternal urinary levels
of 0.28 mg/L. Similarly, Plamtiffs argued for a point of departure of 0.179 mg/L
drinking water. 2-ER-186. Maturally occurring fluonde concentrations in Trader's
drinking water exceed tlus level

39



Case: 25-384, 07/18/2025, DKtEntry: 21.1, Page 49 of 81

that a TSCA Section 6(a) rulemaking banning community water fluoridation would
not require WaterOne to remove this naturally occurring fluoride—indeed, Plaintiffs
only seek for EPA to regulate the addition of fluonide, not to address naturally
occurning fluonide. 2-ER-207, 2-ER-232-34; 5-ER-821, 5-ER-835. Accordingly,
even with a favorable decision, Trader will be in the same position she was in before
this suit: her tap water will contain fluoride, and she will continue to incur the
expense of provisioning her family with bottled or filtered water to avoid fluoride.

Plamtiffs have provided no evidence that Trader would change her purchasing
decisions if she continues to be exposed to naturally occurring fluonide. Cf In re
Coca-Cola Prods. Mirg. & Sales Pracs. Litig., 2021 WL 3878654, at *2 (9th Cir.
Aug. 31, 2021) (no standing to pursue mjunctive relief without evidence plaintiffs
would actually purchase product if manufacturer made requested changes).

At best, her declaration states that she will continue to incur costs “[a]s long
as fluonidation chemicals are added to my city’s water supply™ (3-ER-345), but she
did not declare that she would start using the public water supply absent artificial
fluoridation or that she would even consider dnnlkang the water with 1ts naturally
occurring levels of fluoride. Thus, similar to Coca-Cola, her declaration does not
provide evidence she would actually use the public water if the change were made.

See 2021 WL 3878654, at *2.
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Indeed, based on her declarations, Trader would be unlikely to start drinking
from the public water supply given its naturally occurring fluoride levels and thus
would continue to incur costs to avoid the fluoride in that water. Trader’s second
declaration emphasizes that she has “done everything within my power to protect
[my daughter] from fluondation chemicals™ and that she strives to provide “only
non-fluondated, or defluoridated, water.” 3-ER-344 (Decl 911, 13). And Trader's
first declaration emphasizes that Trader has other reasons to avoid fluoride and does
“whatever [ reasomably can to lmut my ingestion of fluonde” including by
purchasing bottled water. 3-ER-594 (Dec. § 7). Given her goals and documented
aversion to fluoride, and given the naturally occurring fluoride in her community
drinking water, 1t 15 likely Trader will confinue to spend her money to filter her tap
water or buy bottled water.

Plamntiffs have thus not met their burden of proving that Trader's mnjury is
caused by EPA or would be redressed by winning this smt. See, e g.. Lujan, 504
U5, at 571 ("The short of the matter 15 that redress of the only injury in fact
respondents complain of requires action.. by the indmvidual funding agencies; and
any relief the District Court could have provided in this swit against the Secretary
was not likely to produce that action.”); Califormia v. Texas, 393 U5, 659, 678-80
(2021) (where mjury 15 attributable to something other than challenged provision,

redressability is lacking), Gonzales v. Gorsuch, 688 F.2d 1263, 1267 (9th Cir. 1982)
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(“The focus [of the redressability inquiry], however, 15 always upon the ability of
the court to redress the injury suffered by the plamtiff . if the court 15 unable to grant
the relief that relates to the harm, the plaintiff lacks standing ™).

Trader’s asserted injury is that “[pleriodically purchasing filter cartnidges and
regularly purchasing bottled water.. has been a substantial expense,” 3-ER-345, but
as explamed. natural fluoride will remain 1n her public drinking water regardless of
EPA action under TSCA. Thus, the only asserted wmjury supporting Plamntiffs”
standing 15 not caused by EPA s demial of Plaintiff"s petition and cannot be redressed
by this suit. This Court should reverse and remand with mstructions to dismiss for
lack of Article III standing.

II. Section 21 does not permit petitioners to use a Section 21 lawsnit
to build a functionally new petition.

In a district court suit such as this one, seeking to compel a TSCA Section 6
rmulemalang, TSCA Section 21 limits a plamntiff to presenting to the court the facts,
including the 1ssues and evidence, presented by the pefition; it does not permut a
plamntiff to use the judicial process to build an entirely new petition and case. Even
if Section 21 allows a plaintiff limited leeway to present new evidence to the court,
it does not allow the plamntiff to continually wpdate the evidentiary basis for its
petition even as trial 1s ongoing. A confrary interpretation 15 at odds with the text
and structure of Section 21, which contemplates that the court will review the

“petiion,” and inconsistent with the provision’s exhaustion requirement.
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In contrast to other TSCA judicial review provisions, Section 21 details both
the substantive and procedural steps a petitioner must follow before filing suit.
Compare 15 U5.C. § 2620(a), with id. §§ 2618 (judicial review), § 2619 (citizen
suit). Section 21 requires a person to identify in their petition whether they seek a
rule or order, and under what particular section or sections of TSCA. Jd § 2620(a).
Section 21 also requires the petition to “set forth the facts which it 15 claimed
establish that 1t 15 necessary to 1ssue” the relevant rule or order. JId. § 2620(b)(1).
As explammed above (pp.9-10), the “facts which 1t 15 claimed establish it 15 necessary™
15 a high bar, although the particular showing required varies based on the section of
TS5CA the petition invokes (e.g., Sections 4, 5, 6, or §) and the type of relief
requested (1.e., 1ssuance of a mule or order versus amendment or repeal of a rule or
order).

In the case of a petitioner seeking issuance of a Section 6(a) rule, the petitioner
must demonstrate that the subject chemical presents an “unreasonable risk™ by
proffering the scientific evidence to support such a determination by the agency. See
supra at pp.3-8 (discussing risk evaluations). Because EPA has only 20 days to
evaluate the petition, a pefition to imtiate a Section 6(a) mlemaking cannot be
granted based merely on the assertion that “Chemucal X presents an unreasonable

risk because 1t causes adverse effects.”
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Congress anticipated that EPA’s review of Section 21 petitions would be
meaningfil. as it expressly provided that EPA mav “hold a public hearing or may
conduct such mvestigation or proceeding as [EPA] deems appropniate in order to
determine whether or not™ to grant the petitton. fd § 2620{b)(2). In short, Congress
mtended the petitioner to bnng forth relevant information, and for EPA to
expeditionsly evaluate this evidence, along with any other evidence the agency
deems relevant, 1n the first instance.

If EPA demes the petition, the petithoner mav of course go to court. Jd
§ 2620(b)(4)(A). But the object of the court’s inquiry in this context is not whether
a chemical presents an unreasonable risk in the abstract. To the contrary, the focus
of the court’s “consider[ation]” 15 “such petition.” Jd § 2020(b)(4)(B). The phrase
“such petition,” which is nsed six times in Section 21, encompasses the facts and
evidence petitioners identfy as “establish[ing] 1t 15 necessary to 1ssue” the requested
“mile or order” The judicial proceeding thus concerns whether the pefifion has
established that the requested action 1s necessary under the statute.

Put differently. Congress consciously decided mn Section 21 to require
petitioners to seek relief from EPA and to meet certain requirements in doing so
before going to court. Id § 2620(b)(1). Section 21 does not just require notice; if
Congress had mtended to limat the Section 21 requirement to a notice requirement,

it would have limited the plamntiffs” obligation to providing “notice™ as it did in
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Section 20 (as well as in citizen-suit provisions in many other environmental
statutes). Jd. § 2619, Butin Section 21, Congress expressly required petitioners to
exhaust thewr administrative remedies before proceeding to court, as indicated by the
fact that the suit for a new rule or order contemplated by Section 21 concerns “such
petition.” Id § 2620(b)(4)A).

To the linuted extent there may be flexibility under Section 21 for a court to
consider evidence developed after the denial of the petition, that flexibility does not
extend to the situation here. The district court’s approach eviscerated the statutory
exhaustion requirements and transformed Section 21's administrative exhaustion
requirement into a mere notice provision as in regular citizen suits. Cf id.
§ 2619(b)(2). The court allowed Plamntiffs to present voluminous, extensive
evidence well bevond that presented to EPA in the first instance i 2016. 5ee 1-ER-
30 (describing evidence at end of first trial as “what 15 before this Court 15 an entirely
different body of evidence—not entirely, but a substantially different body of
evidence that was presented to the EPA™). Indeed, much of the evidence did not
exist even when petitioners filed thewr “supplement™ in 2020, Plamntiffs’ petition did
not (and could not have) “set forth . facts” based on evidence that did not exist at
the time they filed the petition, and EPA could not have erred in denying the petition
when the evidence that both Plaintiffs and the court later considered crucial to a

finding of unreasonable risk did not exist when EPA published its denial An
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examunation of the court’s final ments order reveals that the court relied
overwhelmingly on studies that post-date the original 2016 petition, and even the
later “supplement.” For example, in the hazard identification section of the decision,
the court focused extensively on the NTP monograph finally published in 2024, and
the vast majornty of the studies the court discussed in detail post-date 2016 and 2020.
2-ER-86-105. When identifying points of departure or hazard levels, the court relied
on publications from 2022 and 2023 2-ER-113-122  The court even relied upon a
paper ( Taher 2024) that was published during the tnal. See supra at p.29 n.6.

The facts here highlight why Congress opted for a robust exhaustion
requirement. As in other contexts, Congress here required exhaustion to ensure that
EPA would have “a fair and full opportumty™ to consider the matter mn the first
mstance. See Woodford v. Ngo, 548 U.5. 81, 90 (2006). That is especially relevant
here, where the petition raises a complex scientific question and must set forth facts
that establish a rule i1s necessary. Congress also requured EPA to publish its
“reasons” for any dendal. 15 U.S.C § 2620(b)(3). As the Supreme Court explamed
i Woodford, such exhaustion requirements only work if courts require “proper
exhaustion,” by declining to overturn agency decisions unless the challenging party
raised the relevant 1ssues and objections at the appropriate time before the agency.
See 548 U 5. at 90 (citing United States v. LA Tucker Truck Lines, Inc., 344 U 5.

33,37 (1952)).
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The district court allowed Plamntiffs to introduce a rolling evidentiary record
based on newly emerging studies—not even limited by what was published at the
start of trial. That approach rendered Section 21's exhaustion provision essentially
meaningless. See, e g, 1-ER-31 (expressing confusing view that “even if there is no
formal doctrine of admimstrative exhaustion, and I don’t see anything i the TSCA
that requires it, other than having petition and going through the process”™—that 1s
the very process requiring exhaustion). It 1s implausible that Congress expressly
required a plaintiff to exhaust and EPA to quickly respond to a petition but silently
sanctioned an open-ended, costly, and resource-intensive process for developing the
evidence through vears of discovery and multiple trials.

As explammed below in Part III, the court not only allowed Plamntiffs to
effectively bypass the exhaustion requirement but took on an inguisitorial approach
more akin to that of EPA 1n ifs role as an executive agency. That conduct amplified
the court’s legal error when mterpreting Section 21. The court mistakenly believed
that because the statute requires a ““de novo proceeding.” all the evidence that conld
be put before the court must be evaluated, even if the parties disclaimed their interest
in that evidence. See 4-ER-702 (“[S]ince, under the act, the Court has to make a de
novo determination, I really wanted to get the latest and the most available evidence

possible. And that’s still my goal.™). Thus, the court concluded that the entire case
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chould be placed in abeyance post-trial to allow it to review relevant studies. See
supra at pp.22-27.

The court mmdulged this process at least in part because of its wrongful
mterpretation of Section 21. Section 21°s text requires the court to consider “such
petition” and to make a discrete judgment on whether the “petifioner demonstrates”
that an unreasonable nisk exists. 15 US.C. § 2620(b)(4)(B) (emphasis added).
Section 21 does not contemplate the court overriding the parties” judgments about
what evidence should be collected to decide that question. MNor does it authorize the
court to step into the role of EPA and conduct an open-ended, years-long process to
allow scientific evidence to develop and then to revisit the question, effectively
detached from the origmal petition. The court’s misunderstanding of the statute and
the role of exhaustion in this context led it down the troubling path it took here.

The court erroneously based its liberal approach to the evidence on Section
21°s reference to a “de novo proceeding.” Jd. But a “de novo proceeding” 15 not
license for Section 21 plamtiffs to introduce any evidence whatsoever, regardless of
whether 1t existed at the time of the oniginal petition. Rather, read in the context of
Section 21 overall, a “de novo proceeding” 15 a new judicial proceeding rather than
a continuation of any “investigation or proceeding” conducted by EPA 1n evaluating
the petition. Jd. § 2620(b)(2). “De novo proceeding’ also means that the court

conducts the proceeding without deference to the findings and reasons in EPA’s
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denial of the petitton. Put differently, 1t 15 a fresh proceeding that does not defer to
EPA’s administrative findings; it 15 not an invitation to the Section 21 plaintiff to
build a new petition, unbounded by the facts and evidence set forth i the original
petition.

To the extent the court thought Kappos v. Hyarr, 566 U5, 431 (2012)
supported the notion that petitioners may circumvent Section 21°s adounistrative
exhaustion requirement (1-ER-63), the court was mistaken. In Kappos. the Supreme
Court found that n suits brought under Section 145 of the Patent Act. “principles of
administrative exhanstion do not apply.”™ 566 U.5. at 438, But both textually and
structurally, 35 U.5.C. § 145 differs from TSCA Section 21. Unlike Section 145 of
the Patent Act, TSCA Section 21 expressly sets forth the petition process and then
expressly limits the court’s consideration to “such petittion ™ Compare 15 US.C.
§ 2620, with 35 US5.C. § 145, Moreover, in concluding that Section 145 does not
place limits on a patent applicant’s ability to mtroduce new evidence. the Supreme
Court relied heavily on the long history of patent law prior to the statute’s enactment,
which had allowed patent applicants to introduce new evidence. Kappos, 566 U.S.
at 439-46. No similar history supports such an approach with respect to TSCA
section 21. Furthermore, Kappos involved the validity of patent applications. The
TSCA context 15 qute different; as this case demonstrates, new studies are

continuously published concerning chemical risks.
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Finally, EPA’'s interpretation of Section 21 makes eminent sense. If new
evidence arises that 15 relevant to a chemical of concern, persons may always file a
new petition, triggering a new 90-day review window by EPA. That is the correct
approach to newly developed science, not a court holding onto a case for seven years,
conducting two tnials, refusing to mle on Plamtiffs’ standing. and badgening EPA
into revisiting the petition to consider new studies in the madst of proceedings.

The district court erred by interpreting Section 21 to permit Plamntffs to
mfroduce voluminous matenals that did not exust at the time of the administrative
proceeding into the record and by basing its ruling on those materials.

III. The district court’s takeover of the case and participation as
advocate and self-directed inquisitor was an abuse of discretion.

Federal courts function 1n an adversarial system of adjudication whereby they
“rely on the parties to frame the 1ssues for decision and assign to courts the role of
neutral arbiter of matters the parties present.” Unifed States v. Sineneng-Smith, 590
U.5. 371, 375 (2020). This system 15 “designed around the premuise that the parties
know what 15 best for them. and are responsible for advancing the facts and
arguments entitling them to relief™ Greenlaw v. United States, 554 U5, 237, 244
(2008) (quotation omitted). Thus, “courts do not sit as self-directed boards of legal
mquiry and research, but essentially as arbiters of legal questions presented and
argued by the parties before them ™ Carducei v. Regan, 714 F2d 171, 177 (D.C.

Cir. 1983) (Scalia, J). This constramnt on judicial review—referred to as the party-
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presentation principle—promotes “fundamental interests”™ that “exist, at their shared
core, to protect and ensure judicial neutrality and humality.”  United Stares v.
Campbell, 26 F 4th 860, 894-97 (11th Cir. 2022) (en banc) (Newsom and Jordan,
11, dissenting).

While Sineneng-Smith mnvolved a court violating the party-presentation
principle when 1t decided legal 1ssues not presented by the parties, courts may also
violate the party-presentation principle by overstepping their role i other ways,
including by improperly shaping the facts and evidence presented to the court.
Stneneng-Smirth, 390 U.5. at 375-76 ("But as a general rule, our system “is designed
around the premise that parties represented by competent counsel know what 15 best
for them, and are responsible for advancing the facts and argument entitling them to
relief ™) (quoting Castre v. United States, 540 U.S. 375, 386 (2003) (Scalia, T,
concurring part and concurring in the judgment)) (emphasis added). The party-
presentation principle 15 animated by the proper role of parties and courts in the
adversarial system: “courts are essentially passive mstruments of government. They
do not, or should not, sally forth each day looking for wrongs to right. They wait
for cases to come to them and when cases arise, courts normally decide only
questions presented by the parties.” Jd. at 376 (cleaned up and citation omitted). In
short, 1t 15 no less mappropnate to shape the evidence and contours of a proceeding

than 1t 1s to shape the legal claims presented. See Duncan ef al v. Bonta, 133 F 4th
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852, 880-90 (9th Cir. 2025) (Berzon, J., concurring) (discussing applicability of
party presentation principle to situation where judge was alleged to have improperly
shaped the factual record).

The district court violated the party-presentation principle. After the close of
the first trial, the court’s conduct confirmed that 1t believed the court, not the parties,
“kn[e]w what [wa]s best for them.™ Sinemeng-Smith, 590 U.S. at 375 (quotation
omitted). In particular, the court repeatedly refused to rule on the first trial record
despite the parties’ repeated requests that 1t should. It insisted on curing Plaintiffs
standing problem even when Plaintiffs believed they had met their burden and both
sides teed the 1ssue up for resolution. And it subsequently shaped the second trial
record by holding the case in abevance while an additional study the parties had
agreed not to admit was completed. In doing so, the court inappropriately stepped
into the role of advocate and inquisitor rather than neutral arbiter.

After the first tnal, both sides considered the case readv for a decision and
repeatedly conveyed as much to the court. EPA asked the court to rule on Plamntiffs
standing. EPA argued in closing—consistent with its position before trial—that
Plantiffs had not submitted evidence demonstrating that they had a member who
had suffered the type of neurotoxic harm that was the overwhelming focus of the
scientific evidence presented at trial. 5-ER-1058-59. And the court agreed. both at

the August 6, 2020 hearing and in its order putting the case in abeyance. The latter
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order found 1t “doubtful” that Plaintiffs “have carried their burden of demonstrating
that [their asserted imnjuries] would likely be redressed by a favorable miling from the
Court.” 1-ER-25, 1-ER-25 ("Plantiffs’ standing 15 also problematic because the
evidence of the harm alleged by the named Plamntiffs was practically non-existent at
trial ”); 1-ER-34-35.

For thewr part, Plamntiffs agreed with EPA that standing was ready for
adjudication. They asserted after the close of trial that they wanted to brief standing
on the evidence presented, 1-ER-48-49 submitted post-tnial briefing on the 1ssue,
and during the August 6, 2020 hearing, reiterated their view that “the case law 15—
15 strongly on our side for having met our burden,” 4-ER-771. Rather than rule on
the 1sswe—which the parties contended could be resolved on the tnal record—the
court placed the case i abeyance, explaining why Plaintiffs had failed to meet their
burden, and directing Plaintiffs to file a new petition to “enable Plaintiffs to address
the sertous standing 1ssues” 1dentified by the court. 1-ER-26-27.

Bevond the jurisdictional 1ssue, both parties repeatedly informed the court that
the case was ready for adjudication on the merits. See, e g.. 1-ER-33-34; supra at
pp.19-22 27, For mstance, both parties presented proposed findings of fact and
conclusions of law following trial—with the obvious intent that the court issue
ultimate findings of fact and conclusions of law. EPA objected to putting the case

in abeyance and requested a ruling. 4-ER-768. The parties again offered the court
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an opportunity to decide the case on the trial record in Fall 2022 two years after the
court entered its abevance. EPA’s filing clearly communicated that both parties
agreed the court should decide the case based on the first trial record. 5-ER-844
(EPA); 5-ER-854 (Plamtiffs); supra at p.27.

From the close of the first trial onward, the court mstead pushed the parties
into a process shaped by the court’s own judgment about both strategy and evidence.
Rather than rule on the evidence from the first trial, the court demanded that the
parties enter info an admumstrative process. 1-ER-26-27. The court directed
Plamntiffs to supplement their petition and told EPA that it should consider 1t—
notwithstanding EPA’s protest that there was no legal basis to supplement a
petition—at the close of the first tnial, again at a status conference m August, and in
1ts order putting the case in abeyance. 5See, eg., 1-ER-33-37; 4-ER-772; 1-ER-26-
27. But the court did not merely express interest or suggest the parties pursue this
course of action; rather, the court “direct/ed] Plaintiffs to file a new petition with
EPA " and repeatedly urged EPA to consider the new petition and warned that the
court would allow 1n new evidence including “new studies published since the trial
in this case.” 1-ER-26-27 (emphasis added).

When that administrative process did not resolve the parties’ dispute,
however, the court did not reconsider ruling on the trial record. Instead, the court

insisted upon a fresh judicial proceeding where Plaintiffs could cure their standing
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defect. It pernutted Plaintiffs to amend their complaint to cure this defect, twice
overruling EPA’s objections, 5-ER-984-85, 5-ER-899-909, that doing so was
mmproper in light of the parties’ stipulation limuting the evidence that could be
presented on standing “throughout this litigation, mcluding trial ™ 3-ER-352

The court was not satisfied merely to fix Plamtiffs” jurisdiction problems; it
also apparently believed Plaintiffs” evidence on the merits was also msufficient. In
fact, the court insisted on seeing the NTP monograph that the parties had ultimately
agreed not to present at the first trial See supra at p.15 & n.5; 5-ER-1092, 4-ER-
779-81, 5-ER-1081. Both parties believed that their case was sufficient without 1t.
Yet at the close of trial, the court indicated that it wished to see the NTP monograph,
notwithstanding the parties’ agreement otherwise. As the court explained, “the
parties came to an agreement not to introduce [the draft NTP monograph], for
whatever reason. 5o it's fine. 5o it hasn't come in. But the Court 15 aware that this
15 a sigmificant study. It's comung from the NTP.. But it 15 obviously an important
piece of evidence ” 1-ER-29. The court reaffirmed this view in its abeyance order,
asserting that the monograph’s “findings are likely to add substantially to the body
of scientific analysis relevant to the precise questions before this court.”™ 1-ER-26.
It repeated this view in the hearing on the motion to supplement, noting that its
“[g]otta have to [sic] the NTP" momograph before muling. 4-ER-722. And m

granting Plaintiffs” motion to supplement, the court ruled that the abeyance would

L
L |
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continue “at least until the final NTP monograph 15 released and possibly until the
Canadian, Mexican, and Spanish cohorts are peer-reviewed.” 1-ER-135.

It 15 not surprising, then, that the court waited for new studies more than a
vear, until Plamtiffs informed the court that they wished to wait no longer. At that
point, the court permitted another vear of fact and expert discovery on new
evidence—despite both parties insisting that the court already had the evidence
necessary to resolve the case before it

The court’s conduct after the first trial’s closing arguments was inappropriate,
and it was also prejudicial to the United States. It resulted in (1) Plaintiffs being
allowed to cure their jurisdictional defect with new standing evidence,
notwithstanding the parties’ agreed-upon stipulation and Plamntiffs’ failure to meet
their standing burden; (2) a second round of mnvasive, expensive, and disputatious
discovery; (3) a second trial; and (4) a ruling on the merits based nearly entirely on
evidence developed during (and to some extent even afier) the court-imposed
abeyance.

Following the first tnial. the court cannot reasonably be said to have played a
“modest initiating role” of a neutral arbiter, deciding the facts and issues put before
it. To the contrary, the court improperly stepped into the role of inquisitor, seeking
to correct the perceived strategic mussteps of Plamtiffs’ counsel and to investigate

the facts of the case and gather evidence itself, rather than as a neutral



Case: 25-384, 0718/2025, DKtEntry: 21.1, Page 66 of 81

arbiter. McNeilv. Wisconsin, 501 U.5. 171, 181 n. 2(1991) (“"What makes a system
adversarial rather than nquisitorial 1s.. the presence of a judge who does not (as
an mquisitor does) conduct the factual and legal investigation lumself, but instead
decides on the basis of facts and arguments pro and con adduced by the parties.™).
To be clear, the United States does not dispute that the court acted with good
mtentions. Regardless of the court’s intentions, however, its conduct transformed
the court from a neutral arbiter into an advocate. The court improperly refused to
reach either jurisdictional or merits 1ssues after the first tial (despite acknowledging
“serious concerns about Plamtiffs’ standing), and the court decided to hold the case
for evidence that the court deemed appropriate and necessary (despite the parties’
assertions that the record was sufficient for a mling). The court effectuated a
“takeover” of the case that was inconsistent with the party presentation principle and
amounted to abuse of discretion. This Court has not hesitated to reverse on party-
presentation grounds where, as here, the court disregards a case presented by
competent counsel. See Todd K. v. Premera Blue Cross Blue Shield of Alaska, 825
Fed App'= 440, 442 (9th Cir. 2020) (poting that the presumption that parties
represented by competent counsel know what 1s best for them “naturally applies all
the more in a case such as this, involving a specialized area of civil law and

competent, highly experienced counsel on both sides™).
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This Court should reverse the court’s findings of fact and conclusions of law,

which were based overwhelmingly on evidence developed after the first trial, and

rewind the case to the close of the first trial. Alternatively, this Court may reverse

and remand with instructions to dismiss, because Plaintiffs’ standing at the time of

the first trial 15 a legal 1ssue, and they plamnly did not meet their burden. As the

district court explained at that time: “[n]one of the standmg Plaintiffs in this case

claim to be subject to [the] nsk of harm™ that the evidence at trial could have

established flowed from fluoridation in drinking water. 1-ER-24. Alternatively, the

Court should remand to the district court for a muling based on the evidence presentad

at the first trial

CONCLUSION

For the foregoing reasons, the Court should reverse.
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making the sabatitation for ' notificaticn period applica-
ble to the marlscturs of processinr of pach sobstance
under subsection (&), (bk or (e e reflect the prohabio
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A proposed order”.
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conoiude that the manufectare, prosesalng, diskribablon
IR commarcs, aee, ar dieposn] of & chermboce] Fobstancs
with™, =, without connlderntion of oosla or other monrisk
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(B), o (¢ to Che manafactaring or procesnins of aach
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Proteotion Agoency, to the United States Ddstrioh Coost
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oF prodasor, as fhe cass may be, of soch subslancs, @
foand, resides, or branssctn basiness for an injunction to
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abhemical mbatanoe shall take effect on Use axpiration of
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redosipnated sohpar (O) &8 (), sabstituted “snbhpars-
grapgh (B for “subparagraghs (B and 01", strack oak
Vclanss (1 ol aftop “eeder jssped gnder” and ' and the
provisions of sebparagraps () of subsection (212 shall
spply with respact oo an injunction lsasasd ander sub-
parngraph (BY afier “aubgarnrraph (AF, and struck oul
former sobpar. (H)] which read as follows: "'If the district
conrt of the Unlted Statss oo which &8 applicatlon bas
baan mado onder sabparageaph (4L lnde Lkl thara 1s
& reasoosble basis b0 coselude thnt the manufactare,
processing, distribetion in commercs. das. of diapoaal of
Lha chamical subetance with respect 0 which sech ap-
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cesnmmeros of sach substance of to prahibit any comildaa-
los of soch acbivitles '

Subsec. (FHANDE Pab, Lo 14=181 §S8600v), strock
ok aubpar, (I which resd as fodbswe: 30 ths Admisls-
Lrstor issses an arder pursuant o sobpragmaph (AN
respecting & charmich] subilands medd obfeciions are filad
in accordance with tabsection (ep1HC), the Administra-
tor shall sock an isjusction under subparagraph (AMNiL
mepeciing soch substanss canloss the Adminkbtcabor de-
termines, om the hasks of soch obdections, that such aabe
stancd dann nob or will e pressob an onressonabls Flak
of injary to bealth or the enviroamont.™

Subsec. (K1), (). Pab L 114182, §&8N D), added pars.
) sl (31

Bubee:, (gl Pub. L. 104-182, §57), amended subsec. (g)
gaeerally. Prior to amesdment, bavt fédd s follows: “'1F
the Adminlsteator has oot imitlated any &chlon andss
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Babsss, (M¥IMAL Puk. L. 14182, §MEKA), Inssrtad *°, in-
cloding an anreastnehio risk Lo & potentially sxpoesd ar
snacaptibba pobpaopulstion jdentiflsd by the Adminisira-
Lar for Khe specific conditéons of use ldentified in tha ap-
plication' after “health of tho environment”.

Bubsec. (hi(I). Pok L. 1H4-182, § S0EKE), aubstitoted “in-

Sabeec. (h4). Pab, L 114-182, § ME8WC), mobstittet “an-
viramment, inoluding an anPeRsanebl riek B0 A polaen-
Hally axpossd or sascepiible subpopulation ideatilied by
tha Adriinistrator usder the conditions of o=e'" for “en-
virenmeal. A rule promalgsbed wnder this paragraph (aed
any subptagtive amendment to, or regesd of Gch & rule)
shall B promolgatad in aocordance with pacagraphs (2)
ard (3 of secrion P0G of Lhis e,

Bobden, (1 Pub. L. 114=182, §5{=), amendad sobdas. (1)
gensrnlly. Priar ts amenddment, toat rand a3 fllows: * Por
purpostr of chis section, thé Larma “maniifactare’ and
“prodianE” Ewan manafsstiaring or procassing e SOMITET
cial puarpoasd.'” E

EFFECTIVE DaTE

Sacthon elfective Jan. 1, 177, see section 31 of Pub Lo
=305, et Oub a2 A pobe nnder ssctlan WOL of this ttle

& PHOS, ﬁlﬂ{llﬂiﬁﬂ:ﬂlhﬂﬂﬂhﬂnn.mﬂrquln-
tion of chemical substances and mistures

{a} Beope of regulation

If the Administrator determines in accordanoe
with subssction (B)0AMA) that the manufacture,
processing, distribution in commesrce, uss, or dis-
poeal of & chemlcal substance or mixtare, or that
any combination of such activities, presents an
unreasonable risk of injury Lo bealth cr the savi-
ronment, the Administeator shall by rale and sub-
jeol to ssction 3617 of this title, and in accond-
ancn with subsection (c)HI), apply oné or mars of
the followlng requirements to such substance or
mixbture Lo the extent necassary so that the chem-
tcal submtance or mixtore no MOgar presenks suekh



Elvitées, presencts of will present an anfoasonsbio risk of
Imjiury to Bealth or the environmest bafors a rala pro-
mulgated onder sschion 2805 of this eitle can protect
agninsS sach risk, the coort shall isdus af lnjasctlan ta
prohibat Uis manofnctare, processlng, of disteiaticon in

Lo

la

{1 A requirement (A) prohibicing or otharwisa
restricting the manufacturing, processing, or dis-
trivutlon in cordfméros of moch submtance or mix-
ture, or (B) limiting the amount of such sub-
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gtames or mixtare which may be manofactured,
procesacd, or distributed in commenca,
{& A requiremant—

{A) prohibiting or otherwise restricting the
AT, proomsalng. or distributicn in come-
rmerce of such substance or mixture Dor (1) &
particular use of (ii) & particular use in &
sencentrakion in eooass of 4 lovel spacified by
the Administrator in the rmle imposing the
requirement, or

(B limiting the amount of such substsnes
of mixture which may be manafactared, proc-
gesed, or distributed in commeres for (1) &
particalar use o (i1} & particalar n=e in &
popcantration In oxcean of o leval specified by
the Adminiprrator in the roke imposing the
reguiremant.

(3 A regqulrement that sech substance ar mix-
Lare or any article containing such substance
oF milxtors be markged with or acoompanioed by
clear apd adeguate minimam warnings and in-
structions with reapect to lta use, dirbribution
in commeras, of dispoeal or with reapect to
any combination of such activities. The form
pmd content of such minlmum warnings and
ingtructions shall be preseribed by the Admin-
imErakor.

{4) A requirement that manifactarers and proc-
peeors of such aubetance or mixture make and
pataln records of the procosses wasd Lo mang-
facture or process such subsianee of miRtore or
manitor or condust temis which are reasonable
and necessary Lo assure compliance with the
requirements of any rale applicable under this
pubaection,

(53 A requirement probibiting or otherwiss reg-
ulating apy manner or method of commercial
nee of epch pubstance or mixiore,

(BMA) A requiremest prohibiting or otherwise
regulating any manner of mathod of dispoaal of
guch substancs or mixture, or of any artiole
aontainiag soch substance or mixture. by 1te
manufactarer of procosscor or by any other par-
son whi wses, or disposes of, it for commercial
puUrpoacs

(B) A requirement under subparagraph (A) may
not require any person to take any action which
would b in visdation of any lew or requircmant
of, o in effect for, & State or political subdivi-
aion, and shall roqguire sach person sabpect ko it
to notify each State and political sabdivision in
which a reguired dizpopsl may ocour of such
dispoanl,

i(Th A requirement directing manufactorers of
procsasors of soch sebetance or mixtare (A) to
give aotlea of spch determination o distribuo-
tors in commerce of such aubetance or mixtare
and, to the extont reasonably sascestainnble, to
other persons in possesgion of such substandee
or mixtare or exposed Eo sauch sutatance or mix-
care, (H) o glve public noties of such determing-
tion, and (C) Lo peplace or repurchase such sub-
stance of mixture as slected by .1:-1]'3' parmon to
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il Risk evalustions

(1} Prioritization for risk evaluations
A} Establishment of process

Mot later than 1 year after Jone 22, 2016, the
Administrator shall establish, by role, a risk-
based acreening process, including oriteria for
depignating chemioal substances as high-pri-
ority substances for risk evaluations or low-
priority sobstameas for which risk evaliations
pre mob warrantad at tha vime, Tho procoss Lo
dosignate the priority of chemlcal sabatamces
ahiall inchele a conslderation of the hazand
ard exposure polential of & chemical sabetance
or k category of ohemical subetances (Inchod-
ing conaiderntion of paraistonce and Blopseu-
mulatlon, potentially expossd or susceptibls
subpopulations: and storage near significant
sourond of drinking water), the conditiona af
e or significant changes in the conditions
of use of the chemical substance, and the wol-
wme or significant changes in the valarme aff
the clemical sabstapes mamnafrctured or proo-
i i,

B Ildentification of priorities for risk ewval-

uatien
(i} High-priority substances

The Administrator shall designakte az »
high-priocity substance a chamioal substancs
that the Administrator conclodes, withoat
conaideration of coats or other nonrislk fac-
tors, may presenlt an unreasonabds risk of
injary to health or the enviroament bacauss
of & potential hazard and a potantial roats
of exposare undar the conditions of use, in-
cluding an uaressonable risk to s potential-
ly exposed or susceptible subpopulation iden-
tifled as relevant by the Administrabor.

(i) Low-priority substancos

The Administrator shall designate 8 chem-
ical substance as a low-priority substance if
the Administrator conclades, based on 16-
formation sufficient to establish, withool con-
miderntion of conte or other nonriak factoss,
Lthat such aubetance Soss ot meet Lhe stand-
ard identified in clagss (1) for designaling &
eharmical substanoes a high-priority substnned,

(C) Information regquest and review and pro-
posod and final prioritization designation

The rulemaking reguired in subparagraph
{A) shall ensure thak the time required Eo
makes a priority designation of a chemical sub-
stanoe be no shorter than nine months and no
longor than 1 yoar, and that the process for
such deglpnations inclodoes—

(i} & reqairement that the Administrator
roquest interested parsens Lo aubmit rels-
want information on & chemical sabetamos
that the Administrator has initiated the pri-
oritization prosess on, bafore proposing &
priofity designation for the chemical sub-
stanca, and provide B0 daye for sach infor-
mation o be provided;

(i) & pequirement that the Administrator
miahllah sach nropossd deslEnation of & cham-



whilah Lhe FaquiresEnt 15 Qlngcied,

Any requirement (or combination of reguirements)
Imposad usder this subasction may be lmited 1n

applicaticn to specificd geographic areas.

2a

lcal substance as a high- or low-priority sab-
stance, along with an identification of the
infeemetion, anslyais, and basis used Lo make

the proposed designations, and provide B0
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days for publlc comment on each such pro-
posed desipnation; and

{iil} a process by which the Administrator
may extand the deadline Lo clanse (1) for ap
to three months in order bo recedve or evalu-
ate information required to be submitted in
accordance with section 2603(a)(2xB) of this
title, gukjact to the limitation that i the in-
formation available Lo the Administrabor st
the end of sech an sxtenslon remains insuf-
Niclent to enable the destgnation of the chem-
foal subsbtance as 4 ow-priority sobatancs,
the Administrator shall designate the chem-
ical substance ae a high-priority substance.

(@) Initial risk evaluations and subsequent des-
{A) Initial risk evaluations

Mot later than 180 days after June 22, 31016,
the Administrator ahall ensire that Flak eval-

patione are being conducted om 10 chemical
eulmianoes drawn from Ghe 2004 apdata of the
THECA Work Flan for Chemical Assssaments
and sh&all pubkdish the lis% of such chamical
pubstoncos during the 180 day period,

{B) Additions] risk evalustions

kot later than thireo and aons hall years al-
tar Jone 3. 2008, the Administrator shall an-
pure that riek evaluations are being conduct-
el on at least 3 high-priority substances and
that at xast 3 chemical substances have baan
designated as low-priority anbatances, aohject
to the limltation that at least 50 peroent of
all chamical sebstamcas on which rizk ovehaa-
tiona are belng condected by the Administra-
oy are drawn frorm the 3014 opdates of thsa
TECA Work FPlan s Chemion] Asscmiments.

() Continulng designations and risk evalua-

The Administrator ahall continns o dsalg-
fnats prlority subskbamees and conduct risk evals
uations i accordancs with this subeoction mt
& pacs consstant with the ability of che Ad-
minlstrator to complete rigk evaluatlons in
nopardancs with the deadlines ander paragraph
{4506,

() Preference

In depignating hlph-priority substaras Lha

Adminlsitrator shell give preferenos o
(1) chemical aubskancoa that are listed in
tha 2004 update of the TSOA Work Flan for

Chernical Assespments as having a Persist-

epca and Bisaccumulation Boore of 3; and

(il} chamical substamtes that are leted in
tha 2004 update of the TSOA Work FPlan for

Chermical Assesamanta that are keown ha-

man carcinogens and have high acube and

chronlc toxicity,

(E} Metnls and metal compounds

In ideatifying prioritics for rlak ovaluation
and conducting riak evaloations of mecale and
raetal compouids, the Administrabor shall use
the Frn.mvmm't for Metals Risk Assesament of

TITLE 15-COMMERCE AND TRADE
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(3} Initiation of risk ovaluations; deaslgnetions
(A) Risk evaluation initiation

Upon designating a chamical mobatancs on &
high-priorty substancs, the Admilnlstratar shall
imitiats A rizk evaluation on the sshstanoe

(B} Reviaion

The Administrator may revise tha designa-
tion of & low-priocily sabatinos besasd on in-
mrmation mads availabie to the Administra-

L€

() Ongalng deslgnations

Thre Administrator shall designake at leaat
one high-priority substanes upon the compls-
tion of @pch riak evaluation (other than rizlk
evaluatione for chemical subatances deslgnat-
il umdar pardagTADh (40K

{4} Risk evaluation proceas and deadlines

(&) In general

The Administratar shall conduct riek esval-
uations pursuant o this paragraph co detes
mine whether a chemical subatanoe presants
an anreagonable risk of lnjury o health o
the envircnment. withowt consdderation of coeta
or other nonriak factors, incloding an unres-
somnble riek B0 o potestinlly axpossd or suas-
teptible subpopulation identified as relevant
to the risk evaluation by the Administrator
uwnder the sondltions of vee.

(H] Esiablishment of process

Mot later than | your after June &2, 2006, cthe
Administrator shall establish, by male, & proo-
ean Lo condoct risk evaluations in accordance
with subparagraph (A).

() Reguirement )

The Adminiscrator shall condoct and pub-
lish risk svaluations, in accordance with Lhe
rule promolgated wnder subparagraph (B, for
a chemion] substanoce—

(i) that has bean jdentifled uwnder para-
graph (IA) or deslgnated under paragraph
(1ENT); and

{il} subject to sobparagraph (E), that a
manafactiarer of she chamlcal sulbEtines has
raquested, in & form and manner and osing
the oriteria presaribed by the Admipistra-
tor in the role promulgated under sabpara-
graph (Bl be subjacted Eo & riak svaluation.

(D) Seope

The Administrator shall, mot later than &
manlhs after Eha inltiation of & risk evalus-
tion, publigh the acope of the rigk evalaation
Lo e condocted, including the hazards, expo-
saran. conditions of ase, Aand the potantimlly
exposed or susceptinles subpopalations the Ad-
ministrator expecta o conpider, and, for anch
designation of & high-priority substancs, an-
sure oot less than 12 months betwesn Che initi-
ation of the prioritization procean for the cham-
ical substance ind the poilication of che scope
of the risk evalaation for the chemical suab-
atance, and for rlak evaluations conductsd on



Gibe AL bUsr UL Ldkey oSldelincs Al IS0l Melbn SBheiE-
racnt Formam, asd datad Masoh 2007, oF a saag-
opsar document that addressss metals risk
appesament and ia peer roviewsd by the Scienoe
Addvisory Board.

3a

e eRen 108nTiilcE
undor paragraph (ZMA) or selected ander sab-
paragraph (EXivKID of this paragraph, ensure

mok less than 3 months before the Administra-
tor pubdishea the sacope of the risk evaloation.
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(E) Limitation and eriteria {1y shall complete & risk evaluation for a

i} Pereontage reguirements

The Adminlstrator shall ansore chat, of
the number of chamical aubstaness that an-
derga & riak evaluntion under claase (i) of
subpasragraph (C), the mumber of chemical
substanaee undesgoing & risk evaluation an-
der clauss (i) of subpamgraph (C) Is—

I} pot lesa than &5 percoent, if sufficient
roquosts are made under clawes (i) of sab-
parsgraph {C); and

(T} mot more than § perocent.

i) Requested risk evaluations

Roequeste for risk evaluations under sub-
parngraph (C)(iih ahall e subjscl Lo Ehe Doy
meent of fees pursuant to section 2025(b) of
this titke, and the Administrator shall not
axpedice or otherwlse provide epscial traat-
msent to such risk evaloations.

(i) Preference

In deciding whather [0 grant FeQUests on-
dar subparagraph (CKil). e Administrator
shall glve preference ko requests for riak
evihmtions on chemlcal substances for which
tha Administralor detarmings that reskr]o-
tlone Impsead by 1 or more States have the
potestial to have a skgnificant impact on
intarstate commenes or health or the envi-
FORTEETIL,

(iv] Ezxcoplions

(T} Charmical substances for which requasts
have boen granted under subparagraph (O
ahall pab e subjost b0 section 26170 of chis
Eikhe.

(11} Respueats for riak avaleations on cheme
ical sabstances which are made ander sub-
paragraph (0)Mil} and that are drawn from
tha 314 update of the TRCA Work Plan for
Charndcal Assessments shall bDe granted At
the discretion of the Administrator aml not
be subject Lo cleuss (IMI1).

(Fi Requirements
In condusting o riak eenluation apder this
suhseclion, the Administrator shall—

{1} integrate amd asposa avallable informa-
lon on hazards and exposures for the condi-
tions of nes of the chomical substanes, in-
aluding information that 1s relovant 1o spe-
clis risks of injory Lo health of the aOvk
ronment and information on potentially ex-
posed or soaceptible subpopualations identi-
flad &5 relevant by the Adminietrator:

{i1) describe whether aggregats or sestinel
exposares Lo a chermical subatancs ander the
conditions of ues were considered, and Ghe
banis for that conslderatlon

{(iii) not conslder coste of othoer nonrisk
factors;

(i) taks ioto acoount, where robavant, the
likeely duration, Intensity, TregLancy, and purmne
bar of exposures under the conditions of use
af the chemleal substapoe; el

(v} desoribe the welght of the scientific

e W o o e R Bl -l Tlad a el &l e

chomicr]l substance 38 2000 A2 prAcCTicable,
but not later than 3 years afler the date on
which the Administrator initiaces the risk
pvaluation under sabparagraph (O and

{1y may extand the dendline for a risk
evaloation for pot more than & months.

(H) Motice and commenit

Thie Administracor shall provide no lkes than
30 daye pablic notice and an opportunity for
commeant on & dralt rlak evaluation pelor bo
publishing & final risk evaluation.

(o) Promulgation of subsection (al rules

(1) Deadlines

Il the sAdministracor determines that a chem-
joal pubatance presente an unreasonable risk of
iajury o kealth ar the anvironment in woodond-
ance with subsection (b4 AL, the Administrator—

(A ahall proposa o the Federnl Regleter o
rule under subasction (a) for the chemical sob-
atance not later than 1 ypear after the date on

which thie Mnal risk ovalustion regarding tha
chemicn] substance I8 published;

(B) shall publish in the Federal Register o
fnal rols Bob later than 2 yvears alter the data
on which ths final Fisk evaluation regarding
the chemical pubsbanoe is pablished; and

(0 may extend e doadlines andar this para-
graph for pot more than 2 years, subject ko
tho condition that the appregets longth of ax-
ranslons under this subparagraph and sulsao-
tion (bM4MGHily does not exceed T years, and
subpeat to the Hmitation that the Administra-
or may not extend & deadiins for che pablica-
tlon of a proposed or final role regarding o
ohemios] sabstance drawn [fFom bhe 3014 ap-
date of the TS0A Work Flan for Chemical
Asspaamienta or & chemical suhstance that, with
pappect o persistence and bhisaccumalation,
soores high for 1 and aither high or moderate
for the olher, pursuast to the TSOA Work Flan
Chemicals Mathods Document pablished by the
Administrator in February 2018 (or a suoces-
aor scoring system), without adequats public
juetification that demonstmates, following & re-
view of the information reanonably avallabie
o the Administrator, that the Adrministrator
cannot complete the propossd or Mnal mie with-
gt additional informatlon mganling the cham-
toie] substa e

2 Reguirements for rale
(A} Statemenl of effects

In propoaing and promulgating a rale ander
suhsection (a) with reapect Lo & chemical sub-
atance or mixtare, the Administrator shall
consldar and publlah a staterment hosed o0 Fea-
sonably mmailable information with respect To—

i1y the effects of the chemical subsbafce
or mixtura on health and the magnitude of
the exposure of human belngs to the chem-
jcal rubatance or mixture;

(0i) the effects of the chemical sobstance
or mixture on the savironrment and the rmhag-
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sure. Lo such substance or mixtares
(G Deadlines tiil) the begeflis of the chamical substanos
The Administratar— or mixtora Tor various wses; and

4a
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(iv) the reasonably ascertainable aconom-
le consoquencos of the rule, Incloding con-
sideration of—

{1} the likoly effect of the rule on tha
national sconomy, small business, Lechpo-
lopical inmovation, the environment, and
public haalth:

{I1y the costs and benefits of the pro-
posed and final regulatory action and of
the 1 ar more primary alternative regalia-
tory actions comsidersd by the Adminla-
trator and

(I} the cost effectivencsss of the pro-
pored regulabory action and of the 1 or
mare primary alternative regulatory ace
tiong conabdared by the Adminietrator

(B} Selecting requirements

In selacting amoag prohibitions acd other
postrictiona, the Administrator ahall factor in,
Lo the extant praciticabls, the conglderations
under sobparagraph {(A) in Accordance wikth
gubmsction (L),

(C) Consideration of alternatives

NMasad on Lhe infemation pobllaled order
subparsgraph (A}, in deciding whether Lo pro-
hibit or reatrict in & manmor that substantial-
Iy prevents a spacific comdition of osa of a
ohemical subetancs of mixturs, and ln =et-
Elng an appropriate tranaition pariod for auch
Action, the Administracor shell consider to
the sxbent practicabie, whether tachnically and
eopnamleally feasible alternatives that beno-
fit. henlth or the eoviroonment, comparesd to

the ueg 80 proposed to bo prohibited or re-
atrboted, will b reasanably avallabls 22 & sub-

stitute when the proposed prohibition or other
fartriction takes offoak,
(I} Replacemant parts
(il In gencral
The Admisistrator shall epempl replaces-
menl parts for complex damble goods and
complex consumer goods thal are deslgnad
prior to the date of poblication in the Fed-
efkl Reginler of the Mmle ufdei subasction
{a) unless the Administrator finds that sech
replacemant parts contribote signilicantly
to the risk. Mentified g o risk eveluation
copductad undor sabsection (BiidilA). 0 the
geperal population or to an identified po-

Lenklally sxpossd or susceptible sobpopuln-
tion. -

(il Dhefimil tioinms
In this subparagraph—
(I} tha term “complex comsumer goods™
menns alestronic or mechanical devices com-
poeed of mlkiplk manofactured components,

sumed, desaltroyed, or dircarded aftor a gin-
gl wan,

(E} Articles

[n selecting among peabibitlons and other
reatrietions, the Adrministrulor =hall apply such
prohibitiones or other restrictions to an article
or cilegory of artickes contalnlng the ahems
ical subatance or mixtors only Lo the extent
nocapeary to address Lhe destified rinks from
exposure to the chemical substances or mix-
ture from the article or category of articles
RO Lhat the sabatances or mixtere doos pot
present an anreasonalle risk of injury to healch
or the eovironment identified in the riek eval-
uarian condoeeesd in acoordances with subsec-
tion (b4 AL

(A} Procedures

When prescribing & rule ondsr subeaction (al
the Administrator ahall procesd in accordance
with section 553 of title 6 {withoat regerd Go
uny reference in such section to sections 558
nmd 587 of sech siclad), and sahull &laoe—

{4) publish & notios of proposed rolemaking
elabing with partioalarity the reazon for the
prapossd b

{B) allow interested peraons Lo submit writ-
ton data, views, and arguments, and maka all
such suhmissions publicly avallabbe

{3) promualgate a final role based on the
mubber fn the relemaking record: and

(D) maks amd publish with the mle the de-
termination described in subsection (a).

{d) Effeotive dats

{1} IN GRNERAL.—IE any rils under subeection

(al), the Administrator shall—

(AY specify the date on which 1t shall take ef-
fect, which date ahall be aa soon ns practicabls;
() except as provided in subpnragraphs ()

and ([, specify mandatory compliance dates
for all of the requirements under a ruble under

subzaction (a), which shall be as soon as pracs
Licabkle, bat 6ot laker thaa 5 yoarn after the date
of prommlgacion of the rabe, except in & casa of
a use exempied under subsection (gk

(0 mpecify mandatory complinnca dates for
the start of ban or phase-got FeqQuiremMenls LH-
der a ruls ander pubsection (), which ahall e
s ston a8 practioabls, but not latar than 5 yoirs
after the date of promulgation of the ke, ex-
oopt in the casa of a use axemptad under aub-
goactian (g

(D) specifly mandatory complinmce dates for
full implementation of ban oF phass-0ut Peqguine.
mwenie under & rals under sabesatlon (o), which
shall Be as apon A practicable: aod

(E) provids for o reasonable tranaition peciod.

(2) VARIABILITY —AS determined by the Admin-

with an intended useful life of 3 or maro
yanrs, where the prodoct is typically not
consamad, destroyved, or discarded after a
glngls use, and the composenta of which
would be impracticable to redesign or re-
placs; and

latrator, tha compliamcn daten eatabliabed andear
paragricph (1) may vary for different affectesd per-
BSOS,

(BMA) The Adminlstrator may declare & pro-
posed rale under subsection {8} to be effective.
and compliance with the proposad regoirements



(1T} the térm “complex darabds gpoods™ o e mandatory, apon publication in the Federal
means manofactared goods composed of Register of the proposed rule apd until the com-

100 or more masufactared compononts, with  pliance dates applicable to such requirements in a
an intended useful life of 5 or more wears, fInal role atéd under section 2606(n) of

where the product is typically mot con-  this title or antil the Administrator revokes such

5a
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propossd mabe, in accondance with eubparagraph
(B, if=
(1) the Administrator determines that—

{11 the manufacture, progessing, distribation
in cormmeres, nge, of disposnl of the chemical
substapee or mixtare pabject o pnch propoesd
rule or any combinakion of mch activition 1a
likely to repalt in an unreasonable risk of se-
rious or widespread Injury to bealth or the
environment bafore such effective date with-
ot comsideration of costs or other non-risk
factors: and

(I} making such proposcsd rule so affectlve
is pecssmary to protect the public interesis
and

(i1} in the case of a proposed rule to probibit
the manufactures, proceseing, or distribution of
a chamical anbstancs or mixours becanse of che
rigk determined under claose (iWI), & court hae
iE an aotion undsr pection D806 of Lhis Lithe grani-
ad relicf with respect to such risk associated
with such substance or miztuare

Sach a proposed rile which e made so affective
shall wot, for purposes of judicial review, be con-
sldered fnal pgonay action.

(B If the Adminletrator makes a proposed rule
affective upon its publication in the Federal Res-
fatar, the Administrator shall, as expeditlonaly ws
possible, glve Interested persons prompt notice of
such actioa in accordance with subsoction (c), and
githar promulgate such rule (aeg proposed or with
modificationa) or revole it

e} Polychlorinated biphenyls
(1) Within six montha after Jaouacy 1, 1577, the
Adminisvrator shall promalgate rales to—
{A) prescribe methods for the dispesal of pol-
yahlorinatad biphenyls, and
({B) require polychlorinated biphenyls to be
marked with clear and adequate warnings, and
ipnstroctions with respect to their processing,
distribution in commerce, ues, or disposal or
with respect Lo any cormbination of such activi-
ties

Beguiramente presarilsed by rules ander this para-
graph shall e consistent with the regulrements
of paragraphs (I and (33,

(2KA) Except as provided under subparagraph
(B}, effective one year alter Junuacy 1, 1977, oo
person may manufacture, process, or disiribute
n commercs oF wis any palychlorinated biphanyl
in any mamner other than in a totally endhosed
MaARDer

{B) The Administrator may by rake anthorize
the manufeckore, processing, distribotion 1o com-
mares oF wee (0r any combination of such acblivie
ties) of any polychlorimated biphenyl in a manner
other than in a totally enclosed manner if the
Adminiatrator finds that sech manufacturs, proce
essing, distribution in COMPMETIcE, OF BEG (O COMm-
binatlon of such motivikies) will mot pressnt AN
pareascnalde rigk of injury o bealth or the anvi
TOImEn,

{C) For the purponon of this paragraph, the tarm
peba Ny amdoesd FRanner” WSEans any manness whicl
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(3A) Except as provided in subparagraphs (B)
mnd (G)=

{1) mp person may manafactuore any polischlo-
rinated biphanyl after two weare after January
1. 1677, and

(i1} mo person may process or diptribote in
commered any poychlorinated biphanyl aftor two
and ope-half years after such date.

(B Any person may petition the Adminiatsator
for an examption from the requirermnents of sob-
paragraph (A), and the Administrator may grant
by rale such an exemplion If the Administrator
finds that—

(i} an uareasonable risk of injury to health or
environrment would ot result, and

(11 geod faith efforts have been made Lo de-
volop & chemical substance which door not prosent
an uoreasopabile risk af Injury 1o health or ths
environment and which may be substituted for
such podychiorinatad biphenyl.

aAn exemphbion grantad osder thie subparagraph
phall e sublect to such torme and oonditlone an
the Adminlstraror may prescribe snd ehall ba in
effect for such period (bot not more than one year
from tha dato it ie granted) na Lhe Adminiebrator
may preseribe

() Bubparagraph (A)ahall not Apply o ki dla-
tribution in commoercn of any polyehiorinated bi-
phenyl if such polychlorinated biphenyl was =old
far p other than resale before two and one
nhalf years after October 11, 1978,

41 Any rule onder paragraph (1), (2B or (3B
ehall be promulgatad in accordancs with para-
graph (3) of subsectian (o).

%) This subzoction does nod limit the anthority
of thie Adminlstrator, andsr any other proviaion
o this chapter of Any other Federal law, to take
action respecting any polychlorinated hiphenyl.

i Mercury

(1) Prohibition on eale, distribution, or trans.
fer of elemental mercury by Federal agen-
cles

Excepl as provided in paragraph (3), effective
berinning on October 14, 2008, no Federal agency
ghall convey. eell, or distribute to any olher
Fedaral agency, any State or local governmenk
agency, or any private individual or eatity any
olamenktal meoroury amder tha control oF juris-
diction of the Fodern] agency.

21 Exceplions

Poragraph (1} ahall bt appy o—

(A} B transfer beiween Federal agoncies of
elemental mercury for the sols purpose of [
cilitating storage of mercary to carry out this

chaptar; or
{H) & conveyance, sale, distribatlon, or transg-
fer of coal

(A} Laasas of Federal conl
Mothing in this subsection prohibite tho leas-
img of conl,
(¥} Exemplions
i1} Criteria for exemplion



will ensure thal. any expopnre of homan boings or The Administraior may, as part of a rale pro-
thi environmant o a polychiorinated bipbanyl will malgatnd undar subasction (a), or in a separats
be insignificant as determined by the Adminis- rule, grant an exemption from a reguirement of
trator by rale. a subssction (a) rule for a specific condition of

6a
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ose of & chemical substancs or mixtare, 1 the
Administrator finde that—

LA} the apacific condicion of waa 18 & critical
or esgential wee e which oo technically and
aoonomically Seanible aafer alternative is avall-
able, taking into consideration hazard and ex-
it i =

(B) compllones with the requlrement, s ap-
plied with respect to the specifio condition of
use, would significantly disrupt the national
poonamy, natlonal security, or eritlcal infra-
shrsetares of

() the spooific oondition of umn of the ohom-
ical substance of mMivtara, 48 compared Lo faa-
sonably avallable alternativea, provides & sab-
atantin] bBepefit to henith, the anvironment,
of pablic salety.

(2} Exemplion analysis and sialement

In proposing an sxemption under this subean-
tion, the Administrator shall analyee the nead
for ithe exempiion, and shall make public cthe
analysiz amd a staterment describing how the
analyeim was faken inlo pocount.

3 Period of exemption

The Administrator shall establish, as part of
& role under this sobEection, & time it on

any sxemplion for a time Lo be determined by
the Administrator as reapdmable on & caso-hys-
case basle, and, by rale, may extend, modify, o
eliminate an exemption il the Admilnietrator da-
warmnines, on the bosls of reasonably avallabls
information and afver adequate poblic justifica-
tlon. the exemption warranta extension or modi-
fleation or i3 no longer neoessary.

{4) Conditions

As pare of a rals promulgated onder this sab-
gaction, the Admintstracor shall incloede condi-
tlone. including reasonable recondkeeping, mon-
itoring, and reporting roquirements, to the ox-
tant that the Administrator determines the con-
ditlons nre neceaary to protact heandth and the
environment while achieving the purposss of the
axemption.

{hil Chemlcals that are persistent, hioasscumols-

tive, and toxic
(1) Expedited meotion

Mol latar than 3 vears afiler Jane 2Z, 2008, the
Adminiatrator shal]l propose rulea under subaec-
tion (&) with respect G0 chemical snbstancas iden-
tified in the 2004 updats of the TEOA VWork Flan
for Chamical Asessmenta—

(4] that the Administrator has a resasonables
bnsla o concheds arg toxke and that with re=
spect to persistence and bloacouwmulation score
high for ooe Rod cither high or modarata for
the obther, pursuant to the THCA Work Flan
Chemicils Methods Dacament published by the
Administrator in February 2012 {or a suocces-
aor aoaring sEvatam), and &re 6ot o metil o 4
metal compound, and for which bthe Adminis-
trator has oot completed a Work Plan Prob-
lem Formalation, initlated a review wndar asc-
tiom b, or aplared inko & consent agresmsanl
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population identified by the Administrator, or
the govironment, on the bagis of an exposure
and uss assssament conduored by the Admin.
fatratar

(2 Mo rhl: evaluslion roguired

The Administrator shall not be regaired to
conduct riak evaluations on chemical subatancea
thar are sabject Lo paragraph (1.

(3} Final rule

Mot later than 18 months eftar proposing &
rule pursaant to prragraph (1), the Adminiatis-
tor ahall promuolgato o final rale undsr subsec-
tion (&)
i4) Selecting restrictions

In salecting among probibdcions and other Fe-
strictions promulgated in & rule npdar eubaso.
Bion (o) peracanl o paragraph (1) the Admin-
istrator shall nddress cthe riskes of injory to ealth
or the eovironment that the Adminkstrator de-
eErmmines mee presentsd by the clwmmiorl auls-
sStance amdl shall reduce exposure o the sob-
stanco to the extont practicable.

() Relationship to subsection (b)

If. at any time prior to the date thal = 99
days alter June 22, 3008, the Adminksteantor makes
a desigmation under subsection (bM1WBMH1). or
recalvar A roquost undar subsection (BICANCICI ),
auch chemlcal substance ahall not be subject tp
Lhi=z subzection, except that in selecting among
prohibitions and other restrictions promulgated
ln & rule purssant to gubssorion (&), the Admin-
letrabor ehall oth ensare thal, the chemical sub-
stance moobs the Mulemaking scandard ander
subsaction (a) and reduce expoenre o the sub-
stance to the oxtont practicalde,

(i} Final agency action
Under this section and pubject to pection 81T of
this LIEDS=—

(1} & determination by the Administrator un-
der subsaction (bX4MA) that a chemical aub-
ELands does nol present, an nareasonahle risk of
injury to bealth or the covironment shall be is-
satd by order and copsidered to be & finnd ugency
action, effactive Deglionning on the dste of isso-
ance of the order: and

i3 & final ruls promolgated under subesction
ta). Incleding the associated determinaltion by
Llse Adminiptrabor ander sabeeciion (WA that
g chemical substancs prosants an OAressOnADIE
risk of injory to bhealth or the environment,
plunll be consbdarad Lo bo a flnal agoncy action,
affective eginning on the date of promualgacion
of the final rubs.

ij1 Dafinition

For the purpeses of this chapter, the tarm “re-
guiremant’ as wsed in Ehis section ahall not die-
plice statatory or common Luw,

(Pub. L. =460, title I, §6, Oot. 11, 1676, (0 Stat,
M renmmbesred title I, Pab. Lo 88518, §3(ail),
Ohol. 22, 1886, 100 Stat, 280 amended Puobe L. 108364,
div. A&, Bltle IIT, §31%ad, Oet. 17, 2006, 130 St
2142; Pub. L. I10-414, §3, Oot. 14, 2008, 122 Scat

ARAT: TE:l T 198 15 22650 U 40 Tuvicasns ™ Mm% SHIn



undar asction ¥0E of this titls, prior o June
o Hid: and

(B} pxposure to which under the conditions
af asa 18 [keely o the goperal populatiosn or
e a pobtentially exposed or sesoepiibls sab-

e aEe, & MRS EHJ4. JAaWTERRAM, Walaws 8, W, TRALIES sem, aAFAE, 4RS
Stat. 4603
AMENDMENTS

Bi—Fun, L. 114-1Ek, Bilil), sshsrivutad “Prioricisation,
risk evaloaticn, and regulatioa of chamical subslancss

Ta
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aed mbatores’” for "Hopelaties of kazapdisa chomioal
substamoss and mixtures™ [0 sestion capohing.

Bubeec. {ai Pub. L. 114-163, EHIAMT), o Inceedne-
feey proviiksas, subakliicled '‘elermises 8 acopfdance
with snbaeclion (DH{HAY" for “fnds thak chere 13 & rea-
somable basis kg opcluds™ and s thak tha chembonl
sabnbanca & mixlare ne leaifcr prossnla sach rigk™ for
"o profach adaguataly against sooch risk using the least
bardepecems reguifaERnte, atroek ot “'or will presonc
after “prosonta’, and (pserbod “wed sabject to ssotion
AT of chis tls pnd in gecordancs with gubssction (o),
aftar “ghall by ruke

Hubesss, (AMIMAN CZNAR Fub. L. 118=1H2, §ECZKEL in-
SFed “pr otherwiss pasbrioting” altéer '"prohibiling®*,

Siybese, (AT Pobe L 1H-102, §62EF), insertad “"min-
iremism” Bedore "warnings” (o Bwe places.

Hubses, (a4l Pob L. 104103, § Y0} sobscivated “ap
monitor or conduct bests for “and meniter or coadact
[ 5 14

Sy, (2T Pob L 314-L03, §83i(H), substitated “sach
detarnipatioa’ fr ""such unreascnahle risk of injary™ 1o
subpar, (&) asd for "mipch risk of injury’’ In sabpan (B

Subesc, (b Pob, Lo 114-1E2, §i(3), amendsd subsesn. (b
geoerally. Prior W amesdment, sobeac, (b realated to
qaslily contssd proceduses LR the mipufacloring o peoh-
eraini of & chamical SUhELATRS oF MINIOFE Lo [revent an-
reasoaables sk of Injary o bBealih or the emvircoment

Huabmae, {01 Pab, [ 114=-0EE, §64), amended mibess, {8
gemerally. Prior Lo amesdmens, sobses, (o) relatsd to
peomualgation of subsagtion {a) rules

Baabmse, (duld, (3 Pul, Lo 114=-181, 603 A). added pars
(1) and (3 aed scrock oot former par (1) whieh read as
followee “The Adminlstrator shall specily in any rubs ac-
der pabasclion (i) the dals on whioh 12 shall take affepl,
which dabe shall be as soon a8 Hazibe"" Formes par (20
fadaplanaced (3.

Bubssc, (443, Pob L, 114=182 F&EMA), redeaignatod
par, (23 ks {3k

Rugbesee, (AWIHAL Pub. L 11$-1082, E&8SKOMEXT), I in-
troduclary provialons, aatatituted ¥, and cammplinnis with
the proposed requirssents ©o B mandatory, apon pohli-
catlon In the Federal Begizter of the proposad roke and
ankll sha compllascs datss applioable B pwdh regaird-
menls in & fns) ok promnlgeted nnder section S0S0A0
of this Eitle or wnkil the Sdministrator revodes such pro-
preasd ruln, I8 accamdanecn with sabparagraph (B), i@ for
“ppoa s poblication in the Federal Hegister and until
the effsctive date of (sl action taken, io accordancs
with subpasagcaph (B, pespeifing wech rmle iE

Bagkeee, (AN AKINIL Pofe L. VH-1EL, §8ERCH1KILE, 6.
serted “wittout considerstion of ¢Copte or har noo-riak
fackors™” aller “effective date'’,

Sk (AT B Fub. Lo 114183 &85O0, sakegdrar-
ed ‘i accondancs with subseciica (o). and efiber pro-
fitl@ate sach ruls (as propoasd oF with mcdificalions) aF
Fernle OE Sar Y, provide ressomsble oPpOrtonity. in oo
enrilancs with paragraphs (2 and (3 of sub=sctbsn (c).
for n hearing on #ech ruls, and alther promsslente asah
rok (s progossd or with modiflcatlbons) or revoloe 15 and
il smch & hesring is requestad, the Admdnlsteator ahiall
commmoncs ihe hedring within five days (rem Lhs dals
such request b= mads onlsts tha Adminiatrater and ths
perenn makiog the reguest agmes abid & Maier date for
the hsaring to bagls, and aftes the hearlnp s concluded
the Administrator dball, wichin ten days of the conolu-
shan of the heacing, sither prosmilgate 2och mabe (As pro-
possd or with madificatiena) ar revelke i

Sokbsee (eidk Pub Lo 114182 §d06), sabetitetad “para-
graph 30" for “'prragraphs (2) (), nod (47

Babiaca, £ L6 (5 Pob, Lo 174168, §fT), added sutasca
i) to (0.

ME—Sabese. (T Pub. 1o 100404 ndded aalies. (T

an—Snbass, (eHIHAY, Pab, Lo 106=-354, PXTaK1L (),
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idats Bt In granied, axcepl as provided (o subgacagiaph
(D" Bar “bat nob more oS Yyear the date it is
granted’” o concloding provistons. See Termination Thaka

of M08 Amaedmsnt nota Lalow,

Sabaso, (eEIND). Pab L. 195304, §2170a503). (by, lem-
porarily added sabpar (00 which read sz follows: ““Tha
Administmabar may extand an ezemplich @rantad pars
suamt Lo subparagraph (B chat hes oot yeb explied for
a period mot to excosd G0 dava fof the parpose of aa-
thorizing the Secrotary of Defenss and the Besorobarian
of the military depRromants o provids for the Chaos-
portation ot the gustorms tercitory of the Unfiad Siates
af galbychlarianied bighenyvie gensfated by or under Ltk
canifal of the Dapartmant of Defenss for parphses of
their dispoaal, reatmant,. o8 atorage In the costofma
torritary of the United Riaflsa il thase polychborinated
biphanyls are already 6 transit from their storage lo-
caifons ok che Administrator determines, in the scla
diperetion of 1he Adminlstrabar, they woaldl ool olhsr
wise arrive Lo the customs Lerritory of Lhs Unitsd States
within the perlbod of the origpimal sxemptioo. The Ad-
milalatratar ah&ll prompbly publiesh naflos of aach -
tEmIIon 15 Federal Baglstar” S8 Termination Daks
aof 206 Amendment nots heloa,

TERMINATION DATE oF 38 AMERDMENT

Pab. L. [00-34, div, A, Gieks TIL §30T000, Oxa BT, S,
L30 Seat. 343, provided thak: “The ammpdmosis made by
aubeaction () [emanding this sectbon | shell coase to hats
effect on Bapiembar 5, 2H1E The termination of the ane-

La gEant axempblons purssant o Aechh s
mests shall not effect che walidity of any sxempilon
grastad prior to 2ach date”

EFrfRECTIVE DATE

REaghlon effegifvn Jam. 1. 1907, & asctlon 31 of Pub. L.
B8, set out a8 & rpobe undsr pecilon d00l of this sikba

& 2804, Imminent hazards

{a) Actions authorized and required

(1) The Administrator may commence & civil
action In an appropriats district court of the United
Htatos—

ta) for selzare of an imminently hazardoas
chermical substance OF mixture of any article
containing sadh a subatance or mixtare,

{B) for relief (as anthorized by subssction (bl
against any peraon who mapufactures, process-
on, dirtribuiea |n commercs, of nbes, or disposes
of, an imrminently hasandous chemical substancs
or mixture or any artick containing such a sub-
stance of mixture, or °

{C) for both such seirure and rellafl

A ehvil potion may be commancaed under this para-
graph notwithstanding the existence of a deter-
mination under scction 35 or 26805 of Lthis title, a
ruls under seclion 208, Mo4d, or 2005 of thia title
or subchapter TV, an order under section 2603, 2604,
or 2606 of this title or subchapter IV, or A consenl
sgreement under section 2603 of this titls, and
ndwithstanding the pendency of any administra-
tive or judicial proconding ander any provision of
this ,

(1 If the Administrator has not mado & rale wn-
dior gootion 2608(a) of thin title immedintaly offec-
tive (as anthorized by section 2005{dMINAM1Y of
thiz title) with respoct to an imminently hazard-
ous chemical substance or mixture, the Adminis-
tratar shall commence in & dissrict coart of the



L "mm RAERY AL NS AR S WL T E
Dste of X008 Amandmant note be- Lnitod Blater with reapect to such substance or
Lb:u, Aae Teminae : mixture orf articls contrining such substance or

Sqhese (oWINE). Pub, L 109-388, § 3171020, (b), tempe-  Mixturs & civil action described in subparagraph
rasily substilated “Bbut not more tham 1 year from the (A), (B}, of (C) of paragraph (1)

8a
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£ 2819, Citizens’ civil actions

la) In general
Excapt as provided in subsection (b). any per-
sop may commencd a olvil action—

(1} agninst any person (incloding (A) the Unitad
Htated. apd (B any other governmental isatro-
mentality or apancy o the extent permittad by
the sloventh amepdms=at o the Comnstitotiom)
who Lo allagod to e in violation of this chaptar
o any rale promolgated ander section JH03, 3604,
or W06 of this title, or suhchapter II or IV, or
ardor lesgad under aookion 2608 or 304 of this
Litke or sohchaptar 1T or TV to restradn such vio-
lntion, or

(2 against the Administratar Lo compsl the
Admintstrator to perform any act or duly ooder
thin chaptar which ia aot discmetionacy,

Any civil sogion nnder paruraph (1) shall be beoaght
im the United States district court for the district
in whieh the plleged vlolation aocarred or in which
the defendans resides or in which the defendant’s
principa] place of bukiness is locatad, Any action
brought under paragraph (2) ghall e brooaght in
the United States District Court [or the District
of Colarbia, of tha United Statea district court
for the judicial district in which the plaintiff is
domiciled. The district courta of the United States
shall hawve jurisdiction ower sulis broughlt wader
this section, withoot regard to the amoant in con-
teoversy or the clitizenahip of the partbon. In any
civil actlon ander this subseckion process may be
served on & defendant in any judicial districk in
which the dofemlant realdes or may be found and
aubpoenas for witnesses may be served in any jo-
dicinl district,

b} Limitstion
Mo civil action may be commenced—

(1} under pubsection (K1) to reatrain a viola-
tion of this chapter or e or order under Lhis
0

(Ay bafore the expiration of 60 days aftar
the plaintiflfl has given notice of such viola-
tion (1) to the Adminiatrator, and (1) to the
peraon who is alleged to have committed soch
violation, or

(B) if the Administrator has commenosd and

iz diligently prosecoting a procasding fiee the
immunnce of an order under section 2615(a)(2)
of this title to require compliance with this
chapter or with such rule or arder or if the
Abttorney Gonarnd han commenond and is dili-
gently prosecuting a aivil action in & coart of
the United States to require compliance with
this chapter or with such rule or order, but 1f
such proceeding or civil action 18 commenced
after the glving of notioe, any person giving
such nollos May Intarvens as & matter of right
in such proceeding or action:

(2 under pabsaction (add) before the explra-
tion of @ days after the plaintiff has given no-
tice to the Administrator of the alleged failure
af the Administrator to perform an aok or duty
which is the basis for eoch action or, in the oase
of an action ander sach subsection for the fail-
e af rsa Admiinistrator o file an sction wrdsr

gion by the Administrakor pursuant to section
MWITIMINE) of this tiils; or

(3) in che case of R civil sotion brought o
compel & declaion by the Adminiztrator puarso-
mot Lo section BMITIOWINE) of this titke, after
the date that is 60 days after the deadline speci-
flad 1o section 261T(CAMED of this tikhe

Motioe under this sabsection shall b glven in such
mannar as the Administmtor shall presoriba by rale.

igh Greneral

(13 In any action ander this section, the Admin-
istrator, if nobt a party, may iobervens 85 & mak-
ter of righkt.

(2) The coart, In imauing any final order ln any
petionm brooght pursuant Lo sabsection (&), may
pward coste of suit and reasonable fees for attors
neys and expert witteasss L the court determines
that suwch an award e appropriate. Any coort, in
lesuing ita decision in an action brought Lo re-
view pich an order, may award costs of suit amd
reasonable fees for attornays il the court deter-
mines thak such an award {8 appropeinke.

(31 MNothing in this section shall restrict any
right which any person (or clasa of parsons) may
have ander any stakuts or comman law to ook
enforcemant of this chapter or any e or order
unider this chapter or to aaek any other reliaf.

idl Consolidation

Whan two of more civil sctlons brought undar
gubsection (a) involving the same defendant and
the eame lesues or violations are pending in Two
or more judiclal districts, such pending actions,
wpon applicetion of swech Jdefendants o such Ac-
tiona which is madn to a court In which any such
actlon 18 brought, may, if asch court in ita disora-
tion so decides, be consolidated for trial by order
{impund after giving all parties ropsonabbs notion
amd opportunicy toe be heard) of soch court and
Lried im—

(1) any diatrict which s seleciad by such de-
fendant and in which ope of such astions is pend-
ing,

(%) a district which ls agreed upon by stipuls-
tion between all the parties to suach actions and
in which oo of such actlons s pending, or

(%1 & distriol which &8 selsoted by the courl
and im which one of sach actions 2 pending.

The coart issalngy sech an order ahal]l give prampd
notificRtion of the order to the other courts In
which tha civil actions conaolidated under the o
der are peading.

{Pob. L. fd-46%, Litde I, §30, et 11, 1676, 2D Biak,
2041 pennmberad tiths 1 and amended Pub, L. 98519,
SRHEMNIN, (el Ot 22, 196, 100 Stat. 3083 Pub. L,
102-560, titla X, § MOZL(bMS), Oct, 28, 1062, 1068 BLat,
R Pob, L. 104182, title T, 4§16, 18(n) June =,
018, 130 Stat. 498, 508.)

AMEFIMENRTS

Bohssr. (a¥lk Paob. L. 104182, §19(n), sobetitabed “or-
der iznusd wnder goction 303 cr 200 of thls Litke"' for “or-
der iszusd under seolion B4 of this sithe’

Babacc. (BTN (31 Pab Lo 114=182 § 16, substitated *, ax-
oept Bhal B0 prior petifiostien shall bé roquired in the

[P S L R RPN e g ueapee————" eagpe o v 1 CTO W TUUN Y CE 9
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soction 3806 of this title, before the expiration  aministrator pursuast Lo section G1T(ENINE) of this
of ten days after such notificatlon, excapl thad e o' for period st end of par (3) and &dded par. {3h
no prior sotification shall be reguired in the 1l —GEabaes, (a)(1L Pob L. 102-53) substileted ““sab-
capn of a civil aotion brought to compal & deal  chapter 11 or IV for “subchapter IT” in Swo places

Oa
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1585—Saheec. (a1l Fob. Lo 58519 insertsd references
to subchagtar 11 of this chaptar.

EFFECTIVE DATE

Bactios elleciive Jan. 1, 1§17, & sacllon I1 of Pab L.
-850 pet out a3 o note undsr sectlon 3 of this tile.

§ 3820, Citirens' petitions

(al In general

Any poreonm may pedition the Administrator go
lnitlate a proceading for the lssnancs, amendment,
or repeal of a rale ander section 2600, BE05, or 2607
of this miels or an order andar sectlon 2803 ar
280 a) oF (0} of this title.

bl Procedures

(11 Soch petition shall be filed in the principal
office of the Administrator and shall set forth
theé facts which b s olaimsd satabdiah that it 18
necessary to issoe, amend. or repeal a ruble under
pection D803, 2805, oF F007 of this title oF an ordear
nmdar gacrion 3608 o 2804e) oF (T of this citls.

(Z) The Administrator may hold a public hear-
ing or may conduct anch investipation or proooed-
ing as the Adminlstrator desms appropriate 1o or-
der to dotarmins whethor of pot such pobition alxmakl
be granted,

(3 Within 90 days after filing of & petition da-
scribed 18 paragraph (1), the Administrator shall
either grant or deny the petition, If the Adminis-
trator grants such petikion, the Administrator shall
promplly aofrmencs 4n Appropriatse procesdling in
accordance with section 36803, 2604, 3606, or 2807 of
this Litke If the Administrator denies suoh pelition,
the Administrator shall pablieh in the Padoral Rog-
1ster the Administrators masons for such denisl.

cA) I the Adminiatrator deniss & pelition fiked
under this section (or if the Administrator feils
to grant or deny such petition withio the H0-day
poriod) tha petibloper may commencs & olvl] me-
tlon in a districlt court of the Unieed SkEates to
compnal the Administrator to initiata a ralemak-
ing procesding as requested in the paticlon. Any
guch action shall b filed within &0 days after the
Administrators denlal of the pobition of, if tha
Administrator falls to grant or deny che pecicion
within 90 days alter fling che petition. within &0
days after the sxplration of the W.day poriod.

(B} In an action under subparagraph (A) respsct-
ing & petition to initiate o proceeding to [Baue &
rale under sesotion 2503, 2808, or 5507 of this titls
of an arder ander section 26063 or ¥Mie) or () of
this title, the patitionar shall be provided an op-
portanity to bave adch petition consldered by the
court in & de nove proceeding. If the petitionor
demonatratas to the satisfaction of the court by a
preponderance of tha evidencs that—

(i} in the caee of a pokition to initiate a pro-
ceading for the issnance of & rule under ssction
2003 of this title o an order under section 360G
of 2004a) of thie Likle-—

1) informabion avallabie o the Administra-
tor 8 insulficient to permit & reaszomed eval-
untion of the health and anviroomentnl ef-

focts of the chemical sabstance to b subject
e e SRS R OE e oyl
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pated o anter Lhe eovironment in sobstantial
quantities or thare in or may bo signifioant or
substantial hurman exposure oo 1t or

(11) in the case of & petitlon Lo Initiake a pro=
cesding for the issuance of a rale under section
lbim) or 3607 of this title or an order ander
noction M40 of this tiths, the chemlcal sub-
ptance of mixtirs o be subject ko such rals oF
aorder pressnte an unreasonabie risk of injury
o hanlth or the apvironment, without consider
ation of coste or other sonrisk faclors, iochad-
ing an uarcascnable rink bo a potentinily ox-
posnd or sascephible subpopulacion, onder e
conditions of mea.t

the court shall ordar the Administrator to Lnitl-
ate the action requested by the petitiopar. If the
court Ands that the oxtant of the risk bo health
or the anvironment alleged by the petitioner is
less than the extent of risks to bealth or the en-
vironmant with reapect to which the Adminiaten-
or g caking action andsr this chapter and thers
are insufficient resoaroes availabie to the Admin-
istrator to take the action requested by the peth
tloner, che ooort mAay permit the Administrator
to defer initiating the action requestod by the pe-
titiomor until such time as the court prescribas.

{C) The court in lesuing any Mnal onder-in any
action brooght pursunnt to subparagraph (A) MAY
award costs of sult and rerscnabde fees for atcor-
noys and cxpert witnessas if the court determines
that swech an award 18 appropriate. Any court, in
isgning ils decizion in an action brooght @0 re-
view suwch an order, may award costs of suit and
renEonable foas for attorneva I the court deber
mimes that such an award is ake

(&) The remediea under this sectlon shall ba in
addition 1o, and not in lien of, other remediss pro-
vided by law.

{(Pub. L, G4-488, titls T, §21, Oct, 11, 1976, %0 Seat,
HMZ; renumbered title 1, Pub, L. 989-519, §3icK1).
Oct. 22, 1086, 100 Stat, 2960, amanded Fub, L. 114182,
Litle 1. §180), Juna 22, 3016, 130 Stat, 508

AMEN CTRTH

HG—Subsee. (o) Pub. Lo 114-183, § Mol ]l subetitgled
“ordier wnder gection 3803 or 260800 or (7 of (his pitle™ for
g aEder eedlion e aor LI af this Lk,

Subssa. (b1} Peb L. 34-18F § 18002004, sobstitiatad
“order under seotion 3202 or 26048 or (0 of this tile™ for
“rdar ander saobicn 2008080, TS 1AY, or P06 LN T
af ehis elgls™,

Subsed, (b4 Fob Lo 114-18E § 1o 2K HENL), swhabl-
tisted “arder andes sactioe IHE o M0dial o {F) of this
thtla’ foe “ondar andar sectbon S e of JEISBND) of this
il fa lnisedaclery provisions

Subasa, (BMACHNL Puals L, 104-102, § I a)(ZEICLLR sub.
stiboted “order under section 200 ar JE0d(e) of this Tigla™
for “order nndsr sectlon MEEe of chis tigle' in Inieodiss-
tory peovinioss

Snbsea. (WMANBMI) Pob Lo 114-182 § M8 2B,
suhrtitabed “saction 2606 or 3607 of this tde or an or-
der usddar eecblon PO of Lhids Lle tha chesnical suks-
shancs o mirturs Lo be sabject o sweh rale of order Qirs-
senbe an unreasanahde risk of Injury o healih oF ths s
vironmeant, withoul consblsmiion of cosba of othsr nos-
rizk factors indluding an unreasomabés risk Bo o petan-
tlally expomssd ar saseorptibln snbnoomlatcion. ands® che



" (IT) o the abssncs of v nfarm cenditionn of uae'’ for “section #06 or 207 of th
ﬁuﬂ'ugl::h;aw pr&&iﬁwlﬂﬁ an order under saciion ZMS(bKE) of this tike chere ts
to health or the environment, or tho substance ocoable basis to conclade thak the lasuance

15 or will be produced in substantial gquanti-
tles and it enters or may reasonably be antici- VAo is orlpisa]. The period probaliy shoeld B semiomion.

10a
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Fila oF arder 18 oscssary Lo pROlect health or the emvd
rofment aeninet an anreascaaibls risk of iajury Lo baalkh
o2 Lhe enyviresiriamt™,

Errecnive DaTE

Sectlon effective Jan. 1, 1977, soe section 31 of Fob. Lo
408, seb out ns & oobs under sectiom I of Ehis titke

4 B0, Metlonn]l defense waiver

The Administrator ghall walve compliance with
any provision of this chapter upon a request nd
datermination by the Freshilant that the requast-
#d walver [ nocosanry in the Interost of national
dafonse, The Adminletrator shall maintain & writ-
ten record of the bazizs upon which swch walver
wis gronted and maks such record availabde for
in crmera samination when relevant in & jodi-
clal procecding under thie chapter, Upon the issu-
ance of sueh a waiver, the Adminlstrator shall
publish in the Federal Register a notice that the
wiiver was grantad for national defonss purposes,
unless, upen the reqoest of the Presldent, the Ad-
miniskrator determines to omit such publication
becaunsa the publication teelf would bo conkrary
o it interasts of nationn] defenss, In which event
the Admiaistrator shall submit notice thersol (o
the Armed Services Cormmiitess of the Senate
and the House of Ropresentatives.

(Pab, L. 8480, title [, §22. Oct. 11, 1976, §0 Stat.
aMd: renamberad citle I Pob Lo 95519, §3o)(l),
Oot, 23, 108G, 100 Sial. 068,

EFFECTIVE IWTE

Spctian efsctlve Jan. 1. 1077, sae pection 3 af Tab L.
4-1A0, seb out as & nobs wnder saction 3L of chis tithe

b 2522 Employers profection

(m) Inm general

Mo employer may discharge apy employes of
otherwise discriminate against any employes with
regpect to the employess cofmpsensation, terms,
conditions, or priviloges of employment becauns
che smplores (or any pEresn CUIRE pursaant Lo a
reguest of the employes) has—

(1) oomrmenced, caused bto be commanted, oF
is phonl Lo COMIMETcE OF CANSE T be commenead
a procending ander this chapler

(2 vastifled or ip about to teskify In any such
proceeding: or

i3y aexistod or participated or i about to as-
sist or participate in any manser la s0ch & pro-
coeding of 16 any other action to carry out the
purposes of this chapter

1) Remedy

(13 Any emplmyes who bhelboves that the amployen
hae been discharged or otherwiss discriminated
against by any poreon lo violation of subsection
(a) of this secticn meay, within 30 days after such
alleped viodation occurs, file (or have any person
files on the smployecs behall) & complaiat with
the Sacretary of Labor (herelnaftar in this see-
tiofn referred to as the “Secretary™’) alleging such
discharge or diserimination. Upon receipt of such
a complaint, the Secretary shall notify the per-
son mamed in the complaint of the filing of the
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plaint, the Sscretary shall complete poch inves-
tigation and shall aotlfy in wrikting Lhe complain-
ant {ard any person actiner on behelf of the com-
plainant) and the peraon alleged to have commit-
tad guch viclazion of the rosults of Ehe invosliga.
tion condected parsoant o this paragraph, Witkh-
in ninety days of the recelpt of such complaint
the Secretary ahall, unless the procesding on the
complaint iz terminated by the Secrotary on the
bazls of a seltloment sptered into by the Boecra-
tary and the person alleged to have comrmitted
ewth viclation, 1ague an order either providing the
raliaf proscribed by subparagraph (B) or denying
the complaint. An order of the Seccratary shall be
made on the record after notice and opportunity
for apency hearing. The Seoretary may not enter
into B sethlement terminating a procesding on &
complaint without the participation and consent
of the complalnant.

(B) If in response Lo a complaing filed omder
paragraph (1) the Socrotary determines that a
violatioa of suteection (&) of this section has oo-
carrod, the Seorelary shall order (1) the peraoca
whi committed sech violatdon to take affirma-
Live action to abate the wiclation, (1) such perasocn
ko roinstats the complalnant to the complainant's
formar position together with the compensation
(including back pay). terme, conditions, and privi-
logoa of the complainants employmant, (il come-
pensatory damages, and (iv) where appropriace,
exemplary damages. If such an order isseed. Lhe
Becretary, ab the request of the complainant, ahall
aszass Agrinst the person againet whom thea order
i# fasued a pum equal to the aggregate amount of
mll eoats and expendas (including attorney's fees)
reasonably inourrsd, ag determined by the Seore-
tary, by the complainant for, or In connaction with,
thir bripging of the complaint upon which the op-
der was fesued.

(o) Review

(1) Any employee o employer adversely affected
or aggrievad by an order lasued under subasction
(b} may obtain review of the order in the Unitad
States Court of Appeals for the circult in which
the violatlon, with respect to which the ardar was
issned, allegedly occurred. The petition for re-
vigw must be flled within sixty days from the 18-
suance of the Secretary’s order. Review shall can-
form Lo chaptar 7 of tithe 5§,

(23 An opder of the Beordlary, with respéct 0
which review conld have been chtained under para-
graph (1), shall not be sabject to judicial review
in any criminal or other civil procesding.

{d} Enforcement

Whenover a perssn has falled to comply with an
order iesued under sohsection (bMI), the Seore-
tary shall file a civil action in the United States
digtrics conrt for the district ln which the wilola-
tion was found to occur to enforce such order. In
pctiops Brought andor this subasction, tho dis-
trict courts shall kave jurisdiction to grant all
appropriate relief, inclading injunctive relief and
compensatory and exemplary damages,

(el Exclusion
S Eaeaklan iy & Fhia sesiion sahall Bt anply
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(2%A} Upon receipt of a complaint filed under With respect to any employes who, acting without
paragraph (13, the Secretary shall conduct an in-  direction from the employee’s employer (or any
vegtigation of the viclation alleged in the com- agent of Lhe employer), dalilssrnbely oGUSas & V10-
plaint. Within 30 days of the receipt of auch com-  latlon of any requiremeat of thie chapter.

11a



