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INTRODUCTION

Congress enacted the Toxic Substances Control Act, 15 U.S.C.
§ 2601 et seq. (TSCA), in 1976, to protect human health and the environ-
ment from the dangerous chemical substances that surround us. In 2016,
Congress amended TSCA, directing the United States Environmental
Protection Agency (EPA) to prioritize review of the most dangerous
chemicals and comprehensively evaluate the risks those substances pose
to human health and the environment. When EPA’s evaluation shows
that a chemical presents an unreasonable risk to health or the environ-
ment, EPA must enact regulatory measures to eliminate such risk.

Methylene chloride 1s one of the ten highly toxic chemical
substances that EPA prioritized for initial review under TSCA.
Inhalation of methylene chloride fumes can cause death within minutes,
and long-term exposure can cause cancer, liver and kidney failure, and a
variety of other long-term health effects. Despite these severe and
undisputed health consequences, EPA’s final risk evaluation for
methylene chloride substantially understated the risks of the chemical
and determined that six common uses of methylene chloride pose no

unreasonable risk of injury to human health—making it unlikely that
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EPA will enact rules to protect individuals exposed to methylene chloride
as a result of those activities. State and Municipal Petitioners—New
York, Hawail, Illinois, Maine, Maryland, Massachusetts, Minnesota,
New dJersey, Oregon, Rhode Island, Vermont, the District of Columbia,
and the City of New York— challenge EPA’s determination, which leaves
their residents and the environment unacceptably exposed to the
extreme hazards of methylene chloride.

EPA’s final risk evaluation for methylene chloride should be set
aside because EPA’s analysis 1s arbitrary and capricious, without
substantial evidence, and violated TSCA’s requirements in several
respects. By analyzing the risks of methylene chloride only on a use-by-
use basis, EPA violated the statute’s clear mandate to evaluate the risks
of a chemical substance comprehensively and holistically. EPA also
failed to analyze significant exposure pathways from environmental
pollution, improperly considered regulatory protections under other
statutes that TSCA forbids EPA from considering, and failed to comply
with TSCA’s mandate to consider the unique risks posed by methylene

chloride to especially susceptible and vulnerable populations.
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Independently, EPA’s analysis must be set aside because the risk
evaluation fails to satisfy TSCA’s evidentiary requirements. TSCA
requires EPA’s findings to be supported by substantial evidence and
directs EPA to use reliable and representative data. Despite these clear
statutory requirements, EPA relied on unfounded assumptions lacking
record support or explanation when concluding that six uses of methylene
chloride pose no unreasonable risk to human health or the environment.

To cure these manifest deficiencies, the Court should set aside
EPA’s final order and require EPA to revise its risk evaluation to

comprehensively address the risks presented by methylene chloride.

JURISDICTIONAL STATEMENT

On June 24, 2020, pursuant to TSCA section 6(b)(4), 15 U.S.C.
§ 2605(b)(4), EPA issued an order determining that six uses of methylene
chloride do “not present an unreasonable risk of injury to health or the
environment.”! EPA, Risk Evaluation for Methylene Chloride (Dichloro-

methane, DCM) (June 2020) (“MC Risk Evaluation”), subsec. 5.4.1

1 See Methylene Chloride (MC); Final Toxic Substances Control Act
(TSCA) Risk Evaluation, 85 Fed. Reg. 37,942 (June 24, 2020); 3-NYER-
340-42.



Case: 20-72091, 01/25/2021, 1D: 11980881, DktEntry: 42-1, Page 14 of 78

(hereafter, “Final Order”); 1-NYER-4-5. EPA’s “no unreasonable risk”
determination is a final agency action subject to judicial review in the
United States Court of Appeals for the District of Columbia or the circuit
in which the petitioner resides. See 15 U.S.C. §§ 2605(1)(1), 2618(a).

On August 17, 2020, pursuant to Federal Rule of Appellate
Procedure 15, TSCA sections 6(1)(1) and 19(a), see 15 U.S.C. §§ 2605(1)(1),
2618(a), and section 10 of the Administrative Procedure Act (APA), see
5 U.S.C. §§ 701-706, State and Municipal Petitioners timely filed a peti-
tion for review of the Final Order in the United States Court of Appeals
for the Second Circuit. See New York v. EPA, No. 20-2729 (2d Cir. 2020),
ECF No. 1; 4-NYER-627-33. On November 4, 2020, the petition for
review was transferred to this Court pursuant to 28 U.S.C. § 2112(a)(5).
See ECF No. 63. On November 24, 2020, the petition was consolidated
with another petition for review of the same EPA action. See Neighbors

for Environmental Justice v. EPA, No. 20-72091, ECF No. 30.

STATEMENT OF THE ISSUES PRESENTED FOR REVIEW

1.  Whether EPA acted unlawfully in: (a) evaluating the risks of
methylene chloride on a use-by-use basis as opposed to evaluating the

risks of the chemical holistically and comprehensively; (b) excluding from

4
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the risk evaluation major sources of exposure to methylene chloride; and
(c) considering as part of the risk evaluation extra statutory protections
that TSCA precludes EPA from considering.

2. Whether EPA lacked substantial evidence in support of its
determination that six “conditions of use” of methylene chloride do “not

present unreasonable risk of injury to health or the environment.”

STATUTORY ADDENDUM

State and Municipal Petitioners attach a separate Statutory

Addendum to their Opening Brief. 9th Cir. R. 28-2.7.

STATEMENT OF THE CASE
A. The Toxic Substances Control Act (TSCA)

Congress enacted TSCA in 1976 to “prevent unreasonable risks of
injury to health or the environment associated with the manufacture,
processing, distribution in commerce, use, or disposal of chemical
substances.” S. Rep. No. 94-698, at 1 (1976); see Safer Chems. v. EPA,
943 F.3d 397, 406-07 (9th Cir. 2019) (discussing Congress’s purpose in
enacting TSCA). TSCA reflected Congress’s concern that “we have

become literally surrounded by a man-made chemical environment,” and
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that “certain of these chemicals present lethal health and environmental
dangers.” S. Rep. No. 94-698, at 3.

In enacting TSCA, Congress concluded that the existing regulatory
framework for toxic chemicals was too “fragmented,” and that it was
“Inadequate” to address the health and environmental risks posed by
toxic chemicals. See H.R. Rep. No. 94-1341, at 6 (1976). While individual
agencies were “authorized to regulate occupational, or environmental, or
direct consumer hazards” within their limited jurisdictions, no agency
“ha[d] the authority to look comprehensively at the hazards associated
with the chemical.” S. Rep. No. 94-698, at 2. TSCA was designed to,
among other things, give EPA “the authority to look at the hazards in
total.” Id. To that end, TSCA granted EPA a new “information-gathering
responsibility” and authorized the agency to regulate “chemicals
themselves”—as opposed to products containing chemicals, or chemical
discharges and emissions. Safer Chems., 943 F.3d at 406.

As relevant here, section 6(a) of TSCA required EPA to restrict the
manufacture, processing, or distribution of a chemical if the agency found
“a reasonable basis to conclude” that those processes posed “an unreason-

able risk of injury to health or the environment.” Pub L. No. 94-469,
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§ 6(a), 90 Stat. 2003, 2020 (1976). EPA was authorized to impose restric-
tions on a chemical only “to the extent necessary to protect adequately
against such risk using the least burdensome requirements.” Id.

Despite Congress’s goals, EPA’s implementation of TSCA was
hindered “by shortcomings in the statute itself, and by several key
decisions of Federal Courts and the Agency’s interpretation of those
decisions.” S. Rep. No. 114-67, at 2 (2015); see also Safer Chems., 943
F.3d at 407 (summarizing EPA difficulties implementing TSCA).
Addressing these issues, in 2016, Congress enacted the Frank R.
Lautenberg Chemical Safety for the 21st Century Act, Pub. L. No. 114-
182, 130 Stat. 448 (2016) (codified at 15 U.S.C. § 2601 et seq.), to amend
TSCA and “provide broad protection of human health and the
environment” and “Iimprove availability of information about chemicals,”
S. Rep. No. 114-67, at 6.

The 2016 amendments strengthened section 6 of TSCA. Section 6
now provides that if EPA determines “that the manufacturing,
processing, distribution in commerce, use, or disposal of a chemical
substance . .. presents an unreasonable risk of injury to health or the

environment,” EPA must take regulatory measures—up to and including
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a complete prohibition on use and distribution—*“to the extent necessary
so that the chemical substance . . . no longer presents such risk.” 15
U.S.C. § 2605(a). Under the amendments, EPA is no longer required to
use the least burdensome means to address a chemical’s risk to health or
the environment. See id.; H.R. Rep. No. 114-176, at 23 (2015).

The 2016 amendments also enacted a new section 6(b), which
creates a comprehensive risk evaluation process for determining whether
a chemical substance presents an unreasonable risk to human health or
the environment. See 15 U.S.C. § 2605(b); H.R. Rep. No. 114-176, at 23-
25. During the first stage of the process, EPA must identify “high-
priority” chemicals, i.e., chemicals posing the greatest potential risk to
human health or the environment based on the potential for hazard and

exposure, among other considerations, such as persistence and

bioaccumulation.2 See 15 U.S.C. § 2605(b)(1); 40 C.F.R. §§ 702.1-702.17.

2 See EPA, TSCA Work Plan Chemicals, https:/www.epa.gov/
assessing-and-managing-chemicals-under-tsca/tsca-work-plan-
chemicals#select. All websites last visited on Jan. 24, 2021.
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On December 19, 2016, EPA published its initial list of 10 such high-
priority chemical substances, which included methylene chloride.3
During the second stage—the “risk evaluation” stage—EPA must
determine whether a chemical “presents an unreasonable risk of injury
to health or the environment, without consideration of costs or other
nonrisk factors.” 15 U.S.C. § 2605(b)(4)(A). Among other things, that
analysis must consider any “unreasonable risk to a potentially exposed
or susceptible subpopulation identified as relevant to the risk evaluation
by [EPA], under the conditions of use.” Id. The term “conditions of use’
means the circumstances, as determined by [EPA], under which a
chemical substance is intended, known, or reasonably foreseen to be
manufactured, processed, distributed in commerce, used, or disposed of.”
Id. § 2602(4). And a “potentially exposed or susceptible subpopulation’

means a group of individuals within the general population identified by

3 Other priority chemicals included, asbestos—a notorious
carcinogen—and perchloroethylene, commonly known as PERC—a
highly toxic chemical substance used frequently for dry cleaning that can
cause cancer and long-term neurological impairment. See Designations
of Ten Chemical Substances for Initial Risk Evaluations Under the Toxic
Substances Control Act, 81 Fed. Reg. 91,927, 91,928 (Dec. 19, 2016); 3-
NYER-587.
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[EPA] who, due to either greater susceptibility or greater exposure, may
be at greater risk than the general population of adverse health effects
from exposure to a chemical substance or mixture, such as infants,
children, pregnant women, workers, or the elderly.” Id. § 2602(12).
When conducting the risk evaluation, EPA is required to make a
determination based on the “weight of scientific evidence,” using the “best
available science” and all “reasonably available information.” Id.
§ 2625(), (h), and (k); 40 C.F.R. § 702.33. EPA is not permitted to
consider “costs or other nonrisk factors,” see id. 15 U.S.C. 2605(b)(4)(F),
meaning EPA must assess the risk to human health and the environment
without considering “the costs or benefits of the substance or possible
restrictions on the substance” under other statutory schemes. See S. Rep.
No. 114-67, at 17. By precluding EPA from considering “costs or other
nonrisk factors,” Congress sought to address shortcomings under the
original TSCA scheme, which hindered EPA’s ability to take regulatory
action by suggesting “that cost and benefit considerations must be
applied to the Agency’s decisions on the health and environmental risks

posed by a chemical substance.” Id. at 4.

10
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The risk evaluation itself has three linked components. The first
component requires EPA to prepare an initial scope document that
1dentifies the focus of the risk evaluation, including the hazards, expo-
sures, conditions of use, and potentially exposed or susceptible subpopu-
lations that EPA expects to consider. See 15 U.S.C. § 2605(b)(4)(D).

The second component requires EPA to analyze “available
information” on the hazards and exposures, “including information that
1s relevant to specific risks of injury to health or the environment.” 15
U.S.C. § 2605(b)(4)(F); see 40 C.F.R. § 702.41(a), (d), (¢). Among other
things, this compels EPA to consider the types of human and environ-
mental hazards, the relationship between the dose of the chemical
substance and the health and environmental effects, and all relevant
potentially exposed and susceptible subpopulations. See 15 U.S.C.
§ 2605(b)(4)(F); 40 C.F.R. § 702.41(d). EPA must also identify the likely
duration, intensity, frequency, and number of exposures to a chemical
under the known and expected conditions of use. See 15 U.S.C.
§ 2605(b)(4)(F); 40 C.F.R. § 702.41(e)(1). And the agency must consider
chemical-specific factors, including how the chemical moves through the

environment and interacts with ecological receptors. See 40 C.F.R.

11



Case: 20-72091, 01/25/2021, 1D: 11980881, DktEntry: 42-1, Page 22 of 78

§ 702.41(e). EPA must then integrate and assess the reasonably avail-
able information on hazard and exposure. See 15 U.S.C. § 2605(b)(4)(F)(1);
40 C.F.R. § 702.43.

In the final component of the risk evaluation, EPA must determine
whether the chemical presents an unreasonable risk to health or the
environment. See 15 U.S.C. § 2605(b)(4)(A); 40 C.F.R. § 702.47. A
determination that a chemical poses no unreasonable risk ends the TSCA
process and is deemed “final agency action” subject to judicial review. See
15 U.S.C. §§ 2605(1)(1), 2618(a)(1)(A). If EPA determines that a chemical
presents an unreasonable risk to health or the environment, the agency
must immediately move to the final stage, risk management. See 15
U.S.C. § 2605(a); 40 C.F.R. § 702.49(c). During the risk management
stage, EPA must implement rules to eliminate the unreasonable risk,
including use restrictions, limitations on production, warning labels,
recordkeeping, or product or disposal bans. See 15 U.S.C. § 2605(a). The
risk management measures adopted by EPA, along with the
unreasonable risk determination, are subject to judicial review. See id.

§§ 2605(1)(2), 2618(a)(1)(A).

12
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B. The Severe and Imminent Health Risks Posed
by Methylene Chloride

1. Methylene chloride is lethal in high doses,
causes severe, long-term illness, and harms
the environment

Methylene chloride, also known as dichloromethane and DCM, is a
highly toxic and volatile solvent that is currently manufactured,
processed, distributed, and disposed of within the borders of the State
and Municipal Petitioners.# Over 260 million pounds of methylene
chloride are produced each year in the United States. See 85 Fed. Reg.
at 37,944; 3-NYER-342. The chemical is used in a wide range of
industrial, commercial, and consumer applications, including paint
stripping and removal (30%), adhesives (22%), pharmaceuticals (11%),
metal cleaning (8%), aerosols (8%), chemical processing (8%), and flexible
polyurethane foam (56%). See EPA, Problem Formulation of the Risk
Evaluation for Methylene Chloride (Dichloromethane, DCM), at 11 (May

2018) (“MC Problem Formulation”); 3-NYER-569

4 See EPA, Nontechnical Summary of the Risk FEvaluation for
Methylene Chloride (Dichloromethane, DCM), at 3 (June 2020); 3-NYER-
419.

13



Case: 20-72091, 01/25/2021, 1D: 11980881, DktEntry: 42-1, Page 24 of 78

Methylene chloride can cause severe adverse health risks from both
short- and long-term exposures. Significantly, methylene chloride turns
into carbon monoxide in the body and can stop the oxygen supply to the
heart.5 See MC Problem Formulation, at 45; 3-NYER-577. At high doses,
methylene chloride can thus be immediately lethal: it can result in death
by heart attack or asphyxiation within minutes. Acute exposures can
also cause the breathing center of the victim’s brain to shut down, leading
to hypoxia, coma, and death.6 See MC Risk Evaluation, at 33, & App. J;
2-NYER-12, 293. Other acute nervous system effects include sensory
impairment and loss of consciousness. See MC Risk Evaluation, at 33,

App. J; 2-NYER-12, 293.

5 See also EPA, Office of Chemical Safety & Pollution Prevention,
TSCA Work Plan Chemical Risk Assessment: Methylene Chloride: Paint
Stripping Use (“TSCA Work Plan”), at 79 (Aug. 2014); 3-NYER-590; see
also U.S. Dep’t of Health & Human Servs., Agency for Toxic Substances
& Disease Registry, Toxicological Profile for Methylene Chloride
(“Toxicological Profile”), at 15-28 (Sept. 2000); 3-NYER-598-605, 4-
NYER-608-13.

6 See also Methylene Chloride and N-Methylpyrrolidone; Regulation
of Certain Uses Under TSCA Section 6(a), 82 Fed. Reg. 7,464, 7,482-85
(Jan. 19, 2017) (discussing adverse health effects of methylene chloride
studied in earlier EPA assessments); 3-NYER-582-85.
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Although many deaths attributable to methylene chloride are
misidentified or unreported, EPA identified at least 85 fatalities in the
United States between 1980 and 2018 that were caused by acute
methylene chloride exposure.” See MC Risk Evaluation, App. J; 2-NYER-
293. Of these fatalities, over 80% were occupational users. Id.; 2-NYER-
293. Examples of such occupational fatalities include a worker in New
York who died from acute methylene chloride exposure while helping his
father refinish a bathtub in a hotel bathroom,® and a worker in
Massachusetts who died while cleaning a 250-gallon reactor vessel with
methylene chloride.?

Long-term exposure to methylene chloride can also result in serious
adverse health effects. Prolonged exposure to methylene chloride can

result in severe nervous system effects, including cognitive impairment

7 See also Safer Chemicals, Healthy Families, U.S. Deaths from
Methylene Chloride (Mar. 2018), https://saferchemicals.org/us-deaths-
from-methylene-chloride/ (reporting a similar fatality figure and noting
that many fatalities “may not have been reported or the death may have
been mistakenly attributed to a cause other than methylene chloride
exposure”).

8 See 82 Fed. Reg. at 7,482; 3-NYER-582.

9 Safer Chemicals, Healthy Families, supra.
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and attention deficits. See MC Risk Evaluation, at 288-89; 2-NYER-243-
44, 82 Fed. Reg. at 7,483; 3-NYER-583. In addition, methylene chloride
has been linked to cancers of the liver, brain, and lung, non-Hodgkin’s
lymphoma, multiple myeloma, and toxicity of the liver, kidneys, and
reproductive systems. See MC Problem Formulation, at 45-46; 3-NYER-
577-78; MC Risk Evaluation, at 33, App. L.4; 2-NYER-12, 313; 82 Fed. at
7,471; 3-NYER-580.

These adverse health effects are not limited to direct users of
products containing methylene chloride. Because methylene chloride is
highly volatile and can be transported by air and through heating and
venting systems, individuals in the vicinity of someone using methylene
chloride may also suffer from the acute and long-term health effects of
methylene chloride exposure.l® For example, in one incident in South
Carolina, two workers went to check on a third colleague who had been
using a paint remover containing methylene chloride. All three workers

died from acute methylene chloride exposure, and three emergency

10 See TSCA Work Plan, at 88-89; 3-NYER-593-94.
16
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responders required hospitalization following their exposure to the toxic
chemical. See 82 Fed. Reg. at 7,482-83; 3-NYER-582-83.

In addition to health risks, methylene chloride presents significant
risks to the environment. The air in many parts of the United States is
polluted with methylene chloride. And methylene chloride is also known
to cause ozone depletion, which causes higher exposures to ultraviolet
radiation at the Earth’s surface, damaging plants and marine

ecosystems, among other things.1!

2. State and Municipal Petitioners’ residents are
exposed to methylene chloride through diverse
pathways

The State and Municipal Petitioners’ residents are exposed to
methylene chloride through both commercial and consumer activities.
EPA estimates that over 6.8 million workers and 1.4 million occupational
non-users nationwide face exposure to methylene chloride each year. MC

Risk Evaluation, at 130-31, Table 2-27; 2-NYER-85-86. Individuals may

11 See EPA, Health and Environmental Effects of Ozone Layer
Depletion, https://www.epa.gov/ozone-layer-protection/health-and-
environmental-effects-ozone-layer-depletion.
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be exposed to methylene chloride through consumer or commercial uses
of products that contain the chemical-—such as paints, adhesives,
lubricants, automotive products, footwear, and toys.12 See MC Problem
Formulation, at 40-41; 3-NYER-572-73; MC Risk Evaluation, at 74-226
(assessing human and environmental exposure pathways); 2-NYER-29-
181.

Residents of State and Municipal Petitioners also face exposure
from environmental pollution. Methylene chloride has been found in
urban air and at hazardous waste sites, which release methylene chloride
into the air, groundwater, surface water, and soil.13 In New York alone,
there are 57 environmental remediation sites where methylene chloride
is listed as a chemical of concern.l4 Five of these sites are located in

Nassau and Suffolk Counties, where groundwater is the sole source of

12 See also EPA, Draft Risk Evaluation for Methylene Chloride
(Dichloromethane, DCM) (Oct. 2019) (“Draft MC Risk Evaluation”), at 35-
36; 3-NYER-539-40; Toxicological Profile, at 3; 3-NYER-597.

13 Toxicological Profile, at 3; 3-NYER-597.

14 See N.Y. State Dep’t of Envtl. Conservation, Environmental
Remediation Sites, https://data.ny.gov/Energy-Environment/
Environmental-Remediation-Sites/c6ci-rzpg.
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drinking water for almost 3 million residents.'> Methylene chloride is
also released in surface waters, which can cause exposures to amphibians
and fish. See MC Risk Evaluation, at 102-08; 2-NYER-57-63; see also
Draft MC Risk Evaluation, at 290, 389, 569-91; 3-NYER-542, 544, 545-
67.

In light of the significant public health and environmental risks of
methylene chloride, the State and Municipal Petitioners have enacted
measures to address the harmful effects of methylene chloride exposure.
For example, New York has prohibited in-state sales of a variety of
products that contain methylene chloride, including certain adhesives,
adhesive removers, electrical cleaners, footwear or leather care products,
and graffiti removers. See 6 N.Y.C.R.R. § 235-3.1(g)(3), (1)(1), (m)(1). New
York has also restricted the use of methylene chloride in plumbing and
sewage cleaners, thereby reducing the presence of the chemical in New

York’s waters. See N.Y. Envtl. Conserv. Law §§ 39-0103, 39-0105(1)-(2).

15 See N.Y. State Dep’t of Envtl. Conservation, supra.
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The State has also set a health-based guideline to limit methylene
chloride in indoor air.6

Maryland’s protective measures have included banning the sale,
supply, offer for sale, or manufacture of a variety of products containing
methylene chloride, including adhesive removers, electric cleaners,
construction panel and floor covering adhesives, and graffiti removers.
See Md. Code Regs. §§ 26.11.32.08-26.11.32.09. Maryland has also
restricted the concentration of methylene chloride allowed in any
flammable multi-purpose solvent or paint thinner. See id. § 26.11.32.05-
1. And Maryland has introduced monitoring measures that require the
manufacturers of consumer products containing methylene chloride to
report the name of the product and the total volume of in-State sales. See
id. § 26.11.32.14(c).

Under the Massachusetts Toxics Use Reduction Act, Mass. Gen.
Laws ch. 211 (the “Massachusetts Act”), Massachusetts requires certain

chemical users in the Commonwealth to report annually on their use of

16 See N.Y. State Dep’t of Health, Tenant Notification Fact Sheet for
Dichloromethane, https://www.health.ny.gov/environmental/indoors/air/
contaminants/dichloromethane.htm.
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toxic chemicals and complete toxics-use reduction planning every two
years. See Mass. Gen. Laws ch. 211, §§ 10 and 11. Methylene chloride is
on the hazardous chemicals list developed in accordance with the
Massachusetts Act and is subject to the statute’s requirements. See id.
§§ 9 and 9A. Moreover, the Massachusetts Toxics Use Reduction
Institute and the Massachusetts Office of Technical Assistance and
Technology, its partner agency, work with Massachusetts businesses and
communities to reduce their use of toxic solvents, including methylene
chloride. See id. §§ 6 and 7.

New Jersey prohibits the in-state sale, distribution, supply, and
manufacture of a variety of products that contain methylene chloride.
See N.J. Admin. Code § 7:27-24.4(n). Methylene chloride is also listed in
the “Special Health Hazard Substance List” for purposes of the New
Jersey Worker and Community Right to Know Act, which means that
employers must periodically report to the State about their use and
storage of methylene chloride. See id. § 8:59-9.1 & app. A.

Vermont regulates methylene chloride in several ways. First,
Vermont treats methylene chloride as a hazardous air contaminant

subject to emission limits. See Vt. Code R. § 16.3-100:5-261(1)(a) & Apps.
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B & C. Second, the State has established a water quality standard in all
Vermont waters for both human health and aquatic biota protection. See
Vt. Code R. § 16.5-100:3-01(B)(10) & App. C. Third, the State requires
manufacturers of children’s products containing methylene chloride to
report certain information about the products to the State. See Vt. Stat.
Ann. tit. 18, §§ 1773, 1775; Vt. Code R. § 12.5-54:5.0-6.0. Fourth, the
State has designated methylene chloride as a “hazardous waste” for
purposes of waste disposal and management. See Vt. Code R. § 16.3-
202:7-213 & App. I1.

Although State and Municipal Petitioners have taken a variety of
steps to protect their residents and the environment from the harmful
consequences of methylene chloride exposure, EPA’s authority under
TSCA is an important complement to those efforts. States have many
tools to regulate the use of toxic substances, but federal law may in some
circumstances constrain what States can do to address the public health
costs of methylene chloride exposure, including as to the known risks of
toxic chemical exposure once EPA has acted under TSCA. See 15 U.S.C.
§ 2617(a)(1)(B)(i1). In some instances, final EPA action determining that

a chemical poses no unreasonable risk will preempt state and local efforts
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to address the same chemicals addressed by EPA. See 15 U.S.C.

§ 2617(a)(1)(B), (b), (¢), (d) & (e).

C. EPA’s Risk Evaluation for Methylene Chloride

On June 24, 2020, EPA published the final MC Risk Evaluation for
methylene chloride.l” The evaluation identified 53 different “conditions
of use” for methylene chloride, each of which corresponds to an
occupational setting where the chemical 1s present (e.g., “domestic
manufacturing”), or a consumer, commercial, or industrial application of
the chemical (e.g., “consumer uses in adhesives”). See MC Risk Evalua-
tion, at 517-20; 2-NYER-290-92. Although TSCA was enacted to ensure
that EPA considers the risks posed by each chemical “in total,” S. Rep.
No. 94-698, at 2, EPA chose to base its evaluation on the risks posed by
methylene chloride to health and the environment on a use-by-use basis.

Ultimately, EPA concluded that methylene chloride poses an
unreasonable health risk under 47 out of 53 conditions of use. See MC

Risk Evaluation, at 518-20; 2-NYER-290-91. EPA concluded that six

17 In October 2019, EPA published the Draft MC Risk Evaluation.
3-NYER-577. Several of the Municipal and State Petitioners submitted

timely comments to EPA identifying deficiencies in the agency’s draft.
See 3-NYER-482-514 (States); 3-NYER-515-20 (City of New York).
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significant uses of methylene chloride do not pose unreasonable risk to
the health of workers, occupational non-users, consumers, or bystanders.
MC Risk Evaluation, at 517-18; 1-NYER-4-5. Those uses are: (1) the
domestic manufacture of methylene chloride, (2) the processing of
methylene chloride as a reactant, (3) the processing of methylene chloride
in recycling, (4) the distribution of methylene chloride in commerce,
(5) industrial and commercial uses of methylene chloride as a laboratory
chemical, and (6) the disposal of methylene chloride. MC Risk Evalua-
tion, at 517-18; 1-NYER-4-5. EPA also found no unreasonable risk to the
environment from any use of methylene chloride. See MC Risk Evalua-
tion, at 517-20; 2-NYER-289-92; 85 Fed. Reg. at 37,943; 3-NYER-341.
EPA has stated that it is in the process of developing risk
management rules to address the unreasonable risks posed by the 47
conditions of use for which it found an unreasonable risk, and it has up
to one year—i.e., until June 2021—to propose and take public comments

on any such action.1® 15 U.S.C. § 2605(c)(1)(A). With respect to the six

18 EPA, Risk Management for  Methylene  Chloride,
https://www.epa.gov/assessing-and-managing-chemicals-under-
tsca/risk-management-methylene-chloride.
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conditions of use for which EPA found no unreasonable risk, EPA does

not plan to propose any risk management measures.

SUMMARY OF ARGUMENT

I. EPA’s final risk evaluation must be set aside because it is
arbitrary and capricious, without substantial evidence, and violates
TSCA in several ways. First, EPA evaluated the risks of methylene
chloride on a use-by-use basis in violation of Congress’s clear directive to
analyze the risks posed by a chemical’s “conditions of use” comprehen-
sively and collectively. See 15 U.S.C. § 2605(b)(4)(A). Congress enacted
TSCA to give EPA the power to address the risks of a chemical substance
as a whole, and EPA’s use-by-use approach contravenes this mandate.
EPA’s contrary arguments misread the relevant language of TSCA and
otherwise rely on inapposite provisions of the statute.

Second, EPA failed to assess the risks that methylene chloride
poses to human health and the environment from air, water, and soil
pollution, violating TSCA’s requirement that EPA assess the cumulative
hazards from all known exposure pathways. See 15 U.S.C. § 2605(b)(4)(F).
Although EPA claims that it had discretion to ignore these exposure

pathways because other regulatory regimes address environmental
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pollutants, TSCA forbids EPA from considering such provisions during
the risk evaluation stage, and the other statutes to which EPA points are
limited in scope and do not authorize EPA to undertake the
comprehensive evaluation of health and environmental risks that TSCA
requires. Other statutes are therefore an inadequate substitute for
regulation under TSCA.

Third, EPA improperly credited certain occupational safety
regulations and thus significantly understated the risks of methylene
chloride to workers. As part of the risk evaluation, EPA assumed that
all workers are protected by personal protective equipment, such as
respirators, based on an existing OSHA regulation. But TSCA prohibits
EPA from considering the effects of such regulations during the risk
evaluation stage, and those regulations have been shown to be
insufficient to protect workers.

Finally, for the reasons articulated in the brief by Neighbors for
Environmental Justice et al. (at Argument, Section II), EPA failed to
satisfy TSCA’s requirement that the agency evaluate the unique risks
that a chemical poses to potentially exposed or susceptible

subpopulations, including people who live or work near sites that are
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likely to produce substantial methylene chloride pollution, and
individuals who are genetically predisposed to develop cancer as a result
of exposure to methylene chloride.

II. Independently, the risk evaluation should be set aside because
EPA lacked substantial evidence to support its determination that six
uses of methylene chloride do not pose an unreasonable risk of injury to
human health. TSCA requires EPA’s risk determination to be based on
reliable and unbiased scientific evidence. But EPA’s risk evaluation
lacked a basis in the administrative record, or the evidence was otherwise
biased, unrepresentative, or unreliable.

III. State and Municipal Petitioners have standing to bring this
Petition. EPA’s numerous violations of TSCA caused EPA to significantly
understate the risks of methylene chloride and to avoid triggering
TSCA’s mandatory risk management provisions for six conditions of use.
If EPA’s risk evaluation is not set aside, State and Municipal Petitioners
will incur higher costs to address the severe public health and

environmental harms caused by methylene chloride.
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STANDARD OF REVIEW

TSCA’s judicial review provision, see 15 U.S.C. § 2618(c)(1),
generally provides for judicial review under the standards of the APA.
Under the APA, the Court must “hold unlawful and set aside” agency
action that is “arbitrary, capricious, an abuse of discretion, or otherwise
not in accordance with law.” 5 U.S.C. § 706(2). Agency action is arbitrary
and capricious if the agency relied on factors which Congress did not
intend it to consider, failed to consider an important aspect of the
problem, offered an explanation for its decision that runs counter to the
evidence, or 1s so implausible that it could not be ascribed to a difference
in view or the product of agency expertise. See Ctr. for Biological
Diversity v. Nat’l Highway Traffic Safety Admin., 538 F.3d 1172, 1193
(9th Cir. 2008). dJudicial review under the APA is “deferential,” but it
must also be “thorough, probing, [and] in-depth.” Ranchers Cattleman
Action Legal Fund United Stockgrowers of Am. v. United States Dep’t of
Agric., 415 F.3d 1078, 1093 (9th Cir. 2005) (quotation marks omitted).
The Court “need not defer to the agency when the agency’s decision is

without substantial basis in fact.” Citr. for Biological Diversity v. Zinke,
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900 F.3d 1053, 1067 (9th Cir. 2018) (quotation marks and citation
omitted).

TSCA also requires courts to “hold unlawful and set aside” final
agency action under TSCA section 6(1)(1) that is “not supported by
substantial evidence in the record taken as a whole.” 15 U.S.C.
§ 2618(c)(1)(B)(1)II).  “Substantial evidence means such relevant
evidence as a reasonable mind might accept as adequate to support a
conclusion.” ASSE Int’l, Inc. v. Kerry, 803 F.3d 1059, 1072 (9th Cir. 2015)
(quoting Bonnichsen v. United States, 367 F.3d 864, 880 n.19 (9th Cir.
2004)). “The substantial evidence standard mandated by [TSCA] is
generally considered to be more rigorous than the arbitrary and
capricious standard normally applied to informal rulemaking, and
afford[s] a considerably more generous judicial review than the arbitrary
and capricious test.” Corrosion Proof Fittings v. EPA, 947 F.2d 1201,
1214 (5th Cir. 1991) (quotation marks and citations omitted). While
EPA’s expert decisions are still owed some deference, “a reviewing court

must give careful scrutiny to agency findings.” Id.
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ARGUMENT

POINT I

EPA’s METHYLENE CHLORIDE RISK
EVALUATION VIOLATES TSCA

In conducting the methylene chloride risk evaluation, EPA failed to
comply with several statutory requirements and improperly considered
factors that TSCA prohibits it from considering. EPA’s final
determination is therefore arbitrary and capricious, without substantial

evidence, and contrary to law, and it must be set aside. See 15 U.S.C.

§ 2618(c)(1); 5 U.S.C. § 706(2).

A. EPA Failed to Comprehensively Evaluate the Risks
Posed by Methylene Chloride.

EPA’s final risk evaluation separately assessed the risks of
methylene chloride for each of 53 “conditions of use,” meaning that it
made discrete determinations of the risks posed by each of the distinct
activities in which methylene chloride is manufactured, processed,
distributed, or used. See MC Risk Evaluation, at 39-41; 2-NYER-18-20;
see also 15 U.S.C. § 2602(4) (defining “conditions of use”). Based on that
analysis, EPA determined that six conditions of use do not pose an
unreasonable risk of injury to human health or the environment—
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essentially guaranteeing that EPA will not enact rules to protect
individuals exposed to methylene chloride as a result of those activities.
See MC Risk Evaluation, at 39; 2-NYER-18. EPA’s use-by-use approach
violates TSCA’s clear command to analyze the risk of each chemical
substance comprehensively and collectively.

Congress enacted TSCA to address a specific problem: the
piecemeal regulation of toxic chemicals and the absence of a single agency
with “authority to look comprehensively at the hazards associated with
the chemical.” S. Rep. No. 94-698, at 2. Pre-TSCA laws authorized
different agencies to address the hazards associated with discrete uses of
particular chemicals in consumer products or occupational settings, and
agencies could “only look at the hazards within their jurisdiction in
1solation from other hazards associated with the same chemical.” Id. In
enacting TSCA section 6, Congress sought to give EPA “the authority to
look at the hazards in total.” Id. (emphasis added). And when Congress
strengthened the provisions of section 6 in 2016, this fundamental
purpose remained intact. See S. Rep. No. 114-67, at 7.

The text of section 6 reflects Congress’s purpose of ensuring that

EPA comprehensively evaluate the hazards of each chemical substance.
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TSCA section 6(b) requires EPA to determine “whether a chemical
substance,” as opposed to the substance’s separate uses, “presents an
unreasonable risk of injury to health or the environment.” 15 U.S.C.
§ 2605(b)(4)(A) (emphasis added). Section 6(a) provides that EPA must
promulgate risk management rules if it determines that “the
manufacture, processing, distribution in commerce, use, or disposal of a
chemical substance or mixture, or that any combination of activities,
presents an unreasonable risk of injury to health or the environment.”
Id. § 2605(a) (emphasis added). TSCA’s directive to assess the risk of
each substance—separate and apart from the risk of any activity or
combination of activities involving the chemical—precludes EPA from
dissecting a substance’s risk on a use-by-use basis.

Other provisions of TSCA confirm that EPA must make a single
risk determination for the chemical substance as a whole. TSCA section
19(a) authorizes judicial review of any “order” under section 6(1). See
15 U.S.C. §2618(a). And section 6(1), in turn, provides that “a
determination” by EPA “that a chemical substance” does or does not
present an unreasonable risk is an order constituting final agency action

for judicial review purposes. See id. § 2605(1) (emphases added). This
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provision makes clear that EPA must make a single, binary
determination “whether a substance meets or does not meet the safety
standard.” S. Rep. 114-67, at 17 (emphasis added).

To be sure, TSCA requires EPA to identify and evaluate the risks
of each chemical’s conditions of use as part of its risk evaluation.1® See
15 U.S.C. § 2605(b)(4)(F). Congress imposed this requirement to help the
agency identify relevant exposure pathways and activities that should be
targeted for risk management, if EPA finds an unreasonable risk. See S.
Rep. No. 114-67, at 17. But the instruction to consider a substance’s
conditions of use does not supplant TSCA’s clear requirement that EPA
evaluate the overall risk posed by a chemical substance.

To the extent that specific conditions of use of a chemical pose a less
severe hazard, Congress granted EPA authority to address that

differential risk, but only during the risk management stage, after EPA

19 Section 6(b)(4)(F) lays out the specific requirements for EPA’s
risk evaluation. The provision mentions “conditions of use” twice,
requiring EPA to (1) “integrate and assess available information on
hazards and exposures for the conditions of use of the chemical
substance,” and (2) to “describe whether aggregate or sentinel exposures
to a chemical substance under the conditions of use were considered.” 15
U.S.C. § 2605(b)(4)(F)(1)-(11). Nowhere does this provision suggest that
EPA’s analysis may proceed only on a use-by-use basis.
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has completed its risk evaluation. In the 2016 amendments, Congress
intentionally disaggregated the risk evaluation process from risk
management to ensure that EPA considers the risks of a substance in
total, and to address shortcomings under the original TSCA scheme that
hindered EPA’s ability to take regulatory action. Under the prior regime,
EPA was required to apply cost-benefit considerations when assessing
risk, which typically caused EPA to understate the hazards of a
particular chemical and diminish the basis for regulatory action. See
supra at 7. Under the 2016 amendments, however, EPA must evaluate
the health and environmental risks of a substance in total, without
consideration of costs and benefits. See 15 U.S.C. 2605(b)(4). It is only
after EPA has concluded that a substance presents an unreasonable risk
that TSCA section 6(g) authorizes EPA to “grant an exemption” from a
risk management rule—such as a complete ban on manufacturing. See
15 U.S.C. § 2605(g). Such an exemption may be granted only “for a
specific condition of use of a chemical substance,” and only if EPA

determines that one of several additional requirements is satisfied.20 See

20 To grant an exemption, EPA must determine that (1) the
condition of use “is a critical or essential use for which no technically and
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15 U.S.C. § 2605(g). That Congress expressly granted EPA authority to
carve out specific conditions of use during the risk management stage,
but provided no similar authority during the risk evaluation stage,
further confirms that EPA’s risk evaluation must address each substance
in total. See, e.g., Egebjerg v. Anderson (In re Egebjerg), 574 F.3d 1045,
1050 (9th Cir. 2009) (Congress’s express provision of exemption in one
part of statute but not another reflects intentional omission).

To justify its approach, EPA has mistakenly relied (MC Risk
Evaluation, at 57; 2-NYER-22) on TSCA section 6(b)(4)(D)—an
Inapposite provision governing EPA’s preparation of the initial scope
document for the risk evaluation.?! A separate provision of TSCA—

section 6(b)(4)(F)—governs the substance of the risk evaluation, and

economically feasible safer alternative is available”; (2) a “compliance
requirement ... would significantly disrupt the national economy,
national security, or critical infrastructure”; or (3) “the specific condition
of use of the chemical substance or mixture, as compared to reasonably
available alternatives, provides a substantial benefit to health, the
environment, or public safety.” 15 U.S.C. § 2605(g)(1)(A)-(C).

21 In relevant part, section 6(b)(4)(D) provides that EPA must
“publish the scope of the risk evaluation to be conducted, including the
hazards, exposures, conditions of use, and the potentially exposed or
susceptible subpopulations the Administrator expects to consider.”

15 U.S.C. § 2605(b)(4)(D).
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nothing in the latter provision authorizes EPA to disaggregate its risk
analysis on a use-by-use basis. See 15 U.S.C. § 2605(b)(4)(F). To the
contrary, section 6(b)(4)(F) recognizes the common-sense proposition that
multiple exposures to the same chemical from different activities will
increase the risks to health and the environment. Accordingly, that
provision requires EPA to “integrate and assess” all of the relevant
information on “hazards and exposures for the conditions of use.”
15 U.S.C. § 2605(b)(4)(F)(1) (emphasis added).

Even if section 6(b)(4)(D) of TSCA were relevant—and it is not—
that provision still would not support EPA’s use-by-use approach.
Section 6(b)(4)(D) requires EPA to publish an initial scope document
identifying the “conditions of use” to be studied during the risk
evaluation. See 15 U.S.C. § 2605(b)(4)(D). But the mere fact that EPA is
required to identify the relevant conditions of use does not support use-
by-use evaluation. Rather, the requirement serves to clarify that EPA
must identify all of the relevant activities in which a substance is used,
distributed, or sold so that all of the known and reasonably foreseeable

risks can be evaluated. See Safer Chems., 943 F.3d at 419.
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B. EPA Failed to Consider Major Sources of
Methylene Chloride Exposure.

Separate from EPA’s failure to holistically assess the risks of
methylene chloride, the final risk evaluation should be set aside because
EPA failed to consider the risks of methylene chloride exposure arising
from environmental pollution. In the final risk evaluation, EPA
acknowledged that methylene chloride permeates our surroundings and
that “the general population may be exposed to the chemical from
“releases to air, water, or land.”?22 MC Risk Evaluation, at 32, 37; 2-
NYER-11, 16. EPA has also recognized that these documented exposure
pathways are significant. It has acknowledged, for example, that
“[IJevels of methylene chloride in the ambient air are widespread and

shown to be increasing.” MC Problem Formulation, at 39; 3-NYER-571.23

22 See also MC Risk Evaluation 437 (acknowledging “documented
background exposures of methylene chloride in residential or consumer
environments”); 2-NYER-275. MC Problem Formulation, at 12
(recognizing that methylene chloride is released “from industrial and/or
commercial uses; industrial releases to air, water or land; and other
conditions of use,” and that these exposure pathways may result in
exposures to the general population); 3-NYER-570.

23 See also, e.g., MC Problem Formulation, at 39 (concluding that
methylene chloride may be present in indoor air due to its variety of uses,
including consumer uses); 3-NYER-571-72; MC Problem Formulation, at
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Nonetheless, EPA excluded from its analysis the risks to workers,
consumers, and other populations from exposure to methylene chloride
via contaminated air, water, and land. See MC Risk Evaluation, at 31-
32, 37; 2-NYER-10-11, 16. That violates TSCA.

As Congress made clear when it enacted TSCA, “[ijntelligent
standards for regulating exposures to a chemical in the workplace, the
home or elsewhere in the environment cannot be set unless the full extent
of human or environmental exposure is considered.”2¢ H.R. Rep. No. 94-
1341, at 6. Accordingly, Congress designed TSCA to ensure that EPA
evaluates all of the health and environmental risks arising from
environmental exposure pathways. Among other things, TSCA directs

EPA to determine whether a substance poses an “unreasonable risk” to

39 (concluding that wastewater/liquid wastes and solid waste could
result in potential pathways for exposure to the general population); 3-
NYER-572; MC Problem Formulation, at 40 (concluding that “[t]he
general population may ingest methylene chloride via contaminated
drinking water, ground water, and/or surface water”); 3-NYER-572; MC
Problem Formulation, at 40 (concluding that methylene chloride may be
ingested through contaminated breast milk); 3-NYER-572.

24 For example, “[p]eople who work in a factory in which dangerous
substances are handled in high concentration may live in an adjacent
area 1n which the same or other substances are dispersed, thus
increasing overall exposure.” H.R. Rep. No. 94-1341, at 6-7.
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“the environment,” 15 U.S.C. § 2605(b)(4)(A), which is defined to
“Include[] water, air, land, and all living things,” id. § 2602(4). And it
also requires EPA to evaluate risks to human health based on cumulative
exposures, which must include known “exposures” from environmental
pollution. See, e.g., 15 U.S.C. § 2605(b)(4)(F)(1), (iv) (directing EPA to
consider “the likely duration, intensity, frequency, and number of
exposures” to a chemical).

By excluding releases of methylene chloride to the air, water, and
soil from its risk analysis, EPA violated TSCA and substantially
understated the overall risk of methylene chloride.2> See TSCA Science
Advisory Committee on Chemicals Meeting Minutes and Final Report, No.

2020-1, at 15 (Dec. 2019) (“SACC Report”) (stating that the risk

25 See Response to Support Risk Evaluation of Methylene Chloride
(June 2020) (“EPA Response”), at 41 (admitting that “the risk estimations
in the Risk Evaluation may be underestimations, because background
exposures and risk are not incorporated to the risk estimations for each
[condition of use]”); 3-NYER-431; EPA Response, at 67 (stating that “EPA
did not consider background exposure that workers and consumers using
products containing MC might be exposed to” which “may result in an
underestimation of risk”); 3-NYER-433; MC Risk Evaluation, at 92
(stating that the environmental exposure characterization only “focuses
on aquatic releases of methylene chloride from facilities that use,
manufacture, or process methylene chloride under industrial and/or
commercial conditions of use”); 2-NYER-47.
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evaluation only paints “a partial picture of risks” of methylene chloride);
3-NYER-472.

There 1s no merit to any of the explanations that EPA has offered
to justify its failure to consider these sources of exposure. First, EPA has
incorrectly argued (MC Risk Evaluation, at 57; 2-NYER-22) that TSCA
section 6(b)(4)(D) gives the agency discretion to exclude environmental
exposure pathways. As explained above (at 35-37), that provision “simply
refers to the Agency’s role in determining” all of the relevant exposure
pathways for a chemical. See Safer Chems., 943 F.3d at 419. A different
provision, section 6(b)(4)(F), governs the substance of the risk evaluation,
and it requires EPA to “integrate and assess” the cumulative effects of all
sources of exposure. See 15 U.S.C. § 2605(b)(4)(F).

Second, EPA has mistakenly argued (MC Risk Evaluation, at 57-
59; 2-NYER-22-24) that TSCA section 9(b)(1) empowers it to disregard
the risks of environmental pollution. But section 9(b)(1) has nothing to
do with EPA’s risk evaluation. Rather, that provision deals exclusively
with the risk management stage, authorizing EPA to “coordinate actions
taken under this chapter with actions taken under other Federal laws

administered in whole or in part by” EPA after the agency “determines”
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that the chemical presents “a risk to health or the environment.” See 15
U.S.C. § 2608(b)(1). As the legislative history confirms, “the requirement
to examine other EPA laws and to make determinations applies only
when the [agency] takes regulatory action to protect against an
unreasonable risk under this Act.”26 H.R. Rep. No. 94-1679, at 85 (1976)
(Conf. Rep.) (emphasis added).

Third, EPA has erroneously insisted (MC Risk Evaluation, at 60-
63; 2-NYER-25-28) that it need not analyze major exposure pathways
because other EPA-administered statutes—such as the Safe Drinking
Water Act and Clean Air Act—already “well-regulate” those pathways.
None of the other regulatory regimes on which EPA relies
comprehensively addresses the suite of risks posed by methylene
chloride. The Safe Drinking Water Act, for example, authorizes EPA to

regulate only certain kinds of public water systems, see 42 U.S.C.

26 See also S. Rep. No. 94-1302, at 85 (1976) (stating that the
requirement of deference to other EPA authorities is limited to
“regulatory action to protect against an unreasonable risk”); 162 Cong.
Rec. S3517 (June 7, 2016) (stating that TSCA section 9(b)(2) “only applies
where [EPA] has already determined that a risk to health or the
environment associated with a chemical substance or mixture could be
eliminated or reduced to a sufficient extent by additional actions taken
under other EPA authorities”).
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§§ 300f(4), 300g, and requires EPA to consider the costs associated with
Iimiting exposures and risks, see id. § 300f(1)(C)(1)-(11). Only TSCA grants
EPA authority to evaluate the hazards of a substance without
considering nonrisk factors, and to enact comprehensive risk
management solutions, like a complete ban on a chemical substance. See
S. Rep. No. 94-698, at 1-2.

Finally, EPA has erroneously argued (MC Risk Evaluation, at 59-
60; 2-NYER-24-25) that TSCA sections 2(c) and 18(d) authorize the
agency to ignore recognized exposure pathways and hazards. Section 2(c)
1s part of a general statement of intent and simply directs EPA to carry
out TSCA in a “reasonable and prudent manner” and to “consider the
environmental, economic, and social impact of its actions under TSCA.”
See 15 U.S.C. § 2601(c). Nothing in that precatory provision overrides
the statute’s more specific mandate to address the cumulative risks to
health from environmental sources. See id. § 2605(b)(4)(F). TSCA
section 18(d) is similarly inapposite. That provision provides certain
exceptions to TSCA’s general preemption provision; it addresses the legal

status of state and local laws and cannot be read to limit the scope of

what EPA must do.
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C. EPA Improperly Considered Nonrisk Factors When
Assessing the Risks of Methylene Chloride to Workers.

Workplace users of methylene chloride—including both direct users
and “occupational bystanders” whom EPA says do not use products
containing methylene chloride but who may be exposed to its toxic
fumes—face some of the most severe and imminent health risks from
methylene chloride exposure due to risk of prolonged exposures at high
concentrations.?’” EPA has determined that workers face acute and
chronic risks from methylene chloride for all 53 conditions of use under
high-end inhalation or dermal exposure estimates. See MC Risk
Evaluation, at 34; 2-NYER-13. In addition, it has determined that
workers face cancer risks for most industrial and commercial conditions
of use under high-end inhalation or dermal exposure estimates. See MC
Risk Evaluation, at 34; 2-NYER-13.

In evaluating the risks to workers, however, EPA substantially

downplayed the risks by assuming the use of personal protective

27 Indeed, OSHA has recognized that workers who are exposed to
methylene chloride face significant health risks, including cancer, central

nervous system and cardiac effects, and sensory impairment. See 62 Fed.
Reg. 1,494, 1,577 (Jan. 10, 1997); 4-NYER-625.
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equipment (“PPE”). Specifically, EPA relied (EPA Response, at 163-64,
171; 3-NYER-440-41, 448) on a longstanding OSHA regulation that
addresses occupational uses of methylene chloride and requires use of
PPE in certain circumstances. 29 C.F.R. § 1910.1052. Based on that
regulation, EPA assumed exposure risks were lower under numerous
conditions of use because workers would use respirators and gloves. See
MC Risk Evaluation, at 34, 455-56; 2-NYER-13, 2-NYER-276-77. This
assumption, however, is forbidden by TSCA.

TSCA section 6(b)(4)—which governs the risk evaluation process—
directs EPA “to determine whether a chemical substance presents an
unreasonable risk of injury to health or the environment, without
consideration of costs or other nonrisk factors.” 15 U.S.C. § 2605(b)(4)
(emphasis added). Specifically, EPA must make its risk determination
“based solely on risk to human health and the environment—the
integration of hazard and exposure information about a chemical-—and
not on the basis of other factors such as consideration of the costs or
benefits of the substance or of possible restrictions on the substance”
under other statutes. S. Rep. No. 114-67, at 17 (emphasis added). By

prohibiting the agency from considering these factors, Congress intended
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to “de-couple[]’ the Agency’s science-based risk decision about a
chemical’s safety under its intended conditions of use from the Agency’s
decision on how to manage unreasonable risks where chemicals do not
meet the safety standard under intended conditions of use.” Id. EPA’s
assumption that workers are protected by PPE improperly imports a risk
management consideration into the risk evaluation stage, violating
TSCA’s clear division of such considerations.

Furthermore, TSCA section 9(a) is also inconsistent with EPA’s
approach. That provision authorizes EPA to consider whether an
unreasonable “risk may be prevented or reduced to a sufficient extent by
action taken under a Federal law not administered” by EPA “[iJf the
Administrator determines that the . . . chemical substance . . . presents
an unreasonable risk,” 15 U.S.C. § 2608(a)(1) (emphasis added). Rather
than grant EPA broad power to consider risk mitigation under other
statutes, this language narrowly cabins EPA’s authority, precluding the
agency from considering existing restrictions on a substance until after
EPA has determined that a chemical poses an unreasonable risk. Like

TSCA section 9(b) (see supra at 40-41), TSCA section 9(a) permits EPA
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to consider the effects of other regulatory restrictions only during the risk
management stage.

Moreover, the OSHA regulation on which EPA relied requires the
use of respirators only in limited circumstances, providing an insufficient
basis for EPA’s assumption that workers are protected by PPE. The
OSHA regulation provides that employers must implement engineering
controls28 and work practices controls2® to reduce employee exposure to
or below certain permissible exposure limits (“PELs”), to the extent such
controls are feasible, if exposure to methylene chloride exceeds certain
PELs. See 29 C.F.R. § 1910.1052(f)(1). Workers are required to use
respiratory protection, such as respirators, only if other controls do not

reduce exposure to or below the PELs. See id.

28 “Examples of engineering controls are local exhaust ventilation,
general and special isolation devices, and enclosures. These controls
reduce employee exposure in the workplace by either removing or
1solating the hazard or isolating the worker from it.” OSHA, Methylene
Chloride, OSHA 3144-06R3144, at 11-12, https://www.osha.gov/
Publications/osha3144.pdf.

29 “Work practice controls reduce the likelihood of exposure by
altering the way a task is performed. One example is having a worker
keep his or her face out of the methylene chloride vapor zone above a dip
tank. Another safe practice is to prohibit employees from eating,
drinking, smoking, taking medication, or applying cosmetics inside the
work area where methylene chloride is used.” OSHA, supra at 12.
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The record is also devoid of evidence that workers will be able to
use respirators, even when required by employers. As EPA’s Science
Advisory Committee noted, there are numerous “known factors that
affect workers’ or [occupational non-users’] use of PPE, such as discom-
fort, limitations in movement, [and effects on] sensory perception.” SACC
Report, at 72; 3-NYER-480. And as EPA has previously acknowledged,
even where employers provide respirators and adequate training, “not all

>

workers may be able to wear [them],” or to wear them safely and

effectively.30 82 Fed. Reg. at 7,481; 3-NYER-581 (proposed rule banning

paint-stripping uses of methylene chloride under TSCA). Accordingly,

30 For example, “[ijndividuals with impaired lung function due to
asthma, emphysema, or chronic obstructive pulmonary disease . . . may
be physically unable to wear a respirator.” 82 Fed. Reg. at 7,481; 3-
NYER-581. Likewise, “[ilndividuals with facial hair . . . that interfere[s]
with a proper face-to-face respirator seal, cannot wear tight fitting
respirators.” Id.; 3-NYER-581. And “respirators may also present
communication problems, vision problems, worker fatigue, and reduced
work efficiency.” Id.; 3-NYER-581; see also ASARCO, Inc. v. OSHA, 746
F.2d 483, 496 n.27, 497 (9th Cir. 1984) (concluding that the many
“problems associated with respirators”"—including “problems with
adequate facial fit, increased heat stress, reduced vision,” and more—

“render respirators woefully inadequate, standing alone, to protect worker
health”).
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“EPA’s assumptions of PPE use likely do not reflect actual conditions in
most workplaces.” See SACC Report, at 17; 3-NYER-474.

Finally, the OSHA regulation only attempts to limit methylene
chloride exposure to the extent of the PELs—25 parts per million (ppm)—
and significant health risks remain even below that exposure level.31 See
Occupational Exposure to Methylene Chloride, 62 Fed. Reg. 1,494, 1,575
(Jan. 10, 1997); 4-NYER-623. Specifically, OSHA found that even at its
PEL of 25 ppm, workers exposed to methylene chloride would face an
additional 3.6 deaths per 1,000 over a working lifetime. See id.; 4-NYER-
623. OSHA adopted the 25 ppm PEL because that was the lowest level
at which exposures could then be feasibly controlled without reliance on
respirators—not based on health risk, as TSCA requires. See id.; 4-
NYER-623; see Pub. Citizen Health Research Group v. United States Dep’t
of Labor, 557 F.3d 165, 183 (3d Cir. 2009). As EPA itself recognized “the

PEL is a technology-based limit, rather than a risk-based limit,” and

31 OSHA defines the PELs as an airborne concentration of
methylene chloride in excess of 25 parts of methylene chloride per million
parts of air (25 ppm) as an 8-hour time weighted average or 125 parts of
methylene chloride per million parts (125 ppm) of air as determined over
a sampling period of 15 minutes. See 29 C.F.R. § 1910.1052(c).
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“there may be health risks in some cases from exposures below the PEL.”

EPA Response, at 192; 3-NYER-469.

POINT II

EPA’S CONCLUSION THAT SIX CONDITIONS OF USE OF
METHYLENE CHLORIDE Do Nor PRESENT AN
UNREASONABLE RISK IS NOT SUPPORTED BY SUBSTANTIAL
EVIDENCE

EPA’s analysis is also deficient for a further reason. EPA lacked
substantial evidence in support of its conclusion that six “conditions of
use” do not present an unreasonable risk of injury to health or the
environment. See 15 U.S.C. § 2618(c)(1)(B)(1)(II).

When determining whether methylene chloride poses an
unreasonable risk of injury to human health or the environment, TSCA
requires EPA to use the “best available science” and all “reasonably
available information,” and to make risk determinations based on the
“weight of scientific evidence.” 15 U.S.C. § 2625(h), (1), (k); 40 C.F.R.
§ 702.33. “Best available science” means “science that is reliable and
unbiased.” 40 C.F.R. § 702.33. These standards do not allow EPA to rely
on “one or two individual cherry-picked studies, and forces a much

greater level of transparency[.]” 162 Cong. Rec. S3522 (June 7, 2016).
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EPA failed to meet these evidentiary standards with respect to each of
the conditions of use for which EPA found no unreasonable risk.

First, EPA repeatedly relied on unrepresentative and self-serving
data to diminish the risk of methylene chloride to workers. For example,
with respect to the condition of wuse that involves domestic
manufacturing, EPA acknowledged that workers may be exposed to
methylene chloride through a variety of activities, such as routine
production monitoring. See EPA, Final Risk Evaluation for Methylene
Chloride; Supplemental File; Supplemental Information on Releases and
Occupational Exposure Assessment, at 31 (June 2020) (“Supplemental
Exposure Information”); 3-NYER-346. EPA also recognized that exposure
levels resulting from these activities may vary “substantially depending
on the facility’s operation, process enclosure, level of automation,
engineering control, and PPE.” Id.; 3-NYER-346. Nonetheless, when
analyzing the risk to manufacturing workers, EPA relied entirely on
monitoring data submitted by a single trade group, the Halogenated

Solvents Industry Alliance—an intervenor in this action. See MC Risk
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Evaluation, at 131; 2-NYER-86.32 EPA admitted that this “data may not
be representative.” MC Risk Evaluation, at 464; 2-NYER-280. Indeed
the data covered only two out of as many as fourteen manufacturing
facilities nationwide. EPA did not make any effort to establish the
reliability of the data, or explain why it did not seek available data from
other facilities. Under OSHA, all manufacturing facilities are required
to collect and maintain monitoring data on methylene chloride

exposure,33 and EPA could have readily obtained this information under

TSCA.3¢ See 15 U.S.C. § 2625(k); 40 C.F.R. § 702.33(5).

32 EPA noted one other source of data, which indicated lethal levels
of exposure to workers, but excluded this data in favor of the self-serving

data provided by the Alliance. Supplemental Exposure Information, at
129, 146-47; 2-NYER-84, 101-02.

33 OSHA requires employers who use methylene chloride to conduct
initial monitoring of exposure levels. See 29 C.F.R. § 1910.1052(d)(2). If
exposures exceed half the PEL, employers must continue periodic
monitoring. Id. § 1910.1052(d)(3).  Monitoring records must be
accompanied by detailed industrial hygiene data, including on the use of
respirators. Id. § 1910.1052(m)(2)(11)(E). And employers must retain this
data for 30 years. Id. § 1910.1052(m)(2)(1v).

34 See also Asbestos Disease Awareness Org. v. Wheeler, No. 19-cv-
00871, 2020 WL 7625445, at *10 (N.D. Cal. Dec. 22, 2020) (EPA 1is
obligated “to collect reasonably available information to inform and
facilitate its regulatory obligations under TSCA”).
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EPA also used unrepresentative data to conclude that workers face
no unreasonable risks from other conditions of use. For example, with
respect to processing methylene chloride for recycling, EPA relied on
personal breathing-zone monitoring data provided by two sources that
EPA admitted “may not be representative of exposures across the range
of facilities that recycle methylene chloride.” MC Risk Evaluation, at
468; 2-NYER-283. Similarly, with respect to processing methylene
chloride as a reactant, EPA relied on personal breathing-zone monitoring
data provided by one manufacturing facility, and EPA admitted
“uncertainty regarding how well the data represent activities at all
processing facilities.” MC Risk Evaluation, at 465; 2-NYER-281. And
with respect to industrial and commercial uses of methylene chloride as
a laboratory chemical, EPA acknowledged uncertainties regarding “the
representativeness of the monitoring data toward the true distribution of
inhalation concentrations for the industries and sites covered by this
condition of use.” MC Risk Evaluation, at 494-95; 2-NYER-284-85.
Moreover, EPA relied on the data without attempting to justify its

reliance or explain why it was confident in its conclusion that these

52



Case: 20-72091, 01/25/2021, 1D: 11980881, DktEntry: 42-1, Page 63 of 78

conditions of use posed no unreasonable risk to workers. See MC Risk
Evaluation, at 465, 467-68, 494-95; 2-NYER-281-85.

Second, EPA simply assumed that certain conditions of use do not
pose an unreasonable risk to workers and occupational non-users without
any supporting evidence. For example, Congress broadly defined the
condition of use termed “distribution in commerce” to encompass any
sale, transportation, delivery, or holding of a chemical substance.35> See
15 U.S.C. §2602(5). EPA unilaterally redefined and narrowed the
meaning of this term to encompass only the “transportation associated
with the moving of methylene chloride in commerce.” MC Risk
Evaluation, at 468; 2-NYER-283. It then summarily determined that
this condition of use does not present an unreasonable risk based on the
unfounded assumption—supported by no data in the record—that
“transportation of methylene chloride” is “in compliance with existing

regulations for the transportation of hazardous materials, and emissions

35 In full, “[d]istribution in commerce” means “to sell, or the sale of,
the substance, mixture, or article in commerce; to introduce or deliver for
introduction into commerce, or the introduction or delivery for
introduction into commerce of, the substance, mixture, or article; or to
hold, or the holding of, the substance, mixture, or article after its
introduction into commerce.” 15 U.S.C. § 2602(5).
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are therefore minimal.” MC Risk Evaluation, at 468; 2-NYER-283; see
also EPA Response, at 15-16; 3-NYER-428-29.

EPA also failed to assess worker exposures associated with the
disposal of methylene chloride. See Supplemental Exposure Information,
at 110; 3-NYER-364. EPA recognized that over 12,000 workers at waste
disposal sites are potentially exposed to methylene chloride via dermal
contact or inhalation of vapors. See Supplemental Exposure Information,
at 107; 3-NYER-361. Moreover, many workers at waste disposal sites
are public workers for whom OSHA'’s safety protections do not apply. See
29 U.S.C. § 652(5) (“The term ‘employer’ . . . does not include . . . any State
or political subdivision of a State.”). EPA failed to analyze the extent to
which any of these workers are actually exposed to methylene chloride
and arbitrarily assumed that disposal processes do not present an
unreasonable risk of injury to the health of workers. See MC Risk
Evaluation, at 513-14; 2-NYER-286-87.

Third, EPA assumed without supporting evidence or explanation

that occupational non-users face lower risks of dermal and inhalation
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exposure than other workers.36 But as EPA has admitted elsewhere, “[1]t
1s possible that some employees categorized as ‘occupational non-user’
have exposures similar to those in the ‘worker’ category depending on
their specific work activity pattern.” MC Risk Evaluation, at 431-32; 2-
NYER-269-70. And as the TSCA Science Advisory Committee has
explained, many “workers who do not handle methylene chloride directly,
but whose job requires them to be in the same area as users,” are at risk
of dermal exposure, including cleaning staff and “office/managerial
workers that could be incidentally exposed when visiting a work area.”3?

As a result, several members of the TSCA Science Advisory Committee

36 Based on this assumption, EPA averaged all of the data points
for inhalation exposures over eight hours and then relied on “central
tendency data,” which reflects the 50th percentile of distribution, rather
than the “high end” exposure level that EPA used for non-occupational
non-users. See Supplemental Exposure Information, at 24; 3-NYER-344;
see also MC Risk Evaluation, at 463; 2-NYER-279 (As to the domestic
manufacturing condition of use, “EPA considered the workers’ central
tendency risk estimates from inhalation exposures when determining
[occupational non-users’] unreasonable risk.”); MC Risk Evaluation, at
465; 2-NYER-281 (same as to the processing as a reactant); MC Risk
Evaluation, at 468; 2-NYER-283 (same as to processing for recycling); MC
Risk Evaluation, at 494; 2-NYER-284 (same as to industrial and
commercial uses as a laboratory chemical); MC Risk Evaluation, at 514;
2-NYER-287 (same as to disposal).

37T SACC Report, at 31; 3-NYER-477.
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“expressed concern that the risks to [occupational non-users] could be
underestimated.”38

EPA also provided no evidence for its assumption that occupational
non-users face lower inhalation exposures compared to direct users.3?
EPA concluded that six conditions of use present no unreasonable risk of
injury to the health of occupational non-users, purportedly relying on an
absence of exposure data. But TSCA requires EPA to obtain reasonably
available information, see 15 U.S.C. § 2603(a)(2), and EPA received
relevant data from the TSCA Science Advisory Committee and
commenters that contradicted its no unreasonable risk determinations.40

EPA simply ignored that data.

38 See SACC Report, at 18; 3-NYER-475.

39 See, e.g., MC Risk Evaluation, at 34; 2-NYER-13; Supplemental
Exposure Information, at 32 (“EPA has not identified data on potential
[occupational non-user] inhalation exposures from methylene chloride
manufacturing.”); 3-NYER-347; Supplemental Exposure Information, at
37 (the same for processing of methylene chloride as a reactant); 3-NYER-
352; Supplemental Exposure Information, at 109 (the same for the
processing of methylene chloride in recycling); 3-NYER-363.

40 See, e.g., Comments from Academics, Scientists and Clinicians on
the Draft Risk Evaluation for Methylene Chloride, at 20 (Dec. 30, 2019)
(citing evidence that occupational non-users have died after entering
workplaces where methylene chloride has been used); 3-NYER-523;
Comments from Toxics Use Reduction Institute, at 2-3 (Dec. 30, 2019)
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POINT III
STATE AND MUNICIPAL PETITIONERS HAVE STANDING

To establish standing, State and Municipal Petitioners must
demonstrate: (1) an injury, (2) that is traceable to EPA’s conduct, and
(3) redressable by a favorable decision. See Massachusetts v. EPA,
549 U.S. 497, 518 (2007). Here, Congress has expressly given State and
Municipal Petitioners, like all other persons, a clear right to seek judicial
review of a risk determination by EPA that adversely affects them. See
15 U.S.C. § 2618(a)(1). Because of that express grant of a right to obtain
judicial review, the typical redressability and traceability requirements
of standing are relaxed, and a “litigant has standing if there is some
possibility that the requested relief will prompt the injury-causing party
to reconsider the decision that allegedly harmed the litigant.”
Massachusetts, 549 U.S. at 518. Here, the requisite elements are more

than satisfied.

(discussing observations of the Massachusetts Toxic Use Reduction Act

staff that occupational non-users can have levels of exposure similar to
that of occupational users); 3-NYER-534-35.
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First, State and Municipal Petitioners will suffer a direct
proprietary injury. It is well established that States and municipalities
suffer an injury sufficient to establish standing when they expend
resources “to mitigate and recover from harms that could have been
prevented” absent the challenged regulatory action. Air Alliance
Houston v. EPA, 906 F.3d 1049, 1059-60 (D.C. Cir. 2018). EPA’s faulty
risk evaluation injures State and Municipal Petitioners’ proprietary
interests by forcing them to incur additional expenses to (1) address the
public health effects of methylene chloride, and (i1) remediate the adverse
environmental effects of methylene chloride pollution.

The adverse public health effects of methylene chloride are
undisputed. As EPA itself has recognized, long-term exposure to
methylene chloride—whether in occupational or consumer settings—can
result in various cancers, kidney and liver disease, decreased fertility,
and other adverse health effects. Short-term exposures can also be fatal,
causing heart attacks, hypoxia, and death. See supra at 14-15. See also
MC Risk Evaluation, at 239-313 (surveying the human health hazards of

methylene chloride exposure); 2-NYER-194-268.
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These public health effects impose substantial costs on State and
Municipal Petitioners. Work-related illnesses can generate substantial
healthcare costs in the form of emergency room visits, long-term care
expenses, and medications, among other things.4! Studies show that
many of these costs will not be covered by workers’ compensation or other
forms of private insurance, and will instead be borne by the State and
Municipal Petitioners through Medicaid and other programs.42
Moreover, many of the chronic illnesses caused by methylene chloride—
such as cancer, liver disease, and kidney disease—may not manifest until
long after workers would be able to claim private, employer-provided

benefits.43 Accordingly, the costs of caring for many of these individuals

41 See, e.g., J. Paul Leigh, Economic Burden of Injury and Illness in
the United States, 89 Milbank Q. 728, 731 (2011); Paul A. Schulte,
Characterizing the Burden of Occupational Injury and Disease, 47 dJ.
Occupational & Envtl. Med. 607, 616 (2005); The Pew Charitable Trusts,
States Collectively Spend 17 Percent of their Revenue on Medicaid (Jan.
9, 2020), https://'www.pewtrusts.org/en/research-and-analysis/articles/
2020/01/09/states-collectively-spend-17-percent-of-their-revenue-on-
medicaid.

42 See Leigh, supra at 749; Schulte, supra at 615.

43 See J. Paul Leigh, Shagufta Yasmeen, & Ted R. Miller, Medical
Costs of Fourteen Occupational Illnesses in the United States in 1999, 29
Scandinavian J. Work Envtl. Health 304, 306 (2003).
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will fall on State and Municipal Petitioners and are “precisely the kind of
‘pocketbook” injuries that confer standing. See Air Alliance, 906 F.3d at
1059.

Occupational illnesses caused by methylene chloride exposure also
harm State and Municipal Petitioners by decreasing worker productivity.
Extended work absences due to illness result in lost wages and
diminished economic output by private employers, lowering tax revenue
for the State and Municipal Petitioners.44 See, e.g., Wyoming v.
Oklahoma, 502 U.S. 437 (1992) (loss of state tax revenue constituted
injury in fact).

Independently, State and Municipal Petitioners have borne and
will continue to bear the costs of cleaning up methylene chloride pollution

within their borders.45 As explained above, EPA has acknowledged that

44 See Leigh, supra at 731; Schulte, supra at 616.

45 See, e.g., Richard Maxwell and Toby Miller, The Environmental
Ruin of FEastman Kodak, Psychology Today (Apr. 12, 2018),
https://www.psychologytoday.com/us/blog/greening-the-media/201804/
the-environmental-ruin-eastman-kodak; U.S. Att’y’s Office, S. Dist. of
N.Y., Manhattan U.S. Attorney and EPA Announce Agreement with
Eastman Kodak Company for Clean Up of Rochester, New York, Business
Park and the Genesee River (Mar. 12, 2014), https://www.justice.gov/

60


https://www.psychologytoday.com/us/blog/greening-the-media/201804/the-environmental-ruin-eastman-kodak
https://www.psychologytoday.com/us/blog/greening-the-media/201804/the-environmental-ruin-eastman-kodak
https://www.justice.gov/usao-sdny/pr/manhattan-us-attorney-and-epa-announce-agreement-eastman-kodak-company-clean-rochester

Case: 20-72091, 01/25/2021, 1D: 11980881, DktEntry: 42-1, Page 71 of 78

air, water, and soil across the United States is polluted with methylene
chloride. See supra at 37-38. In New York alone, there are scores of
environmental remediation sites where methylene chloride is listed as a
chemical of concern.46 In the past, State and Municipal Petitioners have
expended substantial funds to remediate hazardous pollution caused by
methylene chloride. For example, New York was required to spend
between $49 to $99 million to clean up hazardous wastes, including
methylene chloride, that were dumped into Genesee River by Eastman
Kodak Company for over a century.4?

EPA’s faulty risk evaluation ensures that extensive uses of
methylene chloride will continue without significant restrictions. As a
result, State and Municipal Petitioners will continue to bear remediation
costs in the future, and their reasonable steps to “mitigate” such a
“substantial risk” of harm further establish their standing. See Clapper

v. Amnesty Int’l USA, 568 U.S. 398, 414 n.5 (2013); see also Air Alliance,

usao-sdny/pr/manhattan-us-attorney-and-epa-announce-agreement-
eastman-kodak-company-clean-rochester.

46 See N.Y. State Dep’t of Envtl. Conservation, supra.
47 See, e.g., Maxwell & Miller, supra; U.S. Att’y’s Office, supra.
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906 F.3d at 1059 (States had standing to challenge delayed
implementation of new chemical safety protections based on “the
expenditures states have previously made and may incur again when
responding to accidental release during the delay period”).

Second, the State and Municipal Petitioners’ injuries are fairly
traceable to the final risk evaluation, and they would be remedied by an
order setting the evaluation aside. By ignoring TSCA’s requirements,
EPA substantially understated the risks to the State and Municipal
Petitioners’ residents and environments and essentially guaranteed the
absence of new restrictions addressing severe hazards of methylene
chloride. The revised and rigorous evaluation that State and Municipal
Petitioners seek will require EPA to better account for methylene
chloride releases, exposures, and risks, and to eliminate any risks EPA
determines to be unreasonable. See 15 U.S.C. § 2605(a); see also Salmon
River Concerned Citizens v. Robertson, 32 F.3d 1346, 1355 (9th Cir. 1994)
(causation and redressability established where “environmental conse-
quences might be overlooked, as a result of deficiencies in the
government’s analysis under environmental statutes” (quotation marks

omitted)).
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CONCLUSION

For the reasons stated above, State and Municipal Petitioners
respectfully request that the Court grant the petition for review and set
aside EPA’s Final Order (MC Risk Evaluation, Subsection 5.4.1; 1-
NYER-4-5) determining that methylene chloride does not pose an
unreasonable risk of injury to health or the environment. See 15 U.S.C.
§ 2618(c)(2).

More specifically, State and Municipal Petitioners request that the
Court vacate and remand with instructions for EPA to within 90 days
(1) evaluate the hazards and exposures that methylene chloride presents
to health and the environment, including to account for all methylene
chloride releases to air, water, and soil; (2) evaluate the risk that
methylene chloride poses to workers and determine whether the chemical
presents unreasonable risk without consideration of the use of PPE;
(3) evaluate the risk that methylene chloride poses to potentially exposed
or susceptible subpopulations, including the communities neighboring
commercial and industrial emitters of methylene chloride and those who
have special genetic sensitivity to methylene chloride; (4) revise the risk

evaluation to evaluate the hazards and exposures in which people and
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the environment may be exposed to methylene chloride through its
conditions of use, and evaluate that information to determine whether
methylene chloride as a whole, as opposed to its separate conditions of
use, presents an unreasonable risk of injury to health or the
environment; and (5) revise the risk evaluation on remand in accordance
with best available science, the weight of the scientific evidence, and

reasonably available information.
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