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JURISDICTION
Three groups of petitioners1 filed petitions on August 11, 2017, seeking review
of two rulemakings issued by Respondent United States Environmental Protection
Agency (EPA or Agency).2 The first, issued under EPA’s authority in 15 U.S.C.
§ 2605(b)(1)(A), is entitled “Procedures for Prioritization of Chemicals for Risk
Evaluation Under the Toxic Substances Control Act” and published at 82 Fed. Reg.
33,753 (July 20, 2017) (Prioritization Rule). The second, issued under EPA’s authority
in 15 U.S.C. § 2605(b)(4)(B), is entitled “Procedures for Chemical Risk Evaluation
Under the Amended Toxic Substances Control Act” and published at 82 Fed. Reg.
33,726 (July 20, 2017) (Risk Evaluation Rule). To the extent Petitioners challenge the
regulatory provisions and binding statutory interpretations, this Court has jurisdiction
under 15 U.S.C. § 2618(a). However, certain of Petitioners’ claims seek review of

Safer Chemicals Healthy Families; Alaska Community Action on Toxics;
Environmental Health Strategy Center; Environmental Working Group; Learning
Disabilities Association of America; Sierra Club; Union of Concerned Scientists;
United Steel, Paper and Forestry, Rubber, Manufacturing, Energy, Allied Industrial
and Service Workers International Union, AFL-CIO/CLC; We Act for
Environmental Justice; Asbestos Disease Awareness Organization; and Vermont
Public Interest Research Group petitioned for review in Case Nos. 17-72260 and 1773390. The Alliance of Nurses for Health Environments, Cape Fear River Watch,
and Natural Resources Defense Council petitioned for review in Case Nos. 17-72968
and 17-73290. The Environmental Defense Fund petitioned for review in Case Nos.
17-72501 and 17-73383.
1

Petitioners originally named Scott Pruitt, the former Administrator of EPA.
Pursuant to Federal Rule of Appellate Procedure 42(c)(2); his successor, acting
Administrator Andrew Wheeler, has automatically been substituted as a party.

2

1
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EPA’s nonbinding preamble discussions. This Court does not have jurisdiction to
entertain challenges to statements about actions EPA may or may not take in the
future. See infra Argument Part II.B.
ISSUES PRESENTED
A critical goal of TSCA section 6 is for EPA to quickly identify, evaluate, and
regulate chemicals that present unreasonable risks under their “conditions of use.”
1. TSCA unambiguously grants EPA discretion to determine what constitutes
a chemical’s conditions of use, “as determined by the Administrator.” 15
U.S.C. § 2602(4). Given the limited tools under TSCA for regulating
historical activities and legislative history indicating that Congress intended
for EPA to focus on prospective and ongoing activities, did EPA
reasonably interpret the phrase “conditions of use” to exclude legacy
activities?
2. Mirroring the statutory language, the Risk Evaluation Rule states that EPA
will publish a scope document outlining “the condition(s) of use . . . that the
EPA plans to consider in the risk evaluation.” 40 C.F.R. § 702.41(c)(1).
a. Conditional, equivocal, and nonbinding statements in a regulatory
preamble are not final agency action and do not give rise to nonspeculative injury. Does this Court lack jurisdiction to review
preamble statements in the Risk Evaluation Rule that EPA “may,” on

2
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a case-by-case basis, exclude certain conditions of use, such as de
minimis uses, from the scope of risk evaluations?
b. Even if EPA’s nonbinding preamble discussion is reviewable, was it
nonetheless reasonable and permissible under TSCA?
3. Petitioners agree that EPA may issue early risk determinations for a
particular condition of use for a chemical—while the risk evaluation for
other uses of that chemical remains pending—if EPA determines that the
condition of use poses unreasonable risks. Did EPA reasonably conclude
that it can also issue early risk determinations for particular conditions of
use when EPA concludes that it poses no unreasonable risk?
4. The Rules include provisions outlining how EPA will gather and consider
information related to risk evaluations. EPA has moved to voluntarily
remand three of the challenged provisions. Have Petitioners met their
burden to show that EPA erred in the remaining two provisions?
5. Petitioners seek vacatur of numerous provisions of the Rules and their
preambles, despite raising no arguments as to some of them and no basis
for vacatur of the rest. Have Petitioners waived their requests for vacatur?
PERTINENT STATUTES AND REGULATIONS
All pertinent statutes and regulations are contained in either the addendum to
Petitioners’ opening brief or the addendum to this brief.

3
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STATEMENT OF THE CASE
A.

Introduction

EPA’s Inventory lists over 80,000 chemical substances that have been
manufactured or processed in the United States since the late 1970s. Chemicals serve
numerous roles in our lives and range from zinc oxide, an ingredient in many
“natural” sunscreens, to perchloroethylene, a component of many dry-cleaning
products that must be handled carefully. While many chemicals are innocuous, others
pose risks to human health or the environment.
In 2016, Congress amended the Toxic Substances Control Act (TSCA or Act),
creating, among other things, a triage process requiring EPA to systematically
prioritize chemicals based on their potential to present risks under their conditions of
use, evaluate the risks of high-priority chemicals, and ultimately regulate to remove
any unreasonable risks EPA identifies.
These consolidated cases involve two foundational rulemakings specifying how
EPA will conduct the first two steps in the triage process: prioritization and risk
evaluation. Petitioners challenge three aspects of these Rules and their preambles
related to how EPA intends to focus the risk evaluation process. First, EPA
interpreted TSCA as granting it discretion to determine what conditions constitute a
chemical’s “conditions of use,” and to generally exclude legacy activities—i.e.,
primarily historical activities that do not involve ongoing or prospective manufacture,
processing, or distribution in commerce of a chemical substance as a product. This
4
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interpretation was based on statutory text, the limited authority that EPA has under
TSCA to ultimately regulate such activities, and recent legislative history. Second, the
Risk Evaluation Rule requires EPA to issue a scope document for each risk
evaluation. The preamble further includes a nonbinding and equivocal discussion of
potentially excluding certain conditions of use from scope documents when
appropriate, such as when a use is de minimis. Third, the Risk Evaluation Rule
specifies that EPA may issue risk determinations on various conditions of use for the
same chemical in one or multiple documents. To the extent these claims are
reviewable, EPA reasonably interpreted its authority based on the statutory text, the
scheme created by Congress, and legislative history. However, this court does not
have jurisdiction over EPA’s preamble discussion of things it may do on a case-bycase basis at a future time.
Petitioners also challenge certain information-gathering and consideration
provisions. EPA is concurrently seeking voluntary remand of three of these, and
Petitioners’ claims regarding the rest lack merit. These petitions should be denied.
B.

The Toxic Substances Control Act and Its Recent Amendments

In 1976, Congress enacted TSCA to prevent the unreasonable risks associated
with certain chemical substances. See 15 U.S.C. §§ 2601-97. The Act was designed to
facilitate review and, if necessary, regulation of such chemicals. S. Rep. No. 94-698, at
5 (1976), reprinted in Legislative History of TSCA at 161; H.R. Rep. No. 94-1341, at 1,
6 (1976), reprinted in Legislative History of TSCA at 409, 414 (Comm. Print 1976).
5
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Congress required EPA to maintain an Inventory of chemical substances
manufactured or processed in the United States and provided EPA discretionary
authority for their review and regulation. 15 U.S.C. §§ 2604, 2606(a). However,
Congress determined that, as originally enacted, TSCA did not achieve its aim due to a
variety of procedural and substantive complications. 162 Cong. Rec. S3511-01 (daily
ed. June 7, 2016) at S3513 (discussing barriers to chemical testing), S3516 (discussing
previous requirement for EPA to consider cost), S3516 (discussing “grandfathering”
of chemicals on the TSCA Inventory).
In 2016, Congress amended TSCA through the Frank R. Lautenberg Chemical
Safety for the 21st Century Act (“Lautenberg Act”). Pub. L. No. 114-182 (June 22,
2016). This “set[] in motion a process under which EPA will for the first time
systematically review the safety of chemicals in active commerce,” while enabling
EPA to focus on “priority chemicals” and “conditions of use that raise the greatest
potential for risk.” 162 Cong. Rec. at S3516 col. 3, S3519 col. 3.
Congress created a three-step triage process that requires EPA to assess
existing chemicals most likely to pose risks and then to quickly issue regulations to
mitigate unreasonable risks. First, EPA must “prioritize” individual chemicals as
either low- or high-priority based on the chemical’s “conditions of use,” a defined
term of art. 15 U.S.C. §§ 2602(4), 2605(b)(1). A low-priority designation ends the
process for a chemical and is subject to judicial review. Id. § 2618(a)(1)(C)(i).

6
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Second, high-priority chemicals (as well as certain substances that skip
prioritization) move on to the “risk evaluation” phase. Id. § 2605(b)(2)(A)-(B). Here,
EPA must publish a “scope” document that includes the hazards, exposures,
conditions of use, and potentially exposed or susceptible subpopulations for each
chemical that EPA expects to consider. Id. § 2605(b)(3)(A), (4)(D). EPA then must
determine whether the chemical poses an unreasonable risk to human health or the
environment under the conditions of use included within the scope of the risk
evaluation. Id. § 2605(b)(4)(A). A finding that a chemical poses no unreasonable risk
ends the process and is subject to judicial review. Id. §§ 2605(i)(1), 2618(a)(1)(A).
Third, a chemical deemed to pose an unreasonable risk under any of its
conditions of use moves to the “risk management” phase. Id. § 2605(a)(1). EPA
must impose requirements on the chemical as necessary to remove the unreasonable
risk. The risk management decision, including the unreasonable risk determination, is
subject to judicial review. Id. §§ 2605(i)(2), 2618(a)(1)(A).
Graphically, the process flow looks like this:

7
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Determination
of Unreasonable
Risk under
Identified
Conditions of Use
Chemical
Designated
High-Priority
for Risk
Evaluation

Prioritization
Chemical
Designated
Low-Priority 
Judicial review,
15 U.S.C.§
2618(a)(1)(C)(i)

Impose Regulations to
Eliminate the
Unreasonable Risk 
Judicial review, 15
U.S.C. §2605(i)(2)

Risk
Management

Risk
Evaluation
Determination
of No Unreasonable
Risk 
Judicial review,
15 U.S.C. §
2605(i)(1)

Congress imposed strict requirements for the pace of evaluations. By
December 2016, EPA had to begin risk evaluations on 10 chemical substances that
were excused from prioritization. Id. § 2605(b)(2)(A). Starting at the end of 2019,
EPA must have designated at least 20 low-priority substances and must have at least
20 risk evaluations for high-priority chemicals ongoing at any one time. Id.
§ 2605(b)(2)(B), (3)(C). Each risk evaluation must normally be completed within three
years. Id. § 2605(b)(4)(G). Regulations must normally be finalized within two years of
a final risk evaluation finding unreasonable risk. Id. § 2605(c)(1)(B).
C.

The Prioritization Rule and the Risk Evaluation Rule

This case involves two regulations—the Prioritization Rule and the Risk
Evaluation Rule—establishing procedures EPA will use for the first two phases of the
8
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triage process. Under the Prioritization Rule, EPA will: (1) select candidate chemical
substances based on hazard and exposure potential and conduct a screening review
based primarily on the chemical’s properties and conditions of use; and (2) designate
the chemical as low- or high-priority. 40 C.F.R. §§ 702.5, 702.7, 702.9, 702.11; 82 Fed.
Reg. at 33,763-64 (ER 39-40). Then, for high-priority chemicals, under the Risk
Evaluation Rule, EPA will: (1) issue a “scope” document specifying, among other
things, the conditions of use that EPA expects to consider; (2) assess the hazards and
likely exposure pathways of the chemical; (3) characterize the chemical using the best
available science; and (4) issue a risk determination, all of which will be subject to
public comment. 40 C.F.R. § 702.41, 702.43, 702.47; 82 Fed. Reg. at 33,750-52 (ER
25-27). Upon determination that a chemical poses unreasonable risks under any of its
conditions of use, EPA will initiate the third and final step in the process: a risk
management regulation to remove the identified risk. 40 C.F.R. § 702.49; 82 Fed.
Reg. at 33,752-53 (ER 27-28).
Three aspects of the Rules and their preambles involving how EPA focuses its
review are at issue in this case. Some of these are regulatory provisions and statutory
interpretations; others merely discuss actions EPA may take on a case-by-case basis.
The first aspect is EPA’s interpretation of “conditions of use” under the Act.
TSCA defines the phrase as “the circumstances, as determined by the Administrator,
under which a chemical substance is intended, known, or reasonably foreseen to be
manufactured, processed, distributed in commerce, used, or disposed of.” 15 U.S.C.
9
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§ 2602(4). In the final Rules, EPA determined that TSCA did not mandate inclusion
of “all” activities associated with a chemical as conditions of use. 82 Fed. Reg. at
33,728-29 (ER 3-4). Rather, EPA interpreted the phrase as referring to ongoing and
prospective activities and requiring the exercise of some discretion as well as a factual
determination of what circumstances constitute each chemical’s conditions of use. Id.
EPA interpreted the Act’s text, in light of the Act’s structure and legislative
history, as focused on the prospective and ongoing flow of chemicals in commerce.
Id. In other words, EPA considers TSCA’s triage scheme to be the “tap” through
which chemicals flow from manufacture into use. Thus, EPA interpreted the phrase
“conditions of use” to exclude certain categories of activities. Id. One of these is the
intentional misuse of chemicals. Id. The others are legacy activities, including legacy
uses (activities with no ongoing or prospective manufacturing, processing, or
distribution) and their associated disposal (future disposal from legacy uses), and
legacy disposal (disposal that occurred in the past resulting in chemicals currently in
places like landfills). Id. at 33,729-30 (ER 4-5). EPA considered, among other things,
the tools that Congress gave it to ultimately regulate such activities during the risk
management phase. Id. at 33,730 (ER 5). Because EPA has limited and, under some
circumstances, no authority to regulate legacy activities under section 6(a), EPA
believed that Congress did not intend it to determine whether such activities pose an
unreasonable risk that EPA would be required to regulate. Id. at 33,730 (ER 5).
Without such exclusions, the concept of conditions of use would render risk
10
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evaluations unmanageable—an outcome EPA did not believe Congress intended. Id.
at 33,728-30 (ER 3-5); 82 Fed. Reg. at 33,755 (ER 31). However, as EPA noted, EPA
may still consider legacy activities as part of individual risk evaluations insofar as they
contribute to background exposure or where they can inform the potential risks of
non-legacy activities. 82 Fed. Reg. at 33,730 (ER 5).
The second aspect of the Rules at issue involves the scope of risk evaluations.
In the first six months of the risk evaluation process, TSCA requires EPA to identify
in a “scope” document “the conditions of use . . . that the Administrator expects to
consider.” 15 U.S.C. § 2605(b)(4)(D). The Risk Evaluation Rule accordingly states
that scope documents will include “the condition(s) of use, as determined by the
Administrator, that the EPA plans to consider in the risk evaluation.” 40 C.F.R.
§ 702.41(c)(1). The preamble to the Risk Evaluation Rule also discusses the
possibility that EPA “may” “on a case-by-case basis, exclude certain activities that
EPA has determined to be conditions of use in order to focus its analytical efforts on
those exposures that are likely to present the greatest concern.” 82 Fed. Reg. at
33,729 (ER 4). Some examples of conditions of use that EPA “may” exclude “on a
case-by-case basis” include circumstances that present only “de minimis” risks, such
as uses that occur in a closed system that precludes exposure, or those that have been
adequately assessed and managed by another agency. Id. However, EPA explained
that it would be “premature to definitively exclude a priori specific conditions of use
from risk evaluations” at this time because such determinations would be highly fact11
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specific. 82 Fed. Reg. at 33,730 (ER 5). Any excluded condition of use would be
expressly identified, subject to public comment, and ultimately judicially reviewable.
82 Fed. Reg. at 33,729 (ER 4); 15 U.S.C. § 2605(i)(1)-(2).
The third aspect of the Rules at issue involves risk determinations for
individual conditions of use. Once the process begins, EPA normally has only three
years to determine whether a chemical poses an unreasonable risk. 15 U.S.C.
§ 2605(b)(4)(G). The Risk Evaluation Rule states that EPA will determine whether a
chemical presents an unreasonable risk under every condition of use within the scope,
“either in a single decision document or in multiple decision documents.” 40 C.F.R.
§ 702.47. So if EPA has sufficient information to determine that a chemical does or
does not pose an unreasonable risk under a particular condition of use, EPA may
publish an early determination for that particular condition of use, while the
evaluation for the remaining conditions of use continues. 82 Fed. Reg. at 33,729 (ER
4). Any early determination would be subject to public comment and peer review as
normal and would then be subject to judicial review. Id.; 15 U.S.C. § 2605(i)(1)-(2).
The Rules also prescribe the manner in which EPA gathers and considers
information and the way in which information is to be submitted to the Agency.
Relevant here, these include 40 C.F.R. §§ 702.5(e) (EPA will obtain information
necessary to conduct prioritization before initiating the prioritization process), and
702.9(b) (when screening a chemical during prioritization, EPA will consider
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information “consistent with the scientific standards . . . in 15 U.S.C. 2625(h)”),
702.31(d), 702.37(b)(4), and 702.37(b)(6).
D.

Procedural History

Petitioners challenge each of the three aspects of the Rules discussed above
involving how EPA focuses its review under the triage process, as well as each of the
identified information-gathering provisions.
Concurrently with this brief, EPA is filing a motion for voluntary remand of
three of the challenged information-gathering provisions: 40 C.F.R. §§ 702.31(d),
702.37(b)(4), and 702.37(b)(6), discussed in sections IV.A, IV.B, and IV.C of
Petitioners’ brief. As explained in the motion, remand will serve the interests of
judicial economy because EPA intends to administratively revisit the provisions that
Petitioners challenge.
Also pending is Petitioners’ motion to “complete” the administrative records
(Dkt. 43), filed the same day as their opening brief, April 16, 2018. As explained in
EPA’s response (Dkt. 55), that motion seeks merely to distract the Court with nonrecord information that is not relevant to the questions before the Court and should
be denied.3 The Court should not consider the extra-record documents included in
that motion, many of which are cited in Petitioners’ opening brief.

Indeed, Petitioners do not seriously argue that any of these documents is necessary
for the Court to rule on their substantive challenges. Rather, they repeat allegations
from their motion in the background section of their brief, referring to the
Cont.

3
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SUMMARY OF ARGUMENT
Prioritizations and risk evaluations are not actions EPA takes in the abstract;
they are the first two steps in a triage process designed to ultimately lead to a third:
regulations to remove any identified unreasonable risk. EPA’s Prioritization Rule and
Risk Evaluation Rule reasonably take into account this ultimate goal and should be
upheld.
First, Petitioners’ challenge to EPA’s interpretation of the definition of
“conditions of use,” Pet’rs Br. Arg. III, fails because Congress gave EPA discretion to
determine what circumstances meet the definition and EPA appropriately exercised its
discretion. EPA reasonably determined that Congress intended it to focus on the
prospective and ongoing flow of chemicals in commerce. This is reflected in the
statutory text and in EPA’s limited regulatory tools under TSCA to remove
unreasonable risks posed by legacy activities.
Second, Petitioners’ purported challenge to the scope provision in the Risk
Evaluation Rule, Pet’rs Br. Arg. I, is impermissible as a matter of law. Petitioners’
challenge is not directed to the regulation EPA promulgated—which mirrors the
“influence” of Dr. Nancy Beck, an EPA official, on the final rule. See Pet’rs Br. at 1315. Petitioners evidently attempt to use these documents to cloud the Court’s view of
EPA’s rulemaking process. Because Petitioners did not raise any procedural challenge
to EPA’s rulemaking process in their opening brief, any such claim is waived. See
United States v. Kama, 394 F.3d 1236, 1238 (9th Cir. 2005) (“[A]n issue is waived when
the appellant does not specifically and distinctly argue the issue in [an] opening
brief.”).

14

Case: 17-72260, 08/06/2018, ID: 10967460, DktEntry: 67, Page 29 of 125

statutory text. Rather, Petitioners challenge EPA’s preamble statements that EPA
“may,” on a case-by-case basis, exclude particular conditions of use from the scope of
a chemical’s risk evaluation when EPA has good reason, such as when a condition of
use presents only de minimis exposure potential. This Court lacks jurisdiction to
review such equivocal and nonbinding statements. They do not constitute reviewable
final agency action and are not ripe for review. Additionally, Petitioners do not
identify any non-speculative injury and therefore lack Article III standing for this
claim. To the extent EPA’s tentative preamble language is reviewable, Petitioners’
challenge to the scope provision should also be rejected on the merits. EPA’s
discussion was consistent with the text and purpose of the Act.
Third, Petitioners’ argument that EPA may only issue early risk determinations
where it finds unreasonable risk, but not where it finds no unreasonable risk, during
review of a chemical’s other conditions of use, Pet’rs Br. Arg. II, is wholly unfounded.
Nothing in the Act or Rules requires EPA to evaluate the risks of all included
conditions of use in a single document.
As to Petitioners’ challenges to Rule provisions governing EPA’s information
gathering and consideration, Pet’rs Br. Arg. IV, EPA is seeking voluntary remand of
three of the provisions. Petitioners’ challenge to the remaining information-gathering
provisions are without merit.

15
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STANDARD OF REVIEW
Jurisdiction is a “threshold issue”: if subject matter jurisdiction does not exist
for a particular claim, “the court cannot proceed at all” as to that claim. Steel Co. v.
Citizens for a Better Env’t, 523 U.S. 83, 94 (1998). Petitioners bear the burden of
demonstrating subject matter jurisdiction. Kokkonen v. Guardian Life Ins. Co. of Am.,
511 U.S. 375, 377 (1994).
On the merits, with limited exceptions not applicable here, EPA rules
promulgated under TSCA are reviewed under the Administrative Procedure Act
(APA). 15 U.S.C. § 2618(c)(1)(B). “Under the APA, [this Court should] set aside an
agency’s decision if it is ‘arbitrary, capricious, an abuse of discretion, or otherwise not
in accordance with law.’” Nw. Coal. for Alts. to Pesticides v. EPA, 544 F.3d 1043, 1047
(9th Cir. 2008) (citation omitted). The familiar arbitrary-or-capricious standard is
highly deferential, presuming the validity of agency actions and upholding them if they
satisfy minimum standards of rationality. Kern Cty. Farm Bureau v. Allen, 450 F.3d
1072, 1075-76 (9th Cir. 2006). “The scope of review under the ‘arbitrary and
capricious’ standard is narrow and a court is not to substitute its judgment for that of
the agency.” Motor Vehicles Mfrs.’ Ass’n v. State Farm Mut. Auto Ins. Co., 463 U.S. 29, 43
(1983). The pertinent question is “whether the [agency’s] decision was based on a
consideration of the relevant factors and whether there has been a clear error of
judgment.” Id. at 42-43 (internal quotation marks and citation omitted).

16
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Questions of statutory interpretation are governed by the two-step test set
forth in Chevron, U.S.A., Inc. v. Natural Resources Defense Council, Inc., 467 U.S. 837, 84245 (1984). In the first step, the reviewing court determines whether Congress spoke
to the precise question at issue. If so, the inquiry ends. If the statute is silent or
ambiguous on the relevant point, the court must determine whether the agency’s
interpretation is based on a permissible construction of the statute and, if so, defer to
it. Id. The agency’s interpretation need not represent the only permissible reading of
the statute, nor the reading that the Court might have given it. Id. at 843 & n.11; see
also Leslie Salt Co. v. United States, 55 F.3d 1388, 1394 (9th Cir. 1995). Additionally,
where Congress delegates discretionary authority to “fill” statutory gaps, the Court
“give[s] the resulting regulation controlling weight unless it is manifestly contrary to
the statute.” San Bernardino Mountains Cmty. Hosp. Dist. v. Sec’y of Health & Human
Servs., 63 F.3d 882, 887 (9th Cir. 1995) (internal quotation marks and citation omitted).
ARGUMENT
I.

EPA Reasonably Exercised Its Discretion to Determine That Legacy
Activities That EPA Has Limited Tools to Ultimately Regulate Should
Not Form the Basis for Findings of Unreasonable Risk.
EPA interpreted the phrase “conditions of use” as generally applying to

circumstances under which chemicals flow from manufacture, processing, and
distribution in commerce into the use and disposal stages of their lifecycle rather than
as requiring EPA to reach back in time. See 82 Fed. Reg. at 33,729-30 (ER 4-5). In
light of the prospective focus and triage goals of the Act, this was a reasonable
17
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exercise of EPA’s discretion consistent with Congressional intent. Petitioners’
argument under Chevron step one that the statute compels EPA to treat legacy use,
associated disposal, and legacy disposal as conditions of use (Pet’rs Br. Arg. III, at 4051) is unsupported by the Act. To the extent Petitioners argue that EPA’s
interpretation was unreasonable under Chevron step two, their claim also fails because
EPA reasonably took into account the Act’s goals and structure.
A.

TSCA Plainly Confers Discretion on EPA to Determine What
Constitutes a Chemical’s Conditions of Use and Is Ambiguous as
to How Legacy Activities Should Be Treated.

“The starting point in every case involving construction of a statute is the
language itself.” Blue Chip Stamps v. Manor Drug Stores, 421 U.S. 723, 756 (1975)
(Powell, J., concurring). Here, the statutory definition of conditions of use—
circumstances “as determined by the Administrator, under which a chemical
substance is intended, known, or reasonably foreseen to be manufactured, processed,
distributed in commerce, used, or disposed of”—is generally focused on current and
future activities. 15 U.S.C. § 2602(4). “[I]ntended” and “reasonably foreseen” are
plainly forward looking terms. “[T]o be” is an infinitive that, when combined with
the preceding “is known” becomes a present tense verb. So Congress intended EPA
to focus on activities for which manufacturing, processing or distribution in
commerce is intended, known or reasonably foreseen to occur. With over 80,000
chemicals on the Inventory, this alone is a gargantuan task. But the Act does not
resolve the question of whether, as Petitioners contend, Congress also intended EPA
18
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to evaluate every circumstance wherein chemicals exist in the environment in some
way. Such an additional task could ultimately swallow all of EPA’s resources and
impede its ability to evaluate ongoing and prospective activities.
Additionally, the language leaves EPA broad discretion to determine what
constitutes a condition of use. Congress sometimes delegates an agency discretion by
leaving gaps to be filled, signalling that significant deference to the agency is
warranted. San Bernardino Mountains, 63 F.3d at 886. Statutory ambiguity on a
particular question also indicates that Congress intended to confer broad discretion
and takes the matter out of Chevron step one. See, e.g., Entergy Corp. v. Riverkeeper, Inc.,
556 U.S. 208, 222-23 (2009) (statutory silence demonstrated Congress’ intent to
confer greater discretion on EPA); Chevron, 467 U.S. at 842-45.
Here, the statutory definition of conditions of use expressly confers discretion.
15 U.S.C. § 2602(4). “[T]his is not a statute as to which we can only infer, from
Congress’ silence, an implicit intent to delegate to the [Administrator] the authority to
reasonably interpret the statutory terms.” Transitional Hosps. Corp. of La. v. Shalala, 222
F.3d 1019, 1025 (D.C. Cir. 2000). Instead, it signals discretion in plain terms: “as
determined by the Administrator.” 15 U.S.C. § 2602(4). This is the sort of classic
language Congress uses to indicate that an agency is expected to fill the gaps, make a
finding, and exercise judgment. Nat. Res. Def. Council v. EPA, 526 F.3d 591, 595 n.4
(9th Cir. 2008) (conference report stating that permits are not required where runoff is
not contaminated “as determined by the Administrator” “gives the EPA administrator
19
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discretion to determine when contamination has occurred” (internal quotation marks
and citation omitted)). San Bernardino Mountains, 63 F.3d at 886 (“We find the statute’s
inclusion of the terms ‘such as’ and ‘as determined by the Secretary,’ [as a] broad grant
of discretionary authority.”) (citation omitted); Transitional Hosps., 222 F.3d at 1026 (by
using the “parenthetical phrase, ‘as determined by the Secretary’ . . . Congress has
made an express delegation of authority to the agency” that “takes the case out of the
realm of Chevron step one[].”) (citation omitted). Additionally, “intended,” “known,”
and “reasonably foreseen” are broad, general terms that plainly require EPA to
exercise its judgment. E.g., Am. Fed’n of Labor & Cong. of Indus. Orgs. v. Chao, 409 F.3d
377, 393 (D.C. Cir. 2005) (similarly broad term “necessary” “clearly invites further
definition”).
Congress obviously did not mean for EPA to consider every circumstance that
could conceivably exist to be a chemical’s conditions of use because that would
undermine the Act’s triage process. See Catawba Cty., Inc. v. EPA, 571 F.3d 20, 35
(D.C. Cir. 2009) (statute’s text, structure, and purpose are all relevant to whether a
statute is ambiguous). As EPA correctly reads the Act, it “largely [requires] a factual
determination—i.e., EPA is to determine whether a chemical substance is actually
involved in one or more of the activities listed in the definition”—but it will also
“inevitably involve the exercise of some discretion.” 82 Fed. Reg. at 33,729 (ER 4).
In other words, EPA must determine both what circumstances of a chemical’s
manufacture, processing, distribution, use, or disposal Congress intended EPA to
20
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consider and factually which of a chemical’s circumstances are involved in those
activities. See id.; Am. Fed’n of Labor & Cong. of Indus. Orgs., 409 F.3d at 393 (statute
requiring Secretary’s determination distinct from merely requiring a factual finding
and “fairly exudes deference” (internal quotation marks and citation omitted)).
For example, suppose EPA is aware that teenagers have deliberately inhaled
compressed air. The Act does not specify whether intentional misuse is a “use” that
constitutes a condition of use for chemicals in a compressed air can. Indeed,
Congressional statements say explicitly that EPA was expected to exclude certain
categories such as “‘intentional misuse’ of chemicals” from conditions of use. S. Rep.
114-67, at 7 (2015).
As for the specific question at issue here—how EPA is to treat legacy activities
wherein chemicals are not involved in prospective or ongoing manufacture,
processing, or distribution of the chemical as a product—the statute leaves it
unanswered.
The term “use” in the statutory definition does not, as Petitioners insist, resolve
the question regarding legacy use. “Use” could mean the act of deploying something
into the environment, or, as Petitioners prefer, it could refer to anything that exists in
the world that is still useful in some way. The dictionary supports either definition.
See Merriam-Webster, https://www.merriamwebster.com/dictionary/use?utm_campaign=sd&utm_medium=serp&utm_source=j
sonld (defining “use” as “the act or practice of employing something” and “the fact or
21
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state of being used”). Nothing in the term itself either compels or rules out one
definition over the other. See also Dolan v. U.S. Postal Serv., 546 U.S. 481, 486 (2006)
(“The definition of words in isolation … is not necessarily controlling in statutory
construction”).
Petitioners are similarly incorrect that the phrase “disposed of” compels EPA
to conclude that associated disposal or legacy disposal are the kinds of disposal that
constitute conditions of use. See Pet’rs Br. at 43-44. “[D]isposed of” could mean the
act of putting something in a landfill or other resting place, or it could conceivably
refer to the movement of chemicals by natural forces after the initial act of disposal.
See Merriam-Webster, https://www.merriam-webster.com/dictionary/dispose
(defining “dispose” as “to put (someone or something) in a particular position or
place”). Petitioners point to EPA’s broader uses of the term “disposal” for specific
prohibitions under TSCA section 6(e) of the toxic chemical polychlorinated biphenyl
under 40 C.F.R. pt. 761 subpt. A, Pet’rs Br. at 43, but that regulation was issued
before the recent TSCA amendments and says nothing about whether the statutory term
is ambiguous. An interpretation by EPA in one context does not mean that Congress
required EPA to interpret the term in the same manner in another.
Also indicating ambiguity, both “use” and “disposal” are part of a list that
includes more specific activities involving chemicals in active commerce—i.e.,
manufacture, processing, and distribution—suggesting that these terms might be
more narrowly applied. See Dole v. United Steelworkers of Am., 494 U.S. 26, 36 (1990)
22
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(Under the “traditional canon of construction, noscitur a sociis, . . . words grouped in a
list should be given related meaning.” (internal quotation marks and citation omitted)).
And the Act provides only limited tools for regulating legacy activities during
the risk management phase, 15 U.S.C. § 2605(a), suggesting that Congress was not
focused on the mere existence of chemicals in the environment. See King v. St.
Vincent’s Hosp., 502 U.S. 215, 221 (1991) (restating “cardinal rule that a statute is to be
read as a whole . . . since the meaning of statutory language, plain or not, depends on
context”) (citation omitted). To illustrate the ambiguity, consider a couch with a
flame retardant coating that is no longer, and is not “reasonably foreseen” to be,
manufactured, processed, or distributed in commerce for that use. The couch may
still exist in the environment. But EPA lacks authority in the risk management phase
to prohibit residential or other non-commercial actors from continuing to sit on the
couch or have it in their homes. See 15 U.S.C. § 2605(a)(5) (authorizing only
regulation of commercial uses). While EPA could potentially issue regulations
governing homeowners who “dispose[] of” the couch, EPA’s tools for doing so are
limited to disposal “for commercial purposes.” Id. § 2605(a)(6)(A). If EPA were to
treat the historical couch coating as a condition of use for the chemical in question,
then EPA would have to prioritize the chemical based on the couch coating
circumstance, 15 U.S.C. § 2605(b)(1), determine whether to include it in the scope of
the risk evaluation and, if so, whether it poses an unreasonable risk, id.
§ 2605(b)(4)(A), and then regulate it in a manner that removes any identified
23
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unreasonable risk, id. § 2605(a)(1). But under these facts, EPA could not meet the
clear obligation to eliminate the identified unreasonable risk because it has imperfect
tools under TSCA to do so. Id. § 2605(a).
Petitioners argue at length that the Act is unambiguous. Nowhere do they
acknowledge that the Act confers any discretion on EPA to determine what precise
circumstances constitute conditions of use. Pet’rs Br. at 41-44. In their view, EPA
may only make a factual determination as to whether a chemical is associated with any
of the activities listed in the statutory definition. But that position ignores the
necessary judgment calls involved in making a factual determination and reads the
phrase “as determined by the Administrator” out of the Act.4 See, e.g., Transitional
Hosps., 222 F.3d at 1026 (deference conferred by phrase “as determined by the
Secretary” “takes the case out of the realm of Chevron step one[]”); Bd. of Trustees of
Leland Stanford Junior Univ. v. Roche Molecular Sys., Inc., 563 U.S. 776, 788 (2011) (Court
has a “general reluctan[ce] to treat statutory terms as surplusage” (internal quotation
marks and citation omitted)). Petitioners also suggest that Congress may only confer
discretion by using the word “discretion” in the statute. Pet’rs Br. at 27-28. This
The position is odd because a Petitioner comment letter acknowledges that EPA
may categorically exclude intentional misuse as a condition of use. Comments of the
Environmental Defense Fund on Procedures for Chemical Risk Evaluation under the
Amended Toxic Substances Control Act Proposed Rule 13 (Mar. 20, 2017) (SER
811). If EPA has discretion to categorically exclude one type of activity as a condition
of use, it follows that EPA has discretion to consider and exclude others so long as
doing so is also consistent with the statutory goals.
4
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assertion is belied by blackletter law, see Natural Resources Defense Council, 526 F.3d at
595 n.4 (phrase “as determined by the Administrator” confers discretion on EPA),
and by the plain text of numerous other TSCA provisions, see infra Argument II.C.1.
Petitioners’ Chevron step one argument must be rejected.
B.

EPA Reasonably Interpreted the Statutory Phrase “Conditions of
Use” to Exclude Activities It Has Limited Tools to Regulate
Under TSCA.

In the absence of clear statutory direction, EPA reasonably exercised its
discretion to fill the gaps by interpreting the phrase “conditions of use” to require it to
evaluate the ongoing and prospective flow of chemicals in commerce. 82 Fed. Reg. at
33,729-30 (ER 4-5). That is, EPA reads the phrase as focusing on the continuing flow
of chemical substances from manufacture, processing, and distribution in commerce
into the use and disposal stages of their lifecycle, but not requiring EPA to address
potential risks associated with chemicals already in the environment. Id.
EPA focused heavily on the statutory context and goals, including the limits to
EPA’s regulatory authority under section 6(a), 15 U.S.C. § 2605(a). 82 Fed Reg. at
33,730 (ER 5). A critical purpose of the Act is for EPA to identify and evaluate
chemicals posing unreasonable risks and to regulate to remove the unreasonable risks.
See 15 U.S.C. § 2605. But, as Petitioners fail to acknowledge, see, e.g., Pet’rs Br. at 4750, EPA’s authority to regulate the non-commercial use and disposal of a chemical,
which is likely to be a significant portion of legacy activities, is limited. See 15 U.S.C.
§ 2605(a)(5)-(6). EPA can regulate disposal of a chemical “by its manufacturer or
25
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processor or by any other person who uses, or disposes of it, for commercial
purposes,” for example. Id. § 2605(a)(6). That authority, however, is limited for both
associated disposal (e.g., disposal of a treated couch by a residential consumer) and
legacy disposal (e.g., disposal that occurred in the past that has led to chemicals in
groundwater or landfills). Id.. EPA also noted the Act’s tight statutory deadlines.
EPA explained that it would frustrate the statutory goals to spend its limited resources
evaluating activities it has limited or no authority to regulate. 82 Fed Reg. at 33,730
(ER 5). This makes sense given the process embodied in section 6 and EPA’s
extensive tools to regulate chemical manufacturers and other commercial actors. See
15 U.S.C. § 2605(a)(1)-(6).
Petitioners raise no plausible argument that EPA’s construction is inconsistent
with the Act. See Nat’l Ass’n of Clean Air Agencies v. EPA, 489 F.3d 1221, 1230 (D.C.
Cir. 2007) (EPA construction entitled to great deference unless contrary to Act).
Petitioners argue that it is irrelevant that EPA lacks the tools to effectively regulate
legacy activities because, under section 9(a), 15 U.S.C. § 2608(a), EPA may refer an
unreasonable risk to another agency that has authority to regulate it. Pet’rs Br. at 50.
But the section 9 process does not resolve the conundrum, because: (1) referral is only
available when EPA determines that another agency can effectively control a risk; (2)
that agency could decline to regulate; and (3) EPA is still required to regulate
unreasonable risks if the other agency does not act within the specified timeframes.
See 15 U.S.C. § 2608(a)(1), (4). If EPA refers a risk that EPA cannot regulate and then
26
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the other agency does not act on time, then EPA would still find itself in the absurd
position of being simultaneously required to regulate while lacking authority to do so.
See Griffin v. Oceanic Contractors, Inc., 458 U.S. 564, 575 (1982) (“[I]nterpretations of a
statute which would produce absurd results are to be avoided if alternative
interpretations consistent with the legislative purpose are available.”).
Petitioners argue that EPA’s interpretation is inconsistent with the statutory
scheme because section 6 refers to “chemical substances” while section 8(b) requires
EPA to distinguish “active” substances from “inactive” substances. Pet’rs Br. at 4546. In their view, section 6 was intended to capture both active and inactive chemical
substances, as well as legacy activities of both types of chemicals. But harmonization
between the two sections is impossible due to the differences in purpose and scope.
Under section 8(b), EPA must maintain an Inventory of chemicals “manufactured or
processed in the United States,” which is relevant primarily to the process under
section 5: if a chemical is not on the Inventory, someone wishing to manufacture it
must go through the section 5 approval process for new chemicals. 15 U.S.C.
§§ 2607(b), 2604(a)(1)(A)(i). Under section 8(b)(4), EPA must update the Inventory
as to whether the chemicals on it are active or inactive, meaning whether they were
“manufactured or processed” between 2006 and 2016. Id. § 2607(b)(4). Section 6 is
not limited to chemicals manufactured or processed between 2006 and 2016. Id.
§§ 2602(4) (conditions of use include, for example, circumstances “intended” and
“reasonably foreseen” to be manufactured or processed), 2605(b)(1) (treatment of
27
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chemicals under section 6 restricted only by their conditions of use, as determined by
the Administrator). And while EPA may find the Inventory useful when identifying
chemicals for prioritization under section 6, it provides no help in determining what
constitutes that chemical’s conditions of use. See, e.g., 15 U.S.C. § 2605(b)(1). Thus,
any clues from section 8(b) cannot overcome the contrary evidence that Congress
intended EPA to focus on the prospective and ongoing flow of chemicals in
commerce. Petitioners fail to show that EPA’s decision to exclude legacy activities
from the definition of conditions of use is manifestly contrary to the statute. See San
Bernardino Mountains, 63 F.3d at 887.
C.

Recent Legislative History Supports EPA’s Approach to Focus on
Quickly Regulating the Worst Risks.

Legislative history can “shed new light on congressional intent, notwithstanding
statutory language that appears superficially clear.” Nat. Resources Def. Council v. EPA,
489 F.3d 1250, 1259 (D.C. Cir. 2007) (internal quotation marks and citation omitted).
Here, the legislative history is both recent and informative.
In a section entitled “Congressional Intent Behind Specific Provisions of the
Bill,” the Congressional Report on the Lautenberg Act includes the following from
Senator Vitter, one of the primary authors and negotiators of the policy:
[T]the Agency is given the discretion to determine the conditions
of use that the Agency will address in its evaluation of the priority
chemical. This assures that the Agency’s focus on priority
chemicals is on conditions of use that raise the greatest potential
for risk. This also assures that the Agency can effectively assess
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and control priority chemicals and meet the new law’s strict
deadlines.
162 Cong. Rec. at S3519 col. 3. This uncontested history indicates the primary
authors in Congress intended to give EPA discretion over conditions of use and to
enable EPA to focus its efforts where they can best be spent.
The legislative history also includes numerous references to TSCA’s purpose in
regulating “chemicals in commerce,” “chemicals already on the market,” and
chemicals that are being actively manufactured. E.g., H.R. Rep. No. 114-176, at 12
(2015), reprinted in 2016 U.S.C.C.A.N. 276, 277 (TSCA described as “legislation to
identify and control potentially dangerous chemicals in U.S. commerce”); S. Rep. No.
114-67, at 2 (2015) (TSCA’s “unique focus is on industrial chemicals in commerce”);
id. at 4 (pre-amendment TSCA flawed because it lacked a requirement “to
systematically assess existing chemicals in commerce”); id. at 11 (“In general, EPA is
to focus the prioritization screening process on chemicals that are in active
commerce.”); id. at 13 (“Committee’s objective” is to “address[] the backlog of
unassessed chemicals in commerce”); 162 Cong. Rec. at S3516, col. 3 (Detailed
Analysis and Additional Views of Democratic Members) (“[t]he goal of the legislation
is to ensure that all chemicals on the market” get a systematic safety review); U.S.
Senate Environment and Public Works Committee: “Reforming the Toxic Substances
Control Act” at 2 (“TSCA is designed to regulate chemical substances that are being
used to make millions of everyday products and materials.”); id. at 3 (“All chemicals in
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commerce will be reviewed for safety through a risk-based process.”). These strongly
support EPA’s focus on ongoing and prospective activities. EPA reasonably
considered this to mean that Congress did not intend for EPA to spin its wheels
assessing historical activities in which chemicals are no longer flowing through active
commerce as a product.
D.

Historical Activities May Still Factor into EPA’s Analysis as
Background Exposure.

Much of Petitioners’ argument seems based on the idea that chemicals existing
in the environment through legacy activities might still provide exposure pathways
relevant to whether the chemical, as a whole, poses an unreasonable risk. Pet’rs Br. at
47-48. EPA agrees, and explained that “in a particular risk evaluation, EPA may
consider background exposures from legacy use, associated disposal, and legacy
disposal as part of an assessment of aggregate exposure or as a tool to evaluate the
risk of exposure resulting from non-legacy uses.” 82 Fed. Reg. at 33,730 (ER 5). In
other words, using Petitioners’ lead pipe example, if a subpopulation is getting a
regular dose of lead exposure from pre-existing lead pipes, such exposure might be
relevant to whether a lead-based toy would pose an unreasonable risk if allowed to be
distributed in commerce. So while EPA’s interpretation of “conditions of use”
excludes legacy activities as circumstances upon which EPA must prioritize chemicals,
it does not mean that EPA will not consider legacy activities where appropriate. This
is reasonable in light of the Act.
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II.

Petitioners’ Challenge to the Risk Evaluation Rule’s Scope Provisions
and Preamble Discussion Fails.
Petitioners’ purported challenge (Pet’rs Br. Arg I, at 21-38) to the provision in

the Risk Evaluation Rule outlining how EPA will draft risk evaluation scope
documents, 40 C.F.R. § 702.41(c)(1), dramatically misreads the Rule and record.
Petitioners contend that the Rule itself give EPA “carte blanche” to exclude any
condition of use it chooses from the scope of a risk evaluation.5 Pet’rs Br. at 22, 70.
Petitioners’ claim primarily stems from EPA’s discussion in the preamble to the Rule
of the possibility of case-by-case exclusions using conditional, equivocal, and
nonbinding language. Pet’rs Br. Arg I, at 22, 26-28, 33, 35-36, 38; id. at 69-70
(requesting vacatur of preamble sections). But such nonbinding preamble statements
are unreviewable. Nat. Resources Def. Council v. EPA, 559 F.3d 561, 564-65 (D.C. Cir.

Petitioners ask the Court to vacate the conditions of use scope provision, 40 C.F.R.
§ 702.41(c)(1), as well as others outlining procedures not challenged here but simply
referring to “the conditions of use within the scope of the evaluation,” including 40
C.F.R. §§ 702.41(a)(5), (a)(7), (a)(8), (a)(9), (c)(4)(i), (c)(4)(iii), and (d)(2); and 702.49(b),
(c), and (d). Pet’rs Br. at 22, 70. For example, section 702.41(a)(5) states that EPA
will ensure that all supporting analyses and components of a risk evaluation are welltailored to the problems at hand. Petitioners present no basis for vacating these
provisions in their entirety. Petitioners also purport to challenge sections 702.37(b)(3)
and (e)(3) and assert in passing that these provisions allow EPA to limit a
manufacturer-requested evaluation to the conditions of use identified by the
manufacturer. Pet’rs Br. at 22. This is inaccurate. Section 702.37(b)(3) specifies the
procedure for manufacturers, not EPA. And section 702.37(e)(3) expressly states that
EPA will assess which additional conditions of use warrant inclusion in the scope and
will treat the chemical in the same manner as substances designated high-priority.
5
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2009) (“NRDC”).6 And even if this Court were to reach such statements, EPA’s
discussion of future possibilities is based on a permissible reading of TSCA.
A.

The Risk Evaluation Rule’s Provision on Scope Documents
Mirrors the Statutory Text and Does Not Grant EPA the Authority
Petitioners Claim.

Petitioners argue that the scope provision in the Risk Evaluation Rule
“grant[s]” EPA “unfettered discretion” to exclude any condition of use it chooses.
Pet’rs Br. at 21-22. In fact, the scope provision is narrow and does no such thing.
The regulatory text of the scope provision is simple and straightforward: the
scope of a risk evaluation will include, among other things, “the condition(s) of use, as
determined by the Administrator, that the EPA plans to consider in the risk
evaluation.” 40 C.F.R. § 702.41(c)(1). This language closely mirrors the statutory text,
which says that “[t]he Administrator shall . . . 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

EPA’s definitional interpretation of the phrase “conditions of use,” see supra
Argument I, also appears solely in the preamble of the Rules and not in the
regulations themselves. Compare 40 C.F.R. § 702.33 (mirroring 15 U.S.C. § 2602(4))
with 82 Fed. Reg. at 33,730 (ER 5). Unlike EPA’s conditional, equivocal, and
nonbinding discussion of scope documents, however, EPA’s preamble interpretation
regarding legacy activities is reviewable because it is a binding statutory interpretation
that EPA stated it intends to apply going forward. Kennecott Utah Copper Corp. v. U.S.
Dep’t of Interior, 88 F.3d 1191, 1222-23 (D.C. Cir. 1996) (preamble statements
reviewable when it shows the agency “inten[ded] to bind either itself or regulated
parties”); NRDC, 559 F.3d at 564-65.
6
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consider.” 15 U.S.C. § 2605(b)(4)(D). In other words, TSCA requires EPA to issue a
document stating what conditions of use EPA “expects to consider,” 15 U.S.C.
§ 2605(b)(4)(D), and the regulation merely confirms that EPA will do just that.
Petitioners cannot credibly claim a distinction between “expects to consider” and
“plans to consider” that invalidates the regulation on its face.
In a footnote, Petitioners argue that the regulatory text does more than the Act
by asserting that, under the last antecedent rule, “expects to consider” refers only to
the last item in the list, “potentially exposed or susceptible subpopulations,” and not
to “conditions of use.” Pet’rs Br. at 35 n.7. However, Petitioners rely on the wrong
canon of statutory interpretation. When a list is followed by a clause that could apply
to all items in a list, the Supreme Court has held that the clause applies to all items in
the list. Paroline v. United States, 134 S. Ct. 1710, 1720-21 (2014) (rejecting argument
that “as a proximate result of the offense,” which appeared in a restitution statute
after a list of types of losses, applied only to the last listed item); Porto Rico Ry., Light &
Power Co. v. Mor, 253 U.S. 345, 348 (1920) (“When several words are followed by a
clause which is applicable as much to the first and other words as to the last, the
natural construction of the language demands that the clause be read as applicable to
all.”). The Act means that EPA must describe in a scope document “the conditions
of use . . . the Administrator expects to consider.” 15 U.S.C. § 2605(b)(4)(D).
Petitioners also support their claim of unfettered discretion by pointing to the
Rule’s preamble where EPA suggested that it “may,” “on a case-by-case basis, exclude
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certain activities that EPA has determined to be conditions of use in order to focus its
analytical efforts on those exposures that are likely to present the greatest concern,”
82 Fed. Reg. at 33,729 (ER 4). Pet’rs Br. at 22, 26-28, 33, 35-36, 38. In the preamble,
EPA also discussed specific types of things it “may” consider excluding, such as “de
minimis” uses that occur in a closed system that precludes exposure or conditions of
use that have been adequately assessed and managed by another agency. Id. Another
possible example is a chemical’s presence as an impurity because it may be more
appropriately evaluated with the substance the impurity appears in. Id. at 33,730 (ER
5). But nothing in the preamble requires that EPA actually exclude a condition of use
from the scope.7 Indeed, EPA expressly declined to commit, stating it would be
“premature to definitively exclude a priori specific conditions of use from risk
evaluations” at this time because any such determination would necessarily be highly
fact-specific. Id. The preamble language does not appear in the regulation itself, and
nothing in the Rule binds EPA or regulated parties in how the regulation will be
applied in the future. See Kennecott Utah, 88 F.3d at 1222-23 (preamble statements

Petitioners’ brief points to non-final documents, on which Petitioners were invited
to comment, for some of the 10 chemicals currently under review. Pet’rs Br. at 36-37.
As explained in EPA’s opposition (Dkt. 55) to Petitioners’ motion to “complete” the
administrative records, these documents are not part of the records on review here.
Additionally, these scope documents identify only the conditions of use that EPA
expects to consider in the risk evaluations, are subject to change and will be judicially
reviewable as part of the final risk evaluations.

7
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reviewable only when it shows that the agency “inten[ded] to bind either itself or
regulated parties”).
B.

This Court Lacks Jurisdiction Over Petitioners’ Challenge to
Conditional, Equivocal, and Nonbinding Preamble Statements
That EPA “May” Exclude Uses from Risk Evaluations on a Caseby-Case Basis.

The preamble statements that Petitioners take issue with are also not subject to
judicial review. Only “final agency action” is judicially reviewable under the APA. 5
U.S.C. § 704; see also Nat. Desert Ass’n v. U.S. Forest Serv., 465 F.3d 977, 982 (9th Cir.
2006) (finality is a jurisdictional requirement). Moreover, “hypothetical and nonspecific” statements in a preamble to a rulemaking are not ripe for judicial review. See,
e.g., NRDC, 559 F.3d at 565. And Petitioners do not have standing to challenge
agency statements where there is no “concrete and particularized” “injury in fact” that
is “not conjectural or hypothetical.” Spokeo, Inc. v. Robins, 136 S. Ct. 1540, 1547-48
(2016).
1.

The Preamble Statements Are Not Final Agency Action.

First, nonbinding preamble statements in a Federal Register notice about how
EPA “may” exercise its discretion on a case-by-case basis are not reviewable final
agency action. Final agency action (1) “mark[s] the ‘consummation’ of the agency’s
decisionmaking process,” and (2) is “one by which ‘rights or obligations have been
determined,’ or from which ‘legal consequences will flow.’” Bennett v. Spear, 520 U.S.
154, 177-78 (1997) (citation omitted).
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These preambular statements do not mark the consummation of any process
because EPA expressly declined to make any final decision “to definitively exclude a
priori specific conditions of use from risk evaluations” or to “establish a specific test
or restrictive definition to determine whether a condition of use is ‘reasonably
foreseen.’” 82 Fed. Reg. at 33,730 (ER 5). EPA believed this “would be premature.”
Id. Instead, EPA will have to make “reasonable, technically sound scoping decisions”
or “develop additional scoping principles” “[a]s EPA gains experience in conducting
risk evaluations.” Id. at 33,730-31 (ER 5-6); 15 U.S.C. § 2605(i)(1)-(2). Those
decisions, in final risk evaluations, not EPA’s statements here, will be the
consummation of a decisionmaking process.
Nor do the statements determine rights or obligations or have legal
consequences. Neither EPA nor any affected person is legally bound by examples of
how EPA “may” exercise its discretion in the future.8
The D.C. Circuit has held that preamble statements do not constitute binding,
final agency action in nearly identical circumstances in NRDC, 559 F.3d at 564-65.
There, EPA had issued a rule defining “exceptional events” using language that
mirrored the Clean Air Act and then, in the preamble, provided examples of types of
events that “may” qualify as exceptional events “on a case-by-case basis.” Id. at 562,

Even Petitioners acknowledge that preambular statements can be “non-binding.”
Pet’rs Br. at 36.

8
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564-65. Such statements were not final agency action because they were conditional
(as evidenced by the word “may” instead of “will”), equivocal (as evidenced by the
repeated assertion that exceptional events would be evaluated on a “case-by-case
basis”), and nonbinding. Id. at 565.
Here, too, the Risk Evaluation Rule establishes a definition of “conditions of
use” using the same language as TSCA. Compare 40 C.F.R. § 702.33 with 15 U.S.C.
§ 2602(4). The scope provision in EPA’s Risk Evaluation Rule is likewise nearly
identical to that in the Act. See supra Argument II.A. Also, Petitioners attempt to
challenge preamble statements that use the conditional word “may,” contain equivocal
phrases like “case by case determination” and “highly fact-specific,” and explicitly do
not bind the agency. 82 Fed. Reg. at 33,730 (ER 5). As in NRDC, these statements
are simply not reviewable.
2.

Petitioners’ Challenge to Preamble Statements Is Not Ripe for Review.

Second, these statements are not ripe for the same factual reason they are not
final agency action. The ripeness question requires courts to “evaluate (1) the fitness
of the issues for judicial decision and (2) the hardship to the parties of withholding
court consideration.” Nat’l Park Hosp. Ass’n. v. Dep’t of Interior, 538 U.S. 803, 807-08
(2003) (ripeness doctrine “‘protect[s] the agencies from judicial interference until an
administrative decision has been formalized and its effects felt in a concrete way’”).
The preamble statements are not fit for judicial decision because EPA’s final
risk evaluation of any given chemical will be highly fact-specific due to the variability
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in different chemical substances and their uses. See EPA Response to Public
Comment on Proposed Risk Evaluation Rule (ER 180-82). Until EPA compiles
information about a chemical’s conditions of use and excludes particular uses, it
would be premature for this Court to consider the reasonableness of those decisions.
See Texas v. United States, 523 U.S. 296, 300 (1998) (“A claim is not ripe . . . if it rests
upon ‘contingent future events that may not occur as anticipated, or indeed may not
occur at all.’”) (citation omitted). Additionally, the Court’s ultimate review should be
informed by the “whole record” supporting such decisions—records that EPA will
develop as it finalizes each risk evaluation. 5 U.S.C. § 706.
As an example, 1,4-dioxane is sometimes a byproduct from the reaction of
other chemicals and consequently can be a contaminant in industrial, commercial, and
consumer products. Technically, therefore, the byproduct 1,4-dioxane is a condition
of use for both 1,4-dioxane and the other chemicals that contain it as a byproduct.
Rather than including 1,4-dioxane as an impurity in the 1,4-dioxane risk evaluation,
the preamble suggests that EPA may decide instead to include that condition of use in
the risk evaluation for the reacted chemicals. Until EPA finalizes a decision on which
risk evaluation an impurity belongs in and documents its decision in an administrative
record, the issue is not fit for judicial decision.
Moreover, Petitioners will not suffer hardship if this Court withholds review of
the hypothetical future exclusion of conditions of use because they will have ample
opportunity to comment on the scope of individual risk evaluations and to seek
38
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judicial review of any exclusion decisions. 40 C.F.R. §§ 702.41(c)(7) (draft scope
documents subject to public comment), 702.49(a) (draft risk evaluations subject to
public comment); 15 U.S.C. §§ 2605(i)(1) (judicial review for determination of no
unreasonable risk), 2605(i)(2) (judicial review for risk management decision, which
incorporates determination of unreasonable risk).
3.

Petitioners Lack Standing to Challenge the Preamble Statements.

Third, Petitioners lack standing to challenge these statements for similar
reasons. See Bova v. City of Medford, 564 F.3d 1093, 1095-96 (9th Cir. 2009) (noting
ripeness and the injury prong of standing are interrelated). The “first and foremost”
of the three standing elements is an “injury in fact” that is “concrete and
particularized” and “actual or imminent, not conjectural or hypothetical.” Spokeo, 136
S. Ct. at 1547-48 (alterations and citations omitted). The remaining two elements,
which often overlap, require that the injury be “fairly traceable to the challenged
conduct of the defendant, and . . . likely to be redressed by a favorable judicial
decision.” Id. at 1547. Petitioners cannot satisfy any of these elements.9

Petitioners rely on the three-part test for organizational standing in Hunt v.
Washington State Apple Advertising Commission. Pet’rs Br. at 62. EPA does not dispute
the second and third prongs of the Hunt test—that the interests Petitioners seek to
protect are germane to their purpose and that individual members need not
participate in these petitions for review. 432 U.S. 333, 343 (1977). However,
Petitioners have failed to meet the first prong—that their members would have
standing to sue in their own right. Id.
9
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Petitioners’ claimed injury is that their members “experience a credible threat
of health harms from ongoing exposure to chemicals that EPA is currently evaluating
pursuant to the Risk Evaluation Rule, including asbestos, 1,4-dioxane, PERC, TCE,
and HBCD.” Pet’rs Br. at 63. As an initial matter, EPA generally intends to follow
the Risk Evaluation Rule with respect to those five chemicals (and the remaining five
current risk evaluations) to the extent practicable. 82 Fed. Reg. at 33,726 (ER 1). But
EPA is not bound to do so because EPA began these risk evaluations before
promulgating the Risk Evaluation Rule. 40 C.F.R. § 702.35(a). Any alleged injury
from EPA’s review of these chemicals thus cannot be attributed to the Risk
Evaluation Rule or its preamble.
Regardless, the mere “threat” of harm from these or other chemical substances
that may undergo risk evaluation is too speculative to qualify as concrete,
particularized, actual, or imminent under Spokeo. It could not be traceable to the
preamble’s equivocal and conditional statements. Such claims of injury really stem
from the chemicals themselves, scoping decisions that EPA may make in future actions,
and the eventual risk evaluation and risk management decision. See La. Envtl. Action
Network v. Browner, 87 F.3d 1379, 1383-84 (D.C. Cir. 1996) (no standing where claimed
injury depends on discretionary action agency may take in the future). Using EPA’s
example of a de minimis use in a closed system that precludes exposure, 82 Fed. Reg.
at 33,729 (ER 4), Petitioners’ members are not likely to suffer an injury by exclusion
of a condition of use that presents no exposure pathway. Or, suppose EPA excludes
40
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from a risk evaluation the manufacture of a chemical as an impurity when it appears in
a second substance because EPA has already assessed the impurity in the risk
evaluation for the second substance. See 82 Fed. Reg. at 33,730 (ER 5). Petitioners
are not likely to be injured by exclusion of a use already evaluated. The outcome of
these future steps is highly fact-specific. It would be premature to assume now how
EPA will act in the future.
Petitioners’ own example proves the speculative nature and non-traceability of
their alleged injury. Their brief points to the extra-record document stating EPA’s
expectation that it would not consider 1,4-dioxane as an impurity in other substances.
Pet’rs Br. at 63-64. But this is a non-final document on which Petitioners were invited
to comment, and nothing in the preamble dictates whether EPA will evaluate 1,4dioxane impurities in the 1,4-dioxane risk evaluation or a separate risk evaluation, as
noted above. Even assuming EPA ultimately applies the preamble discussion to the
final risk evaluation for 1,4-dioxane, Petitioners are not imminently injured by the
potential exclusion of 1,4-dioxane impurities from the scope of the 1,4-dioxane risk
evaluation that EPA may capture in other risk evaluations.
Moreover, a ruling “vacating” EPA’s preamble statements or even requiring
EPA to include all conditions of use in each risk evaluation would not eliminate the
alleged threat of harm from exposure to chemical substances. Including a condition
of use in the scope of a risk evaluation does not guarantee that EPA will necessarily
find an unreasonable risk for that use or any others. And there is nothing in the
41
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regulation to vacate either. Eliminating the requirement in 40 C.F.R. § 702.41(c)(1)
for scope documents to include “the condition(s) of use, as determined by the
Administrator, that the EPA plans to consider in the risk evaluation” would only
eliminate a regulation specifying the process Congress mandated.
Finally, Petitioners argue that because their members suffered “procedural
injuries” by EPA’s promulgation of the Risk Evaluation Rule, they are entitled to a
“relaxed” standard under Cottonwood Environmental Law Center v. U.S. Forest Service, 789
F.3d 1075, 1083 (9th Cir. 2015). Pet’rs Br. at 66. This argument is misplaced because
the only harm Petitioners allege as traceable to the Rule is an increased risk of
exposure to chemical substances, id. at 63-64. That is not a “procedural injury” akin
to the claim in Cottonwood that an agency failed to follow a statutory mandate to
consult with another agency. 789 F.3d at 1083. If anything, Petitioners have a higher
standing bar here because they are not subject to the Rule or its preamble language.
See Lujan v. Defenders of Wildlife, 504 U.S. 555, 561-62 (1992) (“[W]hen the plaintiff is
not himself the object of the government action or inaction he challenges, standing is
not precluded, but it is ordinarily ‘substantially more difficult’ to establish.”) (citation
omitted).
C.

Even if This Court Were to Review EPA’s Preamble Discussion, It
Is Consistent with the Text and Purpose of the Act.

Even if this Court reaches EPA’s preamble language, however, EPA’s
discussion should be upheld. It is consistent with the statutory text, structure, and
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purpose. Moreover, Petitioners’ assertions of an unchecked process for excluding
conditions of use on a whim are overblown in light of the statutory scheme, frequent
opportunities for public comment, and availability of judicial review.
1.

The Statutory Text Confers Discretion.

TSCA grants EPA discretion over the scope of risk evaluations. Section
6(b)(4)(D), 15 U.S.C. § 2605(b)(4)(D), requires that, as a first step in a risk evaluation,
EPA must issue a document outlining the scope of the evaluation. In it, EPA must
identify ‘‘the conditions of use . . . the [Agency] expects to consider” in a risk evaluation.
Id. (emphasis added). If EPA must identify the conditions of use that EPA “expects
to consider”—presumably among the universe of conditions of use it could consider—
then EPA is not expected to necessarily consider all conditions of use and has
discretion to decide what to include.
If Congress had intended EPA to include all activities that constitute
conditions of use, Congress could have done so simply by saying that the scope
document must include “all conditions of use” for a particular chemical or even “the
circumstance the Administrator determined to constitute conditions of use.” Or
Congress could have instructed EPA to identify the manufacture, processing,
distribution in commerce, use and disposal that EPA has determined constitute
conditions of use. It did not.
The Act includes other indications of discretionary scoping. Under section 18,
15 U.S.C. § 2617, state regulations are preempted where EPA has acted. But the
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scope of preemption for risk evaluations only extends to “hazards, exposures, risks,
and uses or conditions of use” included in a final risk evaluation or risk management
rule. Id. § 2617(c)(3). If preemption only applies to conditions of use that have been
included in an evaluation, then it must be possible for some conditions of use to have
been excluded.
Petitioners argue that TSCA requires EPA to conduct risk evaluations on “a
chemical substance” as a whole. See Pet’rs Br. at 24. Under the Rules, EPA will, in
fact, issue final risk evaluations for entire chemical substances. See Fed. Reg. at 33,729
(ER 4). However, TSCA does not expressly require risk evaluation to be based on
every circumstance conceivably associated with a chemical. It says only that the scope
document must specify the conditions of use EPA expects to consider and that EPA
must then determine whether the chemical presents an unreasonable risk under those
conditions of use. 15 U.S.C. § 2605(b)(4)(A), (D). Under EPA’s discussed approach,
that determination would focus on activities most likely to present an unreasonable
risk.
Petitioners theorize that, in the context of section 6(b)(4)(A), “the” conditions
of use means “all” conditions of use. Pet’rs Br. at 25. But this does not grapple with
the discretion-granting language in section 6(b)(4)(D). 15 U.S.C. § 2605(b)(4)(D).
Petitioners’ theory would render “expects to consider” superfluous. And the
argument is inconsistent with common parlance. A law clerk instructed to review
“the cases on final agency action” does not necessarily have to read each and every
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case touching on the doctrine but merely enough cases to be able to make the
required assessment.
Petitioners argue that, rather than conferring discretion, section 6(b)(4)
withholds it because Congress did not use the word “discretion.” Pet’rs Br. at 27-28.
That is not correct. Caselaw is rife with examples of phrases that confer discretion
without using that specific word. See, e.g., See Nat. Resources Def. Council, 526 F.3d at
595 n.4 (phrase “as determined by the Administrator” confers discretion on EPA);
Nat’l Ass’n of Clean Air Agencies, 489 F.3d at 1229 (phrase “as appropriate” confers
“extraordinarily broad” discretion). And this very statute includes numerous phrases
that unambiguously confer discretion without using the word. One example is section
6(b)(4)(F)(ii), which states that “[i]n conducting a risk evaluation under this
subsection, the Administrator shall . . . 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)(ii). There, Congress did not mandate the use of either
assessment mechanism but conferred discretion by requiring EPA to explain whether
either was selected. Or, consider section 4(a)(1)(B)—“the Administrator shall . . . in
the case of a chemical substance or mixture described in subparagraph (A)(i), by rule,
order, or consent agreement, require that testing be conducted.” Id. § 2603(a)(1)(B).
There, Congress gave EPA discretion to choose among listed alternatives. Likewise,
here, Congress conferred discretion through requiring a risk evaluation scope
document that includes “the conditions of use . . . the [Agency] expects to consider,”
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necessarily implying that EPA may not “expect to consider” all conditions of use. Id.
§ 2605(b)(4)(D).
2.

EPA’s Discussed Approach Is Consistent with the Statutory Purpose and
Legislative History.

Moreover, EPA’s suggested approach is consistent with the Act’s purpose and
legislative history. A critical, ultimate goal of section 6 is to regulate unreasonable risks,
not to assess risks in the abstract. While EPA did not definitely or categorically
exclude any circumstance that fits EPA’s interpretation of condition of use in this
Rule, EPA contemplated exclusion only of activities EPA would not generally expect
to present an unreasonable risk. 82 Fed. Reg. at 33,729 (ER 4). If EPA has reason to
believe, before expending extensive resources that a use is not likely to pose an
unreasonable risk because, say, it is in a closed system that does not present exposure
pathways, it makes practical sense for EPA to exclude such a use, particularly in light
of the tight statutory deadlines. See id. Or if EPA has information showing that
another agency has already evaluated and regulated a condition of use such that
unreasonable risk is not likely, it would be consistent with Congress’ triage scheme for
EPA to focus on the unregulated and still potentially risky uses.
EPA reasonably suggested that a more flexible approach might better balance
competing statutory mandates. These include the requirements for the continuous
risk evaluations of at least 20 chemicals beginning soon, 15 U.S.C. § 2605(b)(2)(B),
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(3)(C); detailed, technical analyses of risk on multiple chemicals and conditions of use
at once, id. § 2605(b)(4)(F); and very tight statutory timeframes, id. § 2605(b)(4)(G).
Despite these obvious advantages, Petitioners argue that only an approach
involving a “comprehensive[]” risk evaluation of all conditions of use would serve the
Act’s goals. Pet’rs Br. at 30-33. Petitioners are wrong. Petitioners disregard the triage
process Congress created to home in quickly on chemicals that may pose the most
risk, see infra Argument I. Moreover, TSCA does not require an evaluation of all
conditions of use, much less an aggregate assessment, as explained in the following
section. See infra Argument IV.B. TSCA requires only an evaluation of the conditions
of use included in the risk evaluation.
Additionally, contemporaneous statements by Senator Vitter, a primary author
of the Lautenberg Act, expressly explain that EPA “is given the discretion to
determine the conditions of use that the Agency will address in its evaluations of the
priority chemicals” to ensure that EPA can control priority chemicals and meet
statutory deadlines. 162 Cong. Rec. at S3519 col. 3. Petitioners’ only response to this
statement is to say that four floor statements contradict it. But it is unclear which
statements they mean as they simply cite to two pages of legislative history. Pet’rs Br.
at 35 (citing 162 Cong. Rec. at S3518-19). Petitioners likely refer to language on
S3519. 162 Cong. Rec. at S3519. This observes that risk assessments initiated before
the Lautenberg Act were not conducted to address all conditions of use and that EPA
recommended adding section 26(l)(4), later codified at 15 U.S.C. § 2625(l)(4), to avoid
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the need “to reexamine and perhaps broaden” the scopes of previous risk
assessments. Id. This language supports EPA’s preamble discussion. Section 26(l)(4)
exempts previously-completed risk assessments from the section 6 risk evaluation
process and allows EPA to skip directly to the risk management phase for the
conditions of use included in the assessment, 15 U.S.C. § 2625(l)(4). This section
merely suggests that Congress did not intend for the new process to impede progress
from prior risk assessments. Nothing in the cited statements means that Congress
expected EPA to include all conditions of use in new risk evaluations. But Senator
Boxer’s statement that section 26(l)(4) would avoid the need to “reexamine and perhaps
broaden” the scope of prior risk evaluations at least hints at potential circumstances in
which fewer than all of the conditions of use had been assessed but where it would
not be necessary to broaden the scope, even without section 26(l)(4). See id.
§ 2625(l)(4) (emphasis added).
Finally, Petitioners’ approach could lead to absurd results because some
activities could constitute a condition of use for more than one chemical. Returning
to the 1,4-dioxane example, see supra Argument II.B.2, that chemical is manufactured
as both a commodity chemical and as a byproduct from the reaction of other
chemicals. If EPA has already evaluated the use under one risk evaluation, should
EPA be required to consider it again? Such a cumbersome result would not be
consistent with Congress’ triage scheme or the efficient use of limited agency
resources under tight statutory deadlines. At a minimum, EPA should have some
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discretion to determine what is appropriate and consistent with the Act under such
highly fact-specific and technical circumstances.
3.

In Any Case, Petitioners’ Allegations of “Unfettered Discretion” Are
Overblown Because Each Scoping Decision Is Independently Reasonable and
Must Be Consistent with the Act.

Petitioners’ characterization of EPA’s discussion as “pick and choose,” giving
EPA “unlimited discretion” to exclude any activity it wants, Pet’rs Br. at 21, 22, 26, is
inflated.
Under EPA’s discussed approach, EPA would make a “fact specific,” “case-bycase” determination. 82 Fed. Reg. at 33,730 (ER 5). “The Agency is committed to
exercising its discretion to determine the conditions of use in a reasonable manner
and will not base this determination upon hypotheticals or conjecture.” Id. This is a
reasonable approach because some decisions that might make sense on a case-by-case
basis may not be universally reasonable. And each individual scoping decision would
have to be independently consistent with the statutory scheme and congressional
intent. If EPA were to, for example, exclude a use with no explanation of why the
exclusion is consistent with TSCA, it would likely be invalid on its face and would not
withstand judicial review. See 15 U.S.C. §§ 2605(i)(1)-(2), 2618(a)(1)(A).
Additionally, hypothetical exclusion of a condition of use in one circumstance
would not necessarily mean that an activity is never assessed or regulated. For
example, it may be appropriate to evaluate a chemical byproduct that appears in more
than one substance along with one of the substances in which it appears, rather than
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with the remaining uses for that byproduct. 82 Fed. Reg. at 33,730 (ER 5). EPA’s
decision to exclude the byproduct as a condition of use in one circumstance does not
mean it will not evaluate that same byproduct elsewhere. And any excluded condition
of use could still be regulated by states because the TSCA preemption clause does not
apply to activities that EPA excludes. 15 U.S.C § 2617(c)(2), (3) (federal preemption
applies only to conditions of use included in scope of risk evaluation or in risk
management regulation).
EPA’s discussion was about improving its ability “to focus on conducting a
timely, relevant, high-quality, and scientifically credible evaluation of a chemical
substance” and to “always include[] an evaluation of the conditions of use that raise
greatest potential for risk.” 82 Fed. Reg. at 33,728 (ER 3). This is appropriate and
consistent with the Act, and Petitioners’ claim should be denied.
III.

The Risk Evaluation Rule’s Provision on Iterative Risk Evaluations Is
Consistent with TSCA.
Under the Risk Evaluation Rule, when EPA has sufficient information to

determine that a chemical either does or does not present an unreasonable risk under
a particular condition of use, EPA may publish an early risk evaluation document (i.e.,
an early risk determination) for that particular condition of use while review of the
remaining conditions of use is still in progress. 40 C.F.R. § 702.47; 82 Fed. Reg. at
33,729 (ER 4). Petitioners claim EPA may only issue early risk determinations for
particular conditions of use when it finds an unreasonable risk, but not when it finds
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no unreasonable risk. Pet’rs Br. Arg. II, at 39-40. This is contradictory and evidences
a fundamental misunderstanding of the requirements of TSCA and of the Rule.
EPA’s iterative approach to risk determinations is both permissible and consistent
with Congress’ triage scheme. It will help EPA focus its limited resources on the
circumstances potentially posing the most risks.
A.

Petitioners Do Not Dispute that EPA Has Authority to Issue Early
Risk Evaluations.

The Act says only that EPA must evaluate “the chemical substance . . . under
the conditions of use” and that EPA must normally complete the risk evaluation
within three years. 15 U.S.C. § 2605(b)(4)(A), (G)(i). It does not say that EPA must
do this all at once. Statutory silence on this point gives EPA discretion to evaluate a
substance’s conditions of use one at a time or in groups if there is a reasonable basis
to do so.10 See, e.g., Entergy Corp., 556 U.S. at 222-23 (statutory silence demonstrates
delegation of discretion).
Petitioners do not dispute that EPA has authority to conduct iterative risk
evaluations. They expressly acknowledge that early risk determinations are
permissible where EPA concludes that a condition of use does pose an unreasonable
risk. Pet’rs Br. at 40. Rather, Petitioners paradoxically argue that TSCA requires EPA
to conduct a holistic analysis of all condition of use at once but that this alleged
See also 162 Cong. Rec. at S3521 col. 2 (“[T]hese determinations are made on a useby-use basis.”).

10
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holistic requirement only extends to conditions of use that EPA has determined do not
pose an unreasonable risk. Pet’rs Br. at 39-40. No statutory basis supports this
interpretation.
B.

TSCA Does Not Require Aggregate Risk Assessments, and
Nothing in the Risk Evaluation Rule Prevents Them Where
Warranted.

Petitioners essentially make a policy argument camouflaged as a legal one—
they contend that TSCA requires EPA to conduct a “holistic” risk evaluation. Pet’rs
Br. at 39. In other words, Petitioners argue that for every chemical EPA evaluates, it
must determine whether the chemical poses an unreasonable risk in the aggregate before
determining whether any one condition of use does not present an unreasonable risk.
Id. 39-40. The Act does not support this contention.
TSCA expressly gives EPA discretion over whether or not to conduct
aggregate risk exposure assessments for each chemical evaluated. Section 6(b)(4)(F),
which lists the statutory requirements for risk evaluations, states that each risk
evaluation must “describe whether aggregate or sentinel exposures to a chemical
substance under the conditions of use were considered, and the basis for that
consideration.” 15 U.S.C. § 2605(b)(4)(F)(ii) (emphasis added). Nothing says EPA
must use an aggregate model in each risk evaluation. Even where EPA does choose an
aggregate approach, TSCA does not require EPA to always include every condition of
use in the model. For example, EPA may not believe it is appropriate to include in an
aggregation a particular condition of use that presents either no risk or a risk concern
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(e.g., dermal exposure) that is not raised by other conditions of use (e.g., risks from
inhalation). Where EPA does not believe it makes sense to do so, EPA is free to not
aggregate risks.
TSCA is very different in this way from other statutes that do require aggregate
assessments. For example, the Federal Food, Drug, and Cosmetic Act requires EPA
to set maximum levels for pesticides in food. 21 U.S.C. § 346a(b)(2)(A)(i). In doing
so, EPA must determine the level is “safe,” defined as “no harm will result from an
aggregate exposure to the pesticide chemical residue.” Id. § 346a(b)(2)(A)(ii); see also id
§ 346a(b)(2)(D)(vi) (EPA shall consider “available information concerning the
aggregate exposure levels of consumers . . . to the pesticide chemical residue”). TSCA
has no similar language.
Petitioners argue that EPA’s rule is facially invalid because, they claim, EPA
might determine that a chemical poses no risk under multiple minor uses when it
might pose a risk in totality. Pet’rs Br. at 39. While EPA does not deny the possibility
of this circumstance for a particular chemical, an equally or more likely scenario for a
particular chemical is that exposure may truly present no unreasonable risk under one
condition of use (e.g., a circumstance where inhalation is unlikely or impossible) but
pose unreasonable risks under another (e.g., a circumstance where inhalation is
prevalent). Another possible example is a chemical that presents 98 percent of all
exposure from just two conditions of use, while the remaining 2 percent of exposure
comes from ten additional uses.
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Importantly, EPA’s approach reasonably addresses all of these possibilities. If
a chemical has many conditions of use presenting many small exposures that are
appropriate to aggregate under section 6(b)(4)(F)(ii), EPA may choose the aggregate
exposure approach and issue one risk determination document for all conditions of
use. 15 U.S.C. § 2605(b)(4)(F)(ii). Nothing in the Rule prevents EPA from doing so.
See 40 C.F.R. § 702.47 (stating only that EPA will determine whether there is an
unreasonable risk in one or multiple documents). Indeed, EPA expressly explained
that any such decisions would “be highly fact-specific” and that EPA is committed to
making decisions in a reasonable manner. 82 Fed. Reg. at 33,730 (ER 5). But if EPA
can determine that a particular condition of use presents no unreasonable risk, EPA
could reasonably issue an early risk determination for that condition of use. 40 C.F.R.
§ 702.47.
The Court need not address such hypotheticals here. Every risk evaluation by
EPA, including early risk determinations and decisions to rely on a sentinel rather
than an aggregate exposure approach, is subject to public comment and is judicially
reviewable. 15 U.S.C. §§ 2605(i)(1)-(2), 2618(a)(1)(A); see also 82 Fed. Reg. at 33,740
(ER 15). The Court should not handicap EPA’s ability to issue early risk
determinations in case-appropriate circumstances simply because it may not be
appropriate in all circumstances.
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IV.

The Information-Gathering and Consideration Provisions Still at Issue
Should Be Upheld.
Petitioners also challenge a series of provisions in the Rules concerning how

EPA collects and considers information. Pet’rs Br. Arg. IV, at 51-61. For the reasons
explained in its Motion for Voluntary Remand filed separately, EPA seeks voluntary
remand of three of those provisions, 40 C.F.R. §§ 702.31(d) and 702.37(b)(4) and
(b)(6), discussed in sections IV.A, IV.B, and IV.C of Petitioners’ brief. The remaining
challenged provisions, 40 C.F.R. §§ 702.5(e) and 702.9(b), are reasonable and should
be upheld.
A.

TSCA Requires EPA to Consider Information Consistent with
Scientific Standards.

The Prioritization Rule states that, during EPA’s initial screen of chemical
substances, “EPA expects to consider sources of information relevant to the listed
criteria and consistent with the scientific standards provision in 15 U.S.C. 2625(h).”
40 C.F.R. § 702.9(b). Petitioners claim that this provision unlawfully “erect[s] a
‘screen’ that excludes some reasonably available information from EPA’s
prioritization process—rather than allowing EPA to weigh that information.” Pet’rs
Br. at 58.
Petitioners’ argument is plainly contradicted by the text of the regulation, which
simply reiterates EPA’s compliance with section 26(h) of TSCA. Section 26(h) states
that, when EPA makes decisions based on science, the Agency “shall use scientific
information, technical procedures, measures, methods, protocols, methodologies, or
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models, employed in a manner consistent with the best available science, and shall
consider as applicable” five factors, such as whether the information “is relevant for
[EPA’s] use” or has been peer reviewed. 15 U.S.C. § 2625(h). EPA had not expressly
incorporated section 26(h) or certain other TSCA requirements into the proposed
rule, because “these statutory requirements apply to EPA’s decisions under TSCA
section 6, without the need for regulatory action.” Procedures for Prioritization of
Chemicals for Risk Evaluation Under the Toxic Substances Control Act, Proposed
Rule, 82 Fed. Reg. 4827-28 (Jan. 17, 2017) (ER 579-80). But in response to public
comments urging EPA to address the role of section 26(h), EPA did so in the final
Rule. 82 Fed. Reg. at 33,756-57 (ER 32-33).
Petitioners argue that a different TSCA provision, which states that EPA “shall
take into consideration information . . . that is reasonably available to the
Administrator,” id. § 2625(k), governs. Pet’rs Br. at 51-52. But EPA must comply
with both sections 2625(h) and (k). And the Rule does incorporate both statutory
provisions. Section 702.9(b) addresses section 2625(h), while section 702.9(a)
addresses section 2625(k) by stating that “EPA will generally use reasonably available
information to screen the candidate chemical substance,” 40 C.F.R. § 702.9(a).
Regardless, there is no inconsistency between these two provisions, and section
702.9(b) does not screen out information but rather explains how EPA will assess the
quality of information. Under Petitioners’ interpretation, section 26(h) would be
rendered surplusage.
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Section 702.9(b) should be upheld.
B.

EPA Can Acquire Information Necessary to Complete Risk
Evaluations.

Section 702.5(e) in the Prioritization Rule states: “if EPA believes it would not
have sufficient information for purposes of prioritization, EPA generally expects to
obtain [the necessary information] prior to initiating the process.” 40 C.F.R.
§ 702.5(e). Petitioners contend this provision is too narrow and will result in EPA
initiating risk evaluations without sufficient information. Pet’rs Br. at 60-61.
Petitioners misunderstand the provision.
Section 702.5(e) is the complement of section 702.7(a). Yet Petitioners do not
make any arguments about the latter section. Section 702.7(a) states that EPA intends
to initiate the prioritization process “only when it believes that the information
necessary to prioritize the substance is reasonably available.” 40 C.F.R. § 702.7(a).
Together, these state that the amount of information necessary to complete
prioritization is the minimum amount EPA will generally require to initiate
prioritization. Neither precludes EPA from compiling sufficient information to
conduct both prioritization and risk evaluation for a chemical substance. They
provide a floor, not a ceiling.
As explained in the preamble, “EPA expects to consider the existence and
availability of risk-related information on a candidate chemical substance before
initiating the prioritization process.” 82 Fed. Reg. at 33,758 (ER 34). This includes all
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risk-related information. In fact, the hazard and exposure information needed for
prioritization is also needed to conduct risk evaluations. Moreover, these provisions
relate only to the initiation of prioritization. During prioritization, EPA can obtain
further risk-related information through, for example, two 90-day comment periods.
Id. at 33,757-78 (ER 33-34). Where appropriate, EPA also has authorities to require
submission or generation of new data. Id. To the extent a party is concerned that
EPA does not have sufficient information at the prioritization stage to complete a risk
evaluation, the party can raise the issue during public comment. 40 C.F.R.
§§ 702.7(d), 702.9(g).
Finally, this provision is part of the Prioritization Rule, which sets forth EPA’s
procedures to conduct prioritizations. The Risk Evaluation Rule contains separate
procedures for EPA to obtain the information necessary to conduct risk evaluations.
Id. § 702.41(b)(2), (b)(5). Section 702.5(e) should be upheld.
V.

Petitioners’ Request for Vacatur Is Unsupported and Includes Provisions
Never Discussed in Petitioners’ Brief.
Setting aside Petitioners’ erroneous legal arguments, Petitioners also ask this

Court to vacate many provisions in the Rules and their preambles without arguing
why these provisions are invalid or should be vacated. See Pet’rs Br. at 70.
Petitioners make no argument regarding the following provisions and
preambular sections until the final page of their brief summarily requesting vacatur
and remand:
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 40 C.F.R. § 702.7(a) (EPA will only initiate prioritizations if it has
enough information to complete prioritization);
 40 C.F.R. § 702.9(c) (EPA will propose to designate a chemical
substance as high- or low-priority based in part on “other information as
appropriate and consistent with 15 U.S.C. 2625(h) and (i));
 40 C.F.R. § 702.37, excluding (e)(3) and (b)(3) (setting forth process for
manufacturer requests for risk evaluations);
 40 C.F.R. § 702.41(a)(7) (EPA may determine it requires no further
information to evaluate a particular condition of use);
 40 C.F.R. § 702.41(b)(2) (EPA will initiate a risk evaluation when it
believes it has all or most of the information necessary to perform a risk
evaluation and will use its TSCA authority to acquire other information);
 40 C.F.R. § 702.43(a)(1) (risk characterizations will integrate hazard and
exposure assessments into qualitative and/or quantitative estimates for
identified populations);
 Prioritization Rule preamble IV.J (ER 34), 82 Fed. Reg. at 33,758
(discussion of “Information Availability”);
 Risk Evaluation Rule preamble III.G (ER 10-13), 82 Fed. Reg. at 33,73538 (Section entitled “Process and Criteria for Manufacturer Requested
Risk Evaluations”);
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 Risk Evaluation Rule preamble III.H.d (ER 14), 82 Fed. Reg, at 33,739
(under “fit-for-purpose” risk evaluations, evaluation will vary based on
characteristics of a particular chemical).
Pet’rs Br. at 70. Petitioners have waived any argument about these provisions and
preamble language and are precluded from providing a new rationale in their reply
brief. See Kama, 394 F.3d at 1238 (“Generally, an issue is waived when the appellant
does not specifically and distinctly argue the issue in his or her opening brief.”).
A handful of other provisions and preambular statements appear loosely
relevant to Petitioners’ substantive claims, yet they include extensive portions that are
not the subject of Petitioners’ claims:
 40 C.F.R. § 702.41(a)(5), (a)(8), (a)(9), (c)(4)(i), (c)(4)(iii), (d)(2) (specifying
considerations and components of scope documents such as requiring that
the scope be well-tailored and include conceptual models);
 40 C.F.R. § 702.49(b), (c), (d) (setting timeframes for completing risk
evaluations);
 Prioritization Rule preamble IV.B (ER 31), 82 Fed. Reg. at 33,755
(discussion of risk evaluation scope, including matters not related to
Petitioners’ claims, such as that prioritizations will be based on a whole
chemical, not individual conditions of use);
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 Risk Evaluation Rule preamble III.I.1 (ER 16), 82 Fed. Reg. at 33,741
(section on scope documents discussing many components never
mentioned in Petitioners’ brief, including hazards, susceptible
subpopulations, and conceptual models); and
 Risk Evaluation Rule preamble III.I.6 (ER 19), 82 Fed. Reg. at 33,744
(section entitled “Unreasonable risk determination” discussing several issues
such as that risk evaluations will include a finding for each included
condition of use).
Pet’rs Br. at 70. Petitioners raise no argument as to the invalidity of these provisions
other than to note that they refer in some fashion to “the conditions of use within the
scope of the evaluation.” Id. at 22. They have therefore waived any argument that
they should be vacated in their entirety.
Petitioners state in passing that sections 702.37(e)(3) and (b)(3) allow EPA to
limit risk evaluations requested by manufacturers to the conditions of use identified
by manufacturers, but make no argument to support this false assertion or explain
why this would render the provisions invalid. Pet’rs Br. at 22. In fact, 40 C.F.R.
§ 702.37(e)(3) states that EPA will “assess what, if any, additional conditions of use
. . . warrant inclusion within the scope” of a manufacturer-requested risk evaluation
and that this will be “based on the same considerations” as chemicals already deemed
high-priority.
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Finally, Petitioners do not adequately make a case for vacatur as to any
provision. “Whether agency action should be vacated depends on how serious the
agency’s errors are ‘and the disruptive consequences of an interim change that may
itself be changed.’” Cal. Cmtys. Against Toxics v. EPA, 688 F.3d 989, 992 (9th Cir.
2012) (citation omitted). With the exception of a few provisions for which EPA is
voluntarily seeking remand, the challenged portions of the Rules are reasonable and
supported by the administrative records. Because these are foundational rules that
guide EPA’s process of implementing the TSCA amendments, vacatur could be
disruptive to EPA’s ongoing statutory obligations. It is difficult to address the nature
of any potential error and the consequences of vacatur in the absence of the Court’s
opinion. Thus, if the Court finds an error with any of the provisions challenged by
Petitioners, EPA requests that the parties be permitted to submit supplemental briefs
on remedy after the Court renders its opinion.
CONCLUSION
For these reasons, these Petitions should be denied.
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STATEMENT OF RELATED CASES
Pursuant to Ninth Circuit Rule 28-2.6, EPA states that it is not aware of any
related cases other than those that have been consolidated here.
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FEDERAL RULE OF APPELLATE PROCEDURE 32(A)
I hereby certify that this brief complies with the requirements of Fed. R. App.
P. 32(a)(5) and (6) because it has been prepared in 14-point Garamond, a
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I further certify that this brief complies with the type-volume limitation of
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TITLE 5--GOVERNMENT ORGANIZATION AND EMPLOYES

Standard changes are made to conform with the definitions applicable and the style of this title as outlined
in the preface to the report.
AMLNDML~NTS
1976—Pub. L. 94-674 provided that if no special statutory review piroceeding is applicable, the action for jndicial review may ba brought against the United
States, the agency by its official title, or the ~.ppropriate officer as defendant.
§ 704. Actions reviewable
Agency action made reviewable by statuto and
final agency acLion for which there is no other
adequate remedy in a coact are subJect to ~udfcial review. A preliminary, procedural, or intiermediate agency action or ruling not directly reviewable is subject to review on the review of
the final agency action. Except as otherwise expreaely required by statute, agency aotion
otherwise final is final for the purposes of this
section whether or not there has been presented
or determines an application for a declaratory
order, for a,ny form of reconsideration, or, unless
the agency otherwise requires by rule and providea that the action meanwhile is inoperative,
for an appeal to superior agency authority.
(Pub. L. 89-669, Sept. 6, 1966, 80 Stat. 392.)

(1) compel agency action unlawfully withheld or unreasonably delayed; and
(2) hold unlawful and sat aside agency action, findings, and conclusions found to be—
(A) arbitrary, capricious, an abuse of discretion, or otherwise not in accordance with
1&W;
(B) contrary to constitutional right,
power, privilege, or immunity;
(C) in excess of statutory jurisdiction, authority, or limitations, or short of statutory
right;
(D) without observance of procedure required by law;
(E) unsupported by substantial evidence in
a case subject to sections 556 and 557 of this
title or otherwise reviewed on the record of
an agency hearing provided by statute; or
(F} unwarranted by the facts to the extent
that the facts are subject to trial de novo by
the reviewing court.
In making.the foregoing determinations, the
court shall review the whole record or thoso
parts of it cited b3 a party, and due account
shall be taken of the'rule of prejudicial error:
(Pub. L. 89-554,.Sept. 6, 1966., 80 Si;at. 393.)
-.I316TORICAL AND REVISIOK NOTF,3

HISTORICAL AND REVI&ION NOTES
Derivation

Revised Statutes ¢nd
Statutes at Large

U.S. Code

................... 5 U.S.C. 3009(c).

~

June 11, 1998, ch. 324, §10(c),
60 Stat. 7A3.

Standard changes are made to conform with the definitions applicable and the style of this title as outlined
in the preface of this report.
§706. Relief pending review
When an agency finds that justice so requires,
it may postpone the effective date of action
taken by it, pending judicial review. On such
conditions as may be required and to the extent
necessary to prevent irreparable injury, the reviewing court, including the court to which a
case may be taken on.appeal from or on application for certiorari or other writ to a reviewing
court, may issue all necessary and appropriate
process to postpone the effective date of an
agency action or to preserve status or rights
pending conclusion of the review proceedings.
(Pub. L. 89-554, Sept. 6, 1966, 80 Stat. 393.)
HI6TORIOAL dND R,P~,VISION NOTE$
Derivation

U.S. Code

.................. 6 U.B.C. 1009(d).

Revised Statutes and
Statutes at Large
June 11, 1996, ch. 329, §]0(d),
so scac. cis.

Standard changes are made to conform with the definitions applicable and Ghe style of this 1:itla as outlined
in the preface of this report.
§ 708. Scope of review
To the extent; neoessa,ry to dooision and when
presented, the reviewing court shall ~ieni~e all
relevant questions of law, interpret constitutioxiai and statutory provisions, and determine
the meaning or applicability of the terms of an
agency action. The reviewing court shall—

Page 130

nerGxxiion

U.S. Code

.................. 6 U.S.0. 1009(e}.

~=3ed St¢tutes and
St0.CtiteB (ti IAT9¢
June 11, 1996, ch.. 924, $10(e),
60 Stst. 249.

Standard changes are made to conform with the definitione applicable and the style of this title as outlined
in the preface of this report.
ABBREVIATION DF RECORD
Pub. L. 85-791, Aug. 28, -1958, 72 Cat. 941, which authorized abbreviation of record on review or enforcement of orders of administrative agencies and review
on the original papers, provided, in secbion 35 thereof,
that: "This Act [see Tables for classification] sha11 not
be construed to repeal or modify any provision of the
Administrative Procedure Act [see Short Title note set
out preceding section 651 of this title]."
CHAPTER B--CQNGRESSIONAL REVIEW OF
AGENCY RULEMAKING
sec.
601.
602.
803.
804.
Rllfi,
806.
807.
808.

CongreasionalrevSew:
Congressional disapproval procedure.
Special rule on statutory, regulatory, and Judicfal deadlines.
Definitions.
Judicial review.
Applicability; severability.
Exemption for monetary policy.
Effective date of certain rules,

§ 801. Congressional review
(a)(1)(A) Before a rule.can take effect, the Federal agency promulgating such Pule shall submit
to each House of the Congress and to Lhe Comptroller General a report containing—
(i) acopy of the rule;
(ii) a concise general statement relating to
the rule, including whether it is a major rule;
and
(111) the proposed effective date of the rule.
(B) On the date of the submission of the report
under subparagraph (A), the Federal agency pro-
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(A) in the same form or physical state as, or
in a different form or physical state from, that

in which it was received by the person so preparing such aubsta,nce or mixture, or
(B) as part of an article containing the
aherriical sub+~tance or mixture.
(14) The term "processor" means any person
who processes ~, chemical substance or mixture.
(15) The term "protocols and methodologies
for the development of informa.ti~n" means a
prescription of(A) the-(i)health and environmental effects, and
(ii) information relating to toxicity, persistence, and other characteristics which affect hea,ltih and the environment,
for which information for a chemioal aubstance or mixture are to be developed and any
analysis that is to be performed on such information, and
(B) to the exCent necessary to assure that information respecting such effects and characteristics are reliable and adequate(i) Lhe manner in which such information
are2 to be developed,
(ii) the specification of any test protocol
or methodology to be employed in the development of such information, and
(iii) such other requirements as are necessary to provide such assurance.
(16) The term "State" means any Stale of the
United States, the District of Columbia, the
Commonwealth of Puerto Rico, the Virgin Islands, Guam, the Canal Zone, American Samoa,
the Northern Mariana Islands, or any other torritory or possession of the United States.
(17) The term "United States", when used in
the geographic sense, mea,na all of the States.
(Pub. L. 94-469, title I, §$, Oct. 11, 197G, 90 8tat.
2004; Pub. L. 99-514, §2, Oct. 22, 1986, 100 Stat.
2095; renumbered title I, Pub. L. 99-519, §S(c)(1),

opt. za; isss, loo star. zsss; Yua. L. loo-eis, title

I,§1214(e)(1), Aug. 23, 1988, 102 Stat. 1156; Pub. L.
114-92, diV. A, title III, § 315, Nov. 25, 2015, 129
Stat. 791; Pub. L. 11 182, title I, §§3, 19(c), June
22, 2016, 130 Slat, 448, 505.)

§ 2603

(18), see sectiwi s8o2(b) of Title 22, Foreign Relations
and Intercourse.
AMENDMENTS
2016-Pars. (4) to (7). Pub. L. 114-182, §3(1}(3), added
pars.(4) and (7) and redesignated former pars.(4) and (5)
as (6) and (6), respectively. Former pars. <6) and (7) redeaignated (8) and (9), respectively.
Par. (8). Pub. L. 114-182, §19(c)(1), substituted "information" for "data".
Pub. L. 119-182, §3(1), redesignated par. (6) as B).
Former par.(8) redesignated (10).
Para. (9) to (14). Pub. L. 114-182, §3(1), (4), added par.
(12) and redesignated former pars.(7) to (11) as (9), (10),
(11), (13), and (19), respectively. Former pars. (12) to (14)
redesignated (16) to (17), respectively.
Par. (lb). Pub. L. 114-182, §19(c)(2)(A),(B), in introductory provisions,subetituted "protocols and methodologies foi~ the development of information" for "standards for the development of teat data".
Pub, L. 114-182, §S(1), redesignated.Bar,(12) as (16).
Par. (16)(A). Pub. L. 114-182, §19(c)(2)(C), substituted
"on such information" for "on such data" in concluding Provisions.
Pub. L. 114-182, ¢19(c)(2)(B), substituted "for which
information" for "for which Celt data" in concluding
provisions.
Par. (15)(B). Pub. L. 114-182, g19(c)(2XC), substituted
"information" for "data" wherever appearing.
Para. (16), (17). .Pub. L. 11 182, §3(1), tedesignated
pars. (13) and (19) as (lfi) and (17), respectively.
2415-Par. (2)(B)(v). Pub. L. 119-92 substituted "and
any component of such an article (limited to shot
shells, carLTidges, and components of shot shells and
cartridges), and" for ", and".
1986-Pax. (7). Pub. L. -100-418 substituted "general
note 2 of the Aarmoniaed Tariff Schedule of the United
Statee" for "general headnote 2 of the Tariff Schedules
of the United Mates".
1986-Par,(2)(73)(v). Pub,.I,. 99-514 euh4tituted "Internal Revenue Code of 1986''for "Internal Revenue Code
of19b4^.
EFFECTIVE. DATE OF 1988 AMENDMENT
Amendment by Pub. L. 100118 effecl;ive Jan. 1, 1989,
and aDPlicable with respect to articles entered on or
after such date, see section 1217(b)(1) of Pub. L. 100-418,
set out as an Effective. Date note under section 3001 of
Title 19, Customs Duties.
EFFECTIVE RATE
Section effective Jan. 1, 1977, see section 31 of Pub. L.
94-469, set out as a note under section 2801 of this title.

REFERENCES IN TEXT
$ 2603. Testing of chemical substances and mis~
The Federal Insectfoide, Fungicide, and Rodenticide
tures
Act, referred to in par. (2)(B)(ii), is act June 25, 1947, ch.
126, as amended generally by Pub. L. 9 616, Oct. 21, (s).Testing requirements
1972, 86 Stat. 973, which is elas~rified generally to aub(1) If the Administrator finds thatchapter II (§136 et seq.) of chapter 6 of Title 7, Agri(A)(i)(I) the manufacture, distribution in
culture. For complete claeaificatlon of tLia Act Co the
oommorco, prooeasing, use, or disposal of a
Code, see Short Title note seG out under section 136 of
ahemioal substance or mixture, or that any
Title 7 and Tables.
combination of such activities, may firesent
The Atomic Energy Act of 1964, referred to in par.
an unreasonable risk of injury to health or tho
(2)(B)(iv), is act Aug. 1, 1946, ch. 724, as added by act
Aug. 30, 1954, ch. 1073, §1, BS Stat. 919, and amended,
environment,
which ie classiried principally to chapter 23 (¢2011 et
(II) there is insufficient information and exseq.) of Title 42, The Public Health and Welfare. For
perience upon which the effects of such manucomplete classification of this Act to the Code, see
facture, distribution in commerce, processing,
Short Title note set out under section 20ll of Title 42
use, or disposal of such substance or mixture
and Tables.
or of any combination of such activities on
The Harmonized Tariff Schedule of the United States,
health or the environment can reasonably be
referred to in par. (9), is not set out in the Code. See
determined or predicted, and
Publication of Harmonized Tariff Schedule note set outi
un~lor nnr.t,ion 7.7,02 of Title 19, Customs Duties.
(III). testing of such aubsta;nce or inixtllY'0
For definition of Canal Zone, Governor of the Canal
with respect to such effects is necessary to deZone, and Panama Canal Company, referred Lo in par.
velop such information.; or
(ii)(I) a chemical substance or mixture is or
18o in original. Probably should be "is".
will be produced in substantial quantities, and
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(aa) it enters or may reasonably be anticipated do enter the environment in substantial
quantities or (bb) there is or may be significant or substantial human exposure to such
substance or mixture,
(II) there is insufficient information and experience upon which the effects of the manufacture, distribution in commerce, processing,
use, or disposal of such suUstance or mixture
or of any combination of such activities on
health or the environment can reasonably be
determined or predicted, and
(III) testing of such substance or mixture
with respect to such effects is necessary to develop such information; and
(B) in the- case of a mixtcire, the effects
which the mixture's manufacture, distribution
in commerce, processing, use, or disposal or
any combination of such activities may have
on health or the environment may not be reasonably and more. efficiently determined or
predicted by testing the chemical substances
which comprise the mixi;ure;
the Administrator shall by rule, or, in tho oase
of a chemical substance or mixturo described in
subparagraph (A)(i}, by rule, order, or consent
agreement, require that teabing be conducted on
such substance or mixture to develop information with respect to the health and environmental effects for which there is an insufficioncy of information and experience and which
is relevant to a determination that the manufacture, distribution in commerce, processing,
use, or disposal of such substance or mixture, or
that a.ny comhinatfon of such activities, does or
does not present an unreasonab3e risk of injury
to health or the environment.
(2) ADDITIONAL TESTINQ AUTHORITY.—Iri Addltion to the authority provided under paragraph
(1), the Administrator may, by rule, order, or
consent agreement-(A) require the development of new information relating to a chemical substance or mixture if the Administrator determines Lhat the
information is necessary—
(i) to review a notice under section 2604 of
this title or to perform a risk evaluation
under section 260b(b) of this title;
(ii) to implement a requirement imposed
in a rule, order, or consent agreement under
subsection (e) or (f) of section 2604 of this
title or in a rule promulgated under section.
2605(a) of this title;
(iii) at the request of a Federal implementing authority under another Federal law, to
meet the regulatory testing needs of that
authority with regard to toxicity and exposure; or
(in) pursuant to section 2611(a)(2) of this
title; and
(B)require the development of new information for the purposes of prioritizing a chemical
substance under section 2605(b) of this i~itle
only if the Administrator determines that
such information is necessary to establish the
prioril;y of the substaneo, subject to tha liiultations that-(i) not later than 90 days after the date of
receipt of information regarding a chemical
substance complying with a rule, order, or
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consent agreement under this subparagraph,
the Administrator shall designate the cshemical substance as ahigh-priority substance
or slow-priority substance; and
(ii) information .required by the Administrator ender this subparagraph shall not be
required for the purposes of establishing or
implementing a minimum information requroment of broader applicability.
(3) STATEMENT OF NEED.-When requiring the
development of new information relating to a
chemical substance or mixture under paragraph
(2), the Administrator shall identify the need for
the new information, describe how information
reasonably available to the Administrator was
used to inform the decision do require new information, explain the basis for any decision that
requires the use of vertebrate animals, and, as
applicable, explain why issuance of an order is
warranted instead of promulgating a rule or entering into a consent agreement.
(4) TIERED TESTING}.—When requirittg the developmenU of new information under this subsection, the Administrator shall employ a tiered
screening and testing process, under which the
results of screening-level tests or assessments of
available information inform Lhe dectsion as to
whether 1 or more additional tests are necessary, unless information available to the Administrator ~ustifles more advanced testing of
patentiai health or environmental effects or potential exposure without first conducting
screening-level testing,
(b) Tenting requirement rule, order, or consent
agreement
{1) A rule, order, or .consent agreement under
subsection (a)shall include—
(A) identification of the chemical substance
or mixture for which testing is required under
the rule, order, or consent agreement,
(B) protocols and methodologies for the development of information for such substance
or mixture, and
(C) with respect to chemical substances
which are not new chemical substances and to
mixture8, a specification of the period (which
period may not be of unreasonable daration)
within which the parsons required to conduct
the testing shall submit to the Administrator
information developed in a000rdance with the
protocols and methodologies referred to in
subparagraph (B).
In determining the protocols and methodologies
and period to be included, pursuant to subparagraph~ (B) and (C), in a rule, order;. or consent.
agreement under subsection (a), the Administrator's considerations shall include the relative
costs of the various test prot000ls and methodologies which. may be required under the rule,
order, or consent agreement and the reasonably
foreseeable availability of the facilities and personnel needed to perform the testing required
under the rule, order.. or consent agreement.
Any such rule, order, or consent agreement may
raqulre bhe xubmission. to the Administrator of
preliminary information during the period prescribed under subparagraph (C).
(2)(A) The health and environmental effects
for which protocols and methodologies for the

ADD03

Case: 17-72260, 08/06/2018, ID: 10967460, DktEntry: 67, Page 87 of 125

Page 1691

TITLE i5--COMMERCE AND TRADE

§2803

development of information may be prescribed
(4) Any rule, order, or consent agreement
include
carcinogenesis,
mutszgonesis, under subsection (a) requiring the testing of and
teratogenesis, behavioral disorders, cumulative submission of information for a particular
or synergistic effects, and any other effect chemical substance or mixture shall expire at
which may present an unreasonable i•iak of in- the end of Lhe reimbursement period (as defined
jury to health or tha environment. Protocols in subsection (c)(3)(B)) which is applicable to inand methodologies for the development of infor- formation for such substance or mixture unless
mation may also be prescribed for the assess- the Administrator repeals the rule or order or
ment of exposure or exposure potential to hu- modifies the consent agreement to terminate
mans or the environment. The characteristics of the requirement before such date; and a rule,
chemical substances and mixtures for which order, or consent agreement under subsection
such protocols and methodologies may be pre- (a) requiring the testing of and sulimiseibn of i~scribed include persistence, acute toxicity, formation for. a category of chemical substances
subacute toxicity, chronic toxicity, and any or mixtures shall expire with respect to a chemiother characteristic which may present sacYi a cal substance or mixture included in the catrisk. The methodologies that mt~y be prescribed egory at the :end of the reimbursement period
in such protocols and methodologies include epi- (as so defined) which is applicable to informademiologic studies, serial or tiered testing, in tion for such substance or mixture unless the
vitro testa, and whole anma3 test's, except that Administrator before such date repeals or mociibefore prescribing epidemiologic studies of em- fies the a.ppJica,tion of the rule, order, or consAnt
ployees, the Administrator shall consult with agreement to such substance or mixture or rethe Director of the National SnatiUute for Occu- peais the rule or order or modifies the consent
pationai Safety and Health..
agreement to terminate the requirement.
(B)From time to time, buL not less than- once
each 12 months, the Administrator shall review (c)Exemption
(f) Any person. required by a rule or order
the adequacy of the protocols and methodologies
for development of information prescribed in under subsection (a). to confluct tests and submit
rules, orders, and consent agreements under sub- information on a chemical substance or miacLure
section (a) and shall, if necessary, institute pro- may apply to the Administrator (in such form
ceedings to make appropriate revisions of such and manner as the Administrator shall preseribe) for an exemption from such requirement.
protocols and methodologies.
(2) If, upon receipt of an application under
(3)(A) A rule or order under subsection (a)respecting a, chemical. substance or mixture shall paragraph (1), the Administrator determines'
require the persons described in subparagraph. that—
(A} the eheinical substance or mixture with
(B) or (C), ax applicable., to conduct tests azid
respect to which such application was eubmitsubmit information bo the Administrator on
ted is equivalent to a chemical substance or
such substance or mixture, except that the Admixture for which information has been subministrator may permit. two or more of .such
mitted to the Administrator in accordance
persons Lo de~ignaCe one such person or a qualiwith a rule, order; or consent agreement under
fied third party to conduct such tests and subsubsection (a) or for which information is
mit such information on behalf of the persona
being developi~d pursuant to such a rule, order,
making.the designaLian.
or consent.agreement, and
(B) The following persons shall he required tq
(
B) submission of information by the appliconduct tuts and submit information on a
cant on such substance ar mixture would be
chemical substance or mixture sub~ect.to a rule
duplicative of information which has been- subunder subsection (a)(1}:
mitted to the Administrator in accordance.
(i) Eaoh person who manufactures or intends
with such rule, order, or Consent agreement or
to manufacture such sixbstanca or mixture if
which is being developed pursuant to such
the Administrator makes a finding described
rule, order, or consent agreement,
in subsection (a)(1}(A)(1)(II) or (a)(1)(A)(ii){II)
with respect to the manufacture of such sub- the Administrator shall exempt, in accordance
stance or mixture.
with paragraph (3) or {4j, the applicant from
(ii) Eaeh person who processes nr 9ntends to conducting
tests and submitting information on
process such substance or mixture if the Ad- such
substance or mixture under the rule or
ministrator makes a, finding described in sub- order'wlth respect to whack
such application was
seotion (a)(1)(A)(i)(II) or (a)(1)(A)(ii)(II) with submitted.
respect to the processing of such substance or
(3)(A) If the exemption under paragraph (2) of
mixture.
any person .from the requirement to conduct
(iii) Eaoh person who manufactures or proeteats and submit information on a chemical subesses or intends to manufacture or process stanoe or
mixture is granted on the basis of the
such substance or mixture if the Adminis- existence
of previously submitted information
trator makes a finding described in subsection and
if such exemption is granted during the re(a)(1)(A)(i)(II) or (a)(1)(A)(ii}(II) with respect to
imUuraement period for such inSormation (as
the distributfon in commerce, use, or disposal
prescribed by subparagraph (B)), then (unless
of such substance or mixture.
such. person and the pzrsons referred to in
(C) A rule or order under paragraph (1) or ('L) Clatz~as (i) an~1 (.ii) agree on the amnunt and
of subsoction (a) may require tho dovolopnlonb of tn~thod of reimbursement) the Adrnil~istrator
information by any person who manufactures or shall order the person granted the exemption to
processes, or intends to manufacture or process, provide fair and equitable reimbursement (in an
a chemical substance or mixture subject to the amount determined under rules of the Adminisrule or order.
trator~
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(i) to Uhe person. who previously submitted
such information, for a portion of the costs incurred by such person in complying with the
requirement to submit such information, and
(11) to any other person who has been required under this subparagraph to contribute
with respect to such costs, -for a portion of the
amount such person was required to aontribute.
In promulgating rules for the determination of
fair and equitable reimbursement to. Che persons
described in clauses (i) and (ii)for coets incurred
with respect to a chemical substance or mixture, the Administrator shall, after consultation
with the Attorney General and the Federal
Trade Commfssion, consider all relevant-factors,
including the affect on the competitive position
of the person required to provide reimbursement
in relation to the person to be remburaed.and
the share of the market for such substance ~r
mixture of the person required to provide retmbursement in relation to the share of such market of Lhe persons to be reimbursed. An order
under this subparagraph shall, for purposes of
iudicial review,. be considered final agency aation.
(B) For purposes of subparagraph (A}, Lhe reimbursemen~ period. for any information for a
chemical substance or mixture is a perod—
(i) beginning on the date such information is
submittod in accordance with a rule, order, or
consent agreement under subsection (a), and
(ii} ending—
(I7 five years after the date referred to in
clause (1), or
(II) at the expiration of a period which begins on the date referred to in clause (i) anti
which is equal to the period which the Administrator determines was necessary to develop such information,
whichever is later.
(4)(A) If the exemption under paragraph (2) of
any parson from the requirement to conduct
tests. and submit information on a chemical substance or mixture ie granted on the basis of the
fact that information is being developed by one
or more persona pursuant to a rule, Qrder, or
consent agreement under subsection (a), -then
(unless such person and the: persons referred to
in clauses (i) and (ii) agree on the amount and
method of reimbursement) the Administrator
shall order the person granted the exemption Lo
provids fair and equitable reimbursement (in an
amount determined under rules of the Administrator}—
(i) to each such person who is developing
such information, for a portion of the costs incurred by each such person in complying with
such rule, order, or consent.agreement, and
(ii) to any other person. who has been required under this subparagraph to contribute
with. respect to the costs of complying with
such rule, order, or consent agreement, for a
portion of the amount gush person was. required to contribute.
In promul;ating rules for the determination of
fair and equitable reimbursement to the persona
described in clauses (i) and (ii) for costs incurred
with respect to a chemical substance or mfx-
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tore, the Administrator shall, after consultation
with the Attorney General and the Federal
Trade Commission, consider the factors described in Uhe second sentence of paragraph
(3){A). An order under 1;his subparagraph shall,
for purposes of judicial review, be considered
final agency action.
(B) If any exemption is granted under paragraph f2) on the basis of the fact that one or
more persons are developing information pursuant Uo a rule, order, or consent agreement under
Subsection (a) and if after such exemption is
granted the Administrator determines that no
such person has complied with such rule, order,.
or consent agreement, the Administrator shall
(3) after providing written notice to the person
who holds such exemption and an opportunity
for a hearing, by order terminate such exemption, slid (ii) notify in writing such person of the
requirements of the rule or order with respect to
which such exemption ryas granted.
(d) Notice
Upon the receipt; of any information pursuant
to a rule, order, or consent agreement under
subsection (a), the Administrator shall publish a
notice of the receipt of such information in the
Federal Register within 15 days of its! receipt.
Subject to section 2613 of this title, each. such
notice -shall (1) identify the chemical eabstance
or mixtare for which information has been received; (2) list the uses or intended uses of such
substance or mixture and the information required by the applicable protocols and methodologies for the development ofinformation;
and (3) describe thA nature of the information
developed; Except as otherwise provided in section 2613 0# this. title, such information shall be
made available by the Administrabor for examination by any person.
(e) Priority list
(1)(A) There is established a committee to
make recommendations to the AciminisLrat;or
respecting the chemical substances and mixtures to which the Administrator should give
priority consideration for the development of informatfon under subsection (a), In making such
a recommendation with respect to any chemical
substance or mixture, the committee shall consider all relevant; factore, including—
(i) the quantities in which the substance or
mixture is or will be manufactured,
(ii) the quantities in which the substance or
mixture enters or will enter the environment,
(iii) the number of individuals who are or
will be exposed to the substance or mixture in
their places of employment and the duration
of such exposure,
(iv) the extent to which human beings are or
will be exposed to the substance or mixture,
(v) the extent Lo which the substance or mixture is closely related to a chemical substance
or mixture which is known to present an unreasonable risk of injury.to health or tihe environment,
(vi) the existence of information concerning
the ePYects of the substance or mixture on
health or the environment,
(vii) the extent to whicls testing of the substance or mixture may result in the cievelopment of information upon which the effects of
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the substance or mixture on heaiLh or Lhe environment can reasonably he determined or
predicted, and
(viii) the reasonably foreseeable availability
of facilities and personnel Sor performing testing on the substance or mixture.
The recommondatione of the committee shall be
in the form of a list of chemical substances and
mixtures which shall be set forth, either by individual substance or mixture or by groups of substances or mixtures, in the order in which the
committee determines the Administrator should
take action under subsection (a) with respect to
the substances and. mixtures. In establishing
such list, the committee shall give priority attention to those chemical substances and mixtures which are known to cause or contribute to
or which are suspected of causing or contributing to cancer, gene mutations, or birth defeots.
The committee shall designate chemical substancee and mixtures on the list with respect to
which the committee deUermines the Administrator ahoulfl, within 12 months of the date on
which such substances attd mixtures are first
designated, initiate a proceeding under subsection (a). The total number of chemical substances and mixtures on the list which are designated under the preceding sentence may not,
at any time, exceed 50.
(B) As soon as practicable but not later than
nine months after January 1, 1977, the committee shall publish in the Federal Register and
transmit to the Administrator the 7ist and deaignationsrequired by subparagraph (A)togetiher
with the reasons for the committee's inclusion
of each chemical substanoe or mixture on the
list. At least every six months after the date of
the transmission to the Administrator of the
list pursuant to the preceedingi sentence, the
committee shall make such revisions in the list
as it determines to be necessary and shall transmit them to the Administrator together with
the committee'& reasons for tfie revisionx. Upon
receipt of any such revision, the Administrator
shall publish in the Federal Register the list
with such revision, the reasons for such revision,
and the designations made under subparagraph
(A). The Administrator shall provide reaaonable
opportunity to any interested Berson to file with
the Administrator written comments on the
committee's list, any revision of such list by the
committee, and designations made by the committee, and shall make such comments available
to the public. Within the 12-month period beginning on the date of the first inclusion on the list
of a chemical substance or mixture designated
by the committee under subparagraph (A) the
Administrator shall with respect to such chemical substance or mixture issue an order, enter
into a consent agreement, or initiate a rulemaking proceeding 'under subsection (a), or, if
such an order or consent agreement is not issued
or such a proceeding fs not initiated within such
period, publish in the Federal Register the Administrator's reason for not issuing such an
order, entering into such a consent agreement,
or initiating such a nrnr..eedinp~.
(2)(A) The committee established by paragraph
(i)(A) shall consist of ten members as follows:
So in origSnal. Probably should be "➢receding"
'
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(i) One member appointed by the Administrator from the Environmental Protection
Agency.
(ii) One member appointed by the Secretary
of Labor from officers or employees of the Department of Labor engaged in the Socretary's
activities under the Occupational Safety and
Health Act of 1970 [28 U.S,C. 651 et seq.].
(iii) One member appointed by the Chairman
of the Council on Environmental Quality from
the Counoil or its officers or employees.
(
iv) One member appointed by the Director
of the National Institute for Ocoupational
Safety and Health from officers or employees
of the Institute.
(v) One member appointed by the Director of
the National Institute of Environmental
Health Sciences from officers or employees of
the Institute.
(vi) One member appointed by the Director
of the National Cancer Institute from officers
or employees of the Institute.
-(vii) One member appointed by the Director
of the National Science Foundation from officers or employees of the Foundation.
(viii) One member appointed by the Secretary of Commerce from officers or employees of the Department of Commerce.
(ix) One member appointed by the Chairman
of the Consumer Product Safety Commission
from Commissioners or employees of the Cammission.
(x) Ona member appointed by the Commissioner of Food and Drugs from employees of
the Food and Drug Administration.
(B)(i) An appointed member may designate an
individual to serve on the committee on the
member's behalf, Such a designation may be
made only with the approval of the applicable
appointing authority and only if the individual
is from the entity from which the member was
appointed.
(ii) No individual may serve as a member of
the committee for more than four years in the
aggregate. If any member of the committee
leaves the entity from which the member was
appointed, such member may not continue as a
member of the committee,. and the member's position shall be considered bo be vacant. A vacancy in the committee shall be fYlled in the
same manner in which the original appointment
was made.
(iii) Initial appointmanta to the committee
shall be made not later than the 60th day after
January 1, 1977. Not later Ghan the 90th day after
such date the members of the committee shall
hold a meeting for the selection of a chairperson
fY~om among their number.
(C)(i) No member of the committee, or designee of such member, shall accept employment
or compensation from any person subject to any
requirement of this chapter or of any rule promulgated or order issued thereunder, fora period of at least 12 months after termination of
service on the committee.
(ii) No person, while serving as a member of
the committee, or designee of such mcuiller,
may own any stocks or bonds, or have any pecuniary interest, of substantial value in any person engaged in the manufacture, processing, or
distribution in commerce of any chemical sub-
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stance or mixture subject to any requirement of
this chapter or of any rule promulgated or order
issued thereunder.
(iiia The Administrator, acting through attorneys of the Environmental Protection Agency,
or the Attorney General may bring an action in
the appropriate district court of the United
States to restrain any violation of this subparagraph.
(D) The Administrator shall provide the oommittee such administrative support services as
may be necessary to enable the committee to
carry out its function under this subsection.
(t) Required actions
Upon the receipt of—
(1} any information required to be submitted
under this chapter, or
(2) any other information available to the
Administrator,
wtxich ittdicates to the Administrator that there
may be a reasonable basis to conclude that a
chemical substance or mixture presents a significant risk of serious 6r widespread harm to
human boinge, the Administrator shall, within
the 180-day period beginning on the date of the
receipt of such information, initiate applicable
aoLion under section 2604, 2605, or 2606 of this
tit]e to prevent or refluce to a sufficient extent
such risk or publish in the Federal Register a
finding, made without consideration of costs, or
other nonrisk factors, that such risk is not unreasonable. For good cause shown the Administrator may extend such period for an additional
period of not more than 90 days. The Administrator shall publish in the Federal Register notice of any such extension and the reasons therefor. Afinding by the Administrator that a risk
is not unreasonable shall be considered agency
action for purposes of judicial review under
chapter 7 of title 5. This subsection shall not
take effecb until two years after January 1, 1977.
(g) Petition for protocols and methodologies for
the development of information
A person intending to manufacture or process
a chemical substance for whSch notice is required under section. 2604(a) of this title and who
is not required under a rule, order, or consent
agreement under subsection (a) to conduct tests
and submit information on such substance may
petition tho Administrator to prescribe protocols and methodologies 'for the development of
iizformation for such substance. The Aciministrator shall by order either grant or deny anS~
such petition within tiU days of its receipt. If the
petition is granted, tfle Administrator shall prescribe such protocols and methodologies for
such substance within 75 days of the date the petition is granted. If the petition is denied, the
Administrator shall publish, ~ub~ect to section
2613 of this Lille, in the Federal Register the reasons for such denial.
(h) Reduction oP testing on vertebrates
(1)In general
The Administrator shall reduce and replace,
to the extent pra,~ti~a,hla, scientifionlly justified, and consistent with the policies of this
subchapter, the use of vertebrate animals in
the testing of chemioal substances or mixtures
under this subchapter by—
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(A) prior to making a request or adopting
a requirement for testing using vertebrate
animals, and in accordance with subsection
(a)(3), taking into consideration, as appropriate and to the extent practicable and scientifically justified, reasonably available existing information, including—
(1) toxicity information;
(ii) computational toxicology and bioinformaties; and
(iii) high-throughput screening methods
and the prediction models of those methoda; and
(B)encouraging and facilita,Ling—
(1) tho use of scientifically valid test
methods and strategies that reduce or replace the use of vertebrate animt~ls while
providing information of equivalent or better scientific quality and relevance that
will support rogulatory decisions under
this subchapter;
(ii) the grouping of 2 or more chemical
substances into .scientifically appropriate
categories in cases in which testing of a
chemical substance would provide scientifically valid and useful information on
other chemical substances in the category;
and
(iii) the formation of industry consortia
to }ointly conduct testing to avoid unnecessary duplication of tests, provided 'that
such cpnsortia make all information from
such testing available to the Administrator.
(2) Implementation of alternative testing methode
To promote the development and timely incorporation of new scientifically valid test
methods and strategies that are not based on
vertebrate animals, the Administrator ahall—
(A) not later than 2 yeaxs after June 22,
2016, develop a strategic pls~n to promote the
development and implementation of alternative teat methods and strategies to reduce, refine, or'replaee vertebrate animal
testing and provide information of equivalent or better scientifYc quality and relevance for assessing risks of injury to health
or the environment of chemical substances
or mixtures through, for example—
(i) computational toxicology and bloinformatics;
(ii) high-throughput screening mothods;
(iii) testing of categories of chemical
substances;
(iv) tiered testing methods;
(v)in vitro studies;
(vi)systems biology;
(vii) new or revised methods identified
by validation bodies such as the Interaganey Coordinating Committee on the
Validation of Alternative Methods or the
Organization for Economic Co-operation
and Development: or
(viii) industry consortia L1iaL Qeveluy information submitted under this subchapter;
(B) as practicable, ensure that the strategic plan developed undersubpaxagraph (A)is
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reflected in the development of requirements
for Lesting under this section;
(C) incluiie in the strategic plan developed
under subparagraph (A) a list, which the Administrator shall update on a regular basis,
of particular alternative test methods or
strategies the Adfninietrator has identifYed
that do not require new vertebrate animal
testing and are scientifically reliablo, rolevant, and capable of providing information
of equivalent or better scientific reliability
and quality to that which would be obtained
from vertebrate animal testing;
(D) provide an opportunity for public notice and comment on the contents of the
plan developed under aubparagragh (A), including the criteria for considering scientific
reliability and relevance of the test; methods
and strategies that may be identified pursuant to subparagraph (C);
(E) beginning on the date that is 5 years
after June 22, 2016, and every 5 years thereafter, submit to Congress a report that deacribes the progress made in implementing
the plan developed under subparagraph (A)
and goals for fhture alternative test meLhoda and strategies implementation; and
(F) prioritize and, to the extent consistent
with available resources and the Administrator's other responsibilities under this
subchapter, carry out performance assesament, validation, and translational studies
to accelerate the development ~f scieni;ifically valid teat methods and strategies that
reduce, refine, or replace the use of vertebrate anYmals, including minimizing duplication, in any testing under this subchapter.
(9) Voluntary testing
(A)In general
Any person developing information for
submission under this subchapter on a voluntary basis and not pursuant to any requext or requirement by the Administrator
shall first attempt Uo develop the information by means of an alternative test method
or strategy identified by the Administrator
pursuant to paragraph (2)(C), if the Administrator has identified such a teat method or
strategy for the development of suoh information, before conducting new vertebrate
animal tasting.
(B)Effect of paragraph
Nothing In this gaxagragh shall, under any
circumstance, limit or restrict the submission of any existing information to the Administrator.
(C)Relationship to other law
A violation of this paragraph shall not be
a prohibited act under section 2614 of this
tit18.
(D)Rsview of means
This paragraph authorizes, but does not requiro, the Administrator to review the
means by wlliolr a udt~sozi uunducted Leating
described in subparagraph (A).
(Pub. L. 94-469, title I, §4, Oct. 11, 1976, 90 Stat.
2008; renumUerecl title I, Pub. L. 9 519, §S(c)(1),
Oct. 22, 1986, 100 SL~.t. 2989: amended Pub. L.
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114-182, title I, §§4, 19(d), June 22, 2016, 130 Stat.
949, 605.)
REFERENCES IN TEXT

The Occupational Safety and Health Act of 1970, referred to Sn text, is Pub. L. 91-696, Dec. 29, 1970, 84 Stiat,
1590, as amended, which is classified princlpally to
chapter 15(§651 et seq.) of Title 29, Labor. For complete
classification of this Act to the Code, see Short Title
note set out under section 661 of Title 29 and Tables.
AMENll:NENT$

2016---Subsec. (a)<1). Pub. L. 114-182, §9(2)(B)(x}, in
concluding provisions, inserted ", or, in the oase of a
chemical subata,nce or mixture described in subparagraph (A)(i), by rule, order, or consent agreament."
after "shall by rule", substituted "information" for
"data" in two places, and substituted "and which is
relevant" for "and which are relevant".
Pub. L. 114-182, §4(2)(B)(v), substituted "such information" for "such dn,ta" in two plaoos.
Pub. L. 114-182, §9(2)(B7(iii), substituted "there is insufticient information" for "there are insufYlcient
data" in two ple,ces.
Pub. L. 114-162, § 4(2)(A), substituted "(1) If the Administrator finds" for "If the Administrator finds".
Subsec. (a)(1)(A)(i)(n. Pub. L. ll4-182, §4(2)(B)(1), substituted "(A)(i)(n" for "(1)(A)(i)".
Subaeo. (a)(1)(A)(1)(II). Pub. L. 114-182, §4(2)(B)(ii),
substituted "(II)" for "(ii)".
Subsea (a)(1)(A)(i)(III). Pub. L. 119-182,. §4(2)(B)(iv),
substituted "(TII)" for "(iii)^.
Subsec. (a)(1)(A)(11)(I). Pub. L. 114-182, §4(2)(S)(viii),
which diracted amendment of subaec. (a)(1) by substituting "(bb)^ for "(II)", was executed by making tho
substitution in text of subsea (a)(1)(A)(11xI) after
"quantities or", to reflect the probable intent of Cangress.
Pub: L. 119-18`L, §4(z)(B)(vli), which directed amendment oP. subsea. (a)(1) by substituting "(aay' for "(1)",
was executed by making the substitution in text.of aubsea (a)(1)(A)(il)(I) n.fter "gizantibies, anil", to reflect.
the probable intent of Congress.
Pub. L. 114-182, §4(2)(B)(vi), suba4ltuted "(1i7EI)" for
Subsea (a)(1)(A)(il){II). Pub. L. 114-182, §4(2)(B)(ii),
sut~tituted "(II)" fOr "(ii)".
Subsec. (a)(1)(A)(ii)(III). Pub. L. 114-182, 44(2)(B)(io).
substituted "(III)" for "(i15)".
Subsec. (a)(1)(II). Pub. L. 114-182, §4(2)(B)(ix), substitutied "(B)" for "(2}". Former sabpar. (B) redesignated subpaz•.(A)(ii).
Subsea (a)(2) to (4). Pub. L. 114-182, $4(2)(C), added
pars.. (2) to (4). Former par. (2) redesignated par. (1)(B).
Subsea (b). Pub. L. 114182, §19(d)(1)(A)(1), which directed amendment of aubsec. (b)(1) by inserting
`, order, or consent agreement" at end of paragraph
heading, was executed by making the insertion at and
of subset. (b) heading to reflect the probable intent of
Congress.
Pub. L. 114-182, §4(1), substituted "protocols and
methodologies" for "standards" wherever appearing except after "various test" in concluding provisions of
par. (1).
Subset. (b)(1). Pub: L. 114-182, §19(d)(1)(A)(ii), aubstituUed "rule, order, or consent agreement" for "rule"
wherever appearing.
Pub. L. I14-182, $4(3)(A)(iii), substituted "information" for "data" in concluding provisions.
Subsea (b)(1)(B). Pub. L. 114-182, ;4(3)(A)(i), substituted "SnformatLon" for "test data".
Subsea (b)(1)(C). Pub. L. 114182, §4(3)(A)(ii), snbstituted "information" for "data".
Subsea (b)(2)(A). Pub. L. 119-182, §9(8)(B)(1), inserted
"Prntnc:~la and mRthodolop~iea for the d2velopment of
information may also de prescribed for the assessment
of exposure or exposure potential to humans or the environmont." after "health or the environment." and
substituted "information may be" Yor "test data may
be" and "tiered testing" for "hierarchical tests".
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Subsec. (b)(2)(B). Pub, L. 114-182, §19(d)(1)(B), substituted "rules, orders, and consent agreements" for
"rules".
PuU. L: 114-182, §4(3)(B)(11), sabstituted "information" for "data".
Suhsec. (b)(3). Pub. L. 114-182, §4(3)(C)(f), substituted
"information'' for "data" wherever appearing in subpars.(A)and (B).
Subsea (b){3)(A). Pub. L. 114-182, §18(d:)(1)(C), suUstituted "rule ar order" for "rule".
Pub. L. 11 182, §4(3)(C)(ii), inserted "or (C), as applicable," after "subparagraph (By',
Subset: (b)(3)(B?. Pub. L. 114-182, §4(3)(C)(iv), substituted "subsection (a)(1)" for "subsection (a)" in introductory prodisiona.
Pub.
114-182.,
L.
¢A(3)(C)(iii),
substituted
"(a)(1)(A)(i)(II) or (a)(lj(A)(11)(II)" for ^(a)(1)(A)(ii) or
(a)(1)(B)(ii)" in cls.(i) to (i11).
Subsea (b)(3)(C). Pub. L. 114-182, §4(3)(C)(v), added
subpar.(C).
Subset. (b)(4). Pub. L, 114-182, §19(d)(1)(Dj, substituted "rule, order, or consent agreement under subsection (a)" for "rule under subsection (a)" in two
places, "repeals the rule or order or modifies the consent agreement to termYnate the requirement" for "repeals the rule" in two places, and "repeals or modifies
the application of Lhe rule, order,. or consent agreement" far "repeals the applioation of the rule".
Pub. L. 111-1ffi, §4(3)(D), substituted "of information"
for "of data" in two places and "to information" for
"to test data" in two places.
Sugsec. (b)(b). Pub. L. 114-182, §4(3)(E), struck out
par. (6) which lead as follows: "Rules lseued under eubseotion (a)(and at~y substantive amendment thereto or
repeal thereof) shall be promulgated pursuant to aeetion 6b3 of title b except that (A) the Administrator
shall give interested persons an opportunity for the
oral presentation of data, views, or arguments, in addition to an opportunity to make wrftten submissions;
(B)a transcript shall be made of any oral presentation;
and (C) the Administrator shall make and publish with
the rule the findings described in paragraph (1)(A) or
(1)(B) of subsection (a) and, in the case of a rule reepocting amixture, the finding described in paragraph
(2) of sash subsection.°
Subset.(c)(1). Pub. L. 114-182,§19fd)(2)(A), substituted
"rule or order" for "rule".
Pub. L. 114-182, §4(9){A), substituted "information"
for "data".
Subset. (c)(2). Pub. L. 114-182, §19(d)(2)(B)(iii), subetituted "the rule or order" for "the rule" in concluding provisions.
Pub. L. 114-182, g4(4)(B), substituted "information"
for "data" wherever wppearing.
Subsea (c)(2)(A). Pub. L. 114-182, § 19(d)(2)(B)(L), eubstituted "a rule, order, or consent agreement under
subsection (a} or for which information !a being developed pursuant to such a rule, order, or consent agreemenC" for "a rule under subsection (a) or for which
data is being developed pursuant to such a rule".
Amendment was executed as if the amendment by Pub.
L. 119-182, §4(4)(B), hacl not applied, to reflect the probable intent of Congress. See above.
3ubsec. (c)(2)(B). Pub. L. 114-182, §19(d)(2)(B)(ii), subetttuted "such rule, order, or consent agreement or
which is being developed puYsuant to such rule, order,
or consent agreement" fox "such rule or which is being
developed pursuant to such rule".
Bubaec. (c)(3)(A). Pub. L. 11 182, §4(4)(C)(i), substltuted "information" for "teat data." wherever appearing.
Subset. (c)(3)(A)(i). Pub. L. 114-182, §4(4)(C), subatituted "submitted such information" for "submitted
such test data" and "submit such information" for
"submit such data".
Su6aec. (C)(3)B)• Pub. L. ll4-1A2, §4(4)(C)(i), sµbetltuted "information" for "teat data" in introductory
provisions.
Bubaec. (c)(3)(II)(i). Pub. L. 114-182, § 19(d)(2)(C}, substLtuted "rule, order, or consent agreement" for "rule
promulgated".
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Pub. L. 119-182, §9(4)(C)(11), substituted "such information" for "such data.".
Subsea (c)~3)(B)(11)(II). Pub. L. 114-182, $4(4)(C)(fi),
subaGltutad "such information" for "such Qata".
Subsea (c)(4). Pub. L. 114-182, §19(d)(2)(D)(i), (ii), subatituted "pursuant to a rule, order, or consent agreement" for "pursu&nt to a rule promulgated" in two
places and "such rule, order, or consent agreement" for
"such rule" wherever appearing,
Pub. L. 11 182, §4(4)(D), substituted "information"
for "test data" wherever appearing.
Subsec.(c)(4)(B). Pub. L. 114-182, §19(d)(2)(D)(111), eubatitutad "the rule or order" for "the rule".
SuUaec. (d). Pub. L. 119-182, §18(d)(3), substituted
"rule, order, or consent agreement"[or "rule".
Pub. L. 11 182, §9(b), anbatituted "any information"
for "any test date,", "development of information" for
"development of teat data", "nature of the information" for "nature of the test data", and "for which information has" -for "for whfoh data have", and substituted "such information" for "such data" in two.
places.
Pub. L. 114-182, §4(1), substituted `protocols and
methodologies" for "atandarde".
Subaec. (e)(1)(A). Pub. L. 114-182, §4(6)(A)(i)(I), substituted "developmanti of information" for "promulgatlon of a rule" in introductiory provisions.
Subaec. (e)(1)(A)(vi), (vii). Pub. L. 114-182,
§4(6)(A)(i)(II), substituted ``information" for "data".
Subset. (e)(1)(B). Pub. L. 114-182, §4(6)(A}(11), subsLituted "issue an order, enter into a consent agreement, or initiate a rulemaking proeeedSng under subsection (a), or, if such an order or consent agreement is
not issued or such a proceeding is not initiated within
such period, publish in the Federal Register the Administrator's reason for not issuing such an order, entering
into such a consent agreement, or initiating such a proceeding" for "either initiate a rulemaking proceeding
under subsection (a) orif such a proceeding is not initiated within suoh period, publish in the Federal Register
the Administrator's reason for not initiating such a
proceeding".
Subset. (e)(2)(A). Pub.. I.. 114-18'l, §4(6)(B)(i), substituted "ten members" for "eight members" in introductuty provlslunec,
8ubsec. (e)(2)(A)(ix), (x), Pub. L. 114-162, §4(6)(B)(11),
added cis.(ix) and (x).
Subaec, (~. Pub. L. 114-102, §4(7)(B), in cottcluding
provisions, struck out "or will present" after "mixture
presents" and "from cancer, gene mutations, or birth
defects" after "human beings", substituted "applicable" for "appropriate", and Inserted ", made without
consideration of coats or other nonrisk factors," after
"publish in the Federal Register a finding".
Subeea (f~(1). Pub. L. 114-182, §4(7)(A), eubstitaGed
"information" for "test data".
Subset. (g). Pub. L. 114-182, §19(d)(4), substituted
"rule, order, or consent agreement" for "rule".
Pub. L. 114-182, §4(8), substituted "Petition for protocols and methodologies for the development of information" for "PatiWon for standards for the developutent
of teat data" in heading and "tau6mit information" for
"submit data" and "development of information" for
"development of 1;eaG Qata" in text,
Pub, L. 114-182, §4(1), substituted "protocols and
methodologies" for "standards" in two places.
Subseo.(h). Pub. L. 114-182, §9(~J), added subset.(h).
EFFECTIVE DATE
Bectton effective Jan. 1, 1977, except as provided in
subset. (n of this section, see section 31 of Pub. L.
94-469, set out as a note unQer section 2601 of this title.
$ 2604. Manufacturing and processing notices
(a)In general
(i)(A) Except as provided in subparagraph (B)
of this paragraph and subsection (h), no person
may-
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(i) manufacture a new chemical subxtance on
or rafter the 30th day after the date on which
the Administrator first publiahea the list required by section 2607tb) of this title, or
(ii) manufacture or process any chemical
substance for a use which the Administrator
has determined, in accordance with paragraph
(2), ie a significant new use.
(B)A person may take the actions described in
subparagraph(A)if—
(i) such person submits to the Administrator, at least 90 days before such manufacture or processing, a notice, in accordance
with subsection (d), of each person's intention
Lo nia~iufacture or process such substance and
such person oompliea with any applic~.ble rec~uirement of, or imposed pursuant to, snbsectfon (b),(e), or (f~; and
(fi) the Administrator—
(I) conducts a review of the notice; and
(II) makes a determination under subparagraph (A), (B), or (C) of paragraph (3) and
takes' the actions required in association
with that determination under such subparagraph within the applicable review period.
(2) A determination by the Administrator that
a use of a chemical substance is a 9lgnifieanU
new use with respect to which notification is required under paragraph <1) shall be made by a
rule promulgated after a consideration of all relevantfactors,including—
(A) the projected volume of manufacturing
and processing of a chemical substance,
(B) the extent to which a use changes the
type or form ~f exposure of human beings or
the environment to a chemical substance,
(C) the axtent to which a use increases the
magnitude and duration of exposure of human
beings or the environment to a chemical substance, and
(D) the reasonably anLicipatad manner and
methods of manufacturing, processing, distribution in commerce, and disposal of a
chemical substance.
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able risk of injury to health or the environment, without consideration of costs or
other nonrisk factors, inciuding~ an unreasonable risk to a potentially exposed or susceptible sixbpopulation identified as relevant
by the Administrator; or
(II) such substance is or will be produced
in substantial quantities, and such substanae either enters or may reasonably be
anticipated to enter the environment in substantial quantities or there is or may be significant or substantial human exposuxe to
the substance,
in which case the Administrator-shall take the
aotiions required under suUSection (e); or
(C) that the relevant chemical substance or
significant new use is not likely to present au
unreasonable risk of injury to health or the
environment, without consideration of costa
or other nonriak factors, Sncluding, an unreasonable risk to a potentially exposed or sus-

ceptible subpopulation identified as relevant
by the Administrator under the conditions of
use, in which ease the submitter of the notice
ma3~ commence manufacture of the chemical
substance or manufacture or processing for a
significant new use.
(4) FAILURE TO RENDER DETERMINATION.—
(A) FAILURE TO RENDER DEI`ERMINATION.—If

the Administrator fails to make a determination on a notice under paragraph (3) by the end
of the a,ppliaable review period a;nd the notice
has not been withdrawn bg the snbmitter, the
Administrator shall .refund to the submitter
all applicable fees charged to the submitter for
review of the notice pursuant to section 2625(b)
of this title, and the. Administrator shall not
be relieved of any requitement Co make sue:h
determination.
(B) LIMITATIoxs.—(i) A refund of applicable
fees under subparagraph (A) shall not be made
if the Administrator certifies that the submitter has not provided information required
under subsection (b) or has otherwise unduly
delayed the process such that the Administrator is unable to render a determination
within the applicable review period.
(ii) ~1 failure of the Administrator to render
a decision shall not be deemed to constitute a
withdrawal of the notice.
(iii) Nothing in this paragraph shall be construed as relieving the Administrator or the
submitter of the notice from any requirement
of this section.

(3) REVIEW AND DETL+'RMINATION.—Withlri the
applicable review period, subject to section 2617
of this title, the Administrator shall review
such notice and determne—
(A) that the relevant chemical substance or
significant new use presents an unreasonable
risk of injury to health or the environment,
without. consideration of costs or other
nonrisk factors, including an unreasonable
risk to a pobentially exposed or suscept]ble
aubpopulation identified as relevant by the
(5) ARTICLE CONSIDERATION.-Th8 AdminisAdministrator under the conditions of use, in
which case the Administrator shall take the trator may require notification under this aection for the import or processing of a chemical
actions required under subsection (f);
substance as part of an article or category of ar(B) tha~—
(i) the information available to the Admin- ticlea under paragraph (1)(A)(ii) if the Adminisiatrator is insufficient to permit a reasoned trator makes an affirmative finding in a rule
evaluation of the health and environmental under paragraph (2) that the reasonable poteneffects of the relevant chemical substance or tial for exposure to the chemical substance
through the arCicle or• category of articles subsignificant new use; or
(11)(I) fn the absence of sufficient informar ject to the rule justifies notification.
tion to permit the Administrator to mako (b)Submission ofinformation
such an evaluation, the manufacture, proc(1)(A) If (i) a person is required by subsection
essing, distribution in commerce, use, or dis- (a)(1) to submit a notice to the Administrator
posal of such substance, or any combination
before beginning the mn,nufacture or processing
of such activities, may present an unreason- of a chemical substance, and (ii) such person is
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required to submit information for such substance pursuant to a rule, order, or consent
agreement under section 2603 of this title before
the submission of such notice, such person shall
submit to the Administrator such information
itt accordance with such rule, order, or consent
agreement at Uhe time notice is submitted in ac-

cordance with subsection (a)(1).
(B)If—
(i) aperson is required by subsection (a)(1)
to submit a notice to the Administrator, and
(ii) such person has been granted an exemption under section 2603(c) of this title from the
requirements of a rule or order under section
2603 of this title before Ghe submission of such
notice,
such person may not, before the expiration of
the 90 day period which begins on the date of the
submission in accordance with such rule of the
information the submission or development of
which was the basis for the exemption, manufacture such substance if such person is subject to
subsection (a)(1)(A)(f) or• manufacture or process
such substance for a significant new use if the
person is subject to subsection (a)(1)(A)(li).
(2)(A) if a person—
(i) is required by subsection (a)(1) to submit
a notice to the Administrator before beginning
the manufacture or processing of a chemical
substance listed under paragraph (4), and
(ii) is not required by a rule, order, or consent agreement under section 2603 of this title
befora the subniisc~iou of such notice to submit
information for such. suhata~nce,
such person m~.y submit to the Administrator
information prescribed by subparagraph (B) at
the time notice is submitted in accordance with
subsection (a}(1).
(B) Information submitted pursuant to subparagraph (A) shall be information which the
person submitting the information believes
showathat—
(i) in the case of a substance with respect to
which notico iu roquirod undor subeeation
(a)(1)(A)(i), the manufacture, processing,. distribution in commerce, use, and dispoxal of
the chemical substance or any combination of
such activities will not present an unreaaonable risk of injury to health or the environment, or
(ii) in the case of a chemical substance with
respect to which notice is required under subsection (a)(1)(A)(Si), the intended significant
new use of the chemical substance will not
present an unreasonable risk of injury to
health or the environment.
(3) Information submitted under paragraph (1}
or (2) of this subsection or under subsection (e)
shall be made available, subject to section 2613
of this titlo, for examination by interested per-

sons.
(4)(A)(i) The Administrator may, by rule, compile and keep current a list of chemical substances with respect to which the Administrator
fYnds that the manufacture, processing, distribution in commerce, use, or disposal, or any combination of such activities, presents or may
present an unreasonable risk of injury to health
or the environment, without consideration of
costs or other nonrisk factors.
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(ii) In making a finding under clause (i) that
the manufacture, processing, distribution in
commerce, use, or disposal of a chemical substance or any combination of such activities
presents or may present an unreasonable .risk of
injury to health or the environment, the Administrator shall consider all relevant factors, including—
(I) the effects of the chemical substance on
health and tMe magnitude of human exposure
to such aubstance;and
(
II) the effects of the chemical substance on
the environment and the magnitude of environmental exposure to snch substance.
(B) The Administrator shall, in prescribing a
rule under subparagraph (A) which lists any
chemical substance,: i&antify those uses, if any,
which the Administrator determines, by rule
under subsection (a}(2), would constitute a significant new use of such substance.
(C) Any rule under subparagraph (A), and any
substantive amendment or repeal of such a rule,
shall be promulgated pursuant to the procedures
specified.in section 553 of title 5.
(a)Eateneion of review period
The Administrator may for good cause extend
for additional periods (not to exceed in the ag~regate 90 days) the period, prescribed by subsection (a) or (b). Subject to section 2613 of this
title, such an extension and the reasons therefor
shall be published in the Federal Register and
shall constitute a final agency action subject to
judicial review.
(d) Contest of notice; publications in the Federal
Register
(1) The notice required by subsection (a1 shall
include—
(A) insofar as known to the person submtting the notice or insofar as reasonably ascertainable, the information described in subparagraphs (A), (B), (C}, (D), (F), and (G) of
section 2607(a)(2) of this title, and
(B} in such form and manner as the Administx•aUni• mr~y preaurlbe, auy lnfulm~,bl~n in the
possession or control of tho person giving such
.notice which are related to the effect of any
manufacture, processing, distribution in commerce, use, or disposal of such substance or
any article containing such substance, or of
any combination of such activities, on health
or the environment, and
(C) a description of any other information
concerning the environmental and health effects of such substance, insofar as known to
the person making the notice or insofar as
reasonably ascertainable.
Such a notice shall be made available, subject to
section 2613 of this title, for.examination by interested.persons.
(2) Subject to section 2613 of this title, not
later than five days (excluding Saturdays, Sundays and legal holidays) after the date of the receipt of a notice under subsection (a) or of information under subsection (b), the Administrator
shall publish in the federal Register a notice
which—
(A) identifies the chemical substance for
which notice or information has been received;
(B)lists the uses of such substance identified
in the notice; and
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(C) in the case of the receipt of information applicable review period, and (Si) unless the Adunder subsection (b), describes the nature of ministrator has, nn or before the issuance of the
the tests performed on such substance and any order, notified, in writing, each manufacturer or
information which was developed pursuant to processor, as Lhe case may be, of such substance
subsection (b) or a rule, order, or consent of the determination which underlies such order.
agreement under section 2603 of this title.
(~ Protection against unreasonable risks
A notice under this paragraph respecting a
(1) If the Administrator determines that a
chemical substance shall identify the chemical
substance by generic class unless the Adminis- chemical substance or significant new use with
trator determines that more specific identifica- respect to which notice is required by subsection
(a) presants an unreasonable risk of injury to
tion is required in the public interest.
(3) At the beginning of each month the Admin- health or environment, without consideration of
iatrator shall publish a list in the Federal Reg- costs or other nonrisk factors, including an unister of (A) each chemical substance for which reasonable risk to a potentially exposed subpopnotice has been received under subsection (a) ulation identified as melevant by the Adminisand for which the applicable review period has trator under the conditions of use, the Adminisnot expired, and(B) each chemical substance for trator shall, before the expiration of the applicawhich such period has expired since the last pub- ble review period, take the action authorized by
paragraph (2) or (3) to the extent necessary to
lication in the Federal Register of such list.
(e) Regulation pending development of inPorma• protect against such risk.
(2) The Administrator may issue a proposed
tion
rule under section 2605(a) of this title to apply
(1)1(A)If the Administrator determines thaw to a chemical substance with respect to which a
(t) the information available to the Adminis- finding was made under paragraph(1~
trator is insufficient to permit a reasoned
(A) a requirement limiting Lhe amount of
evaluation of the hoalth and environmental efsuch substance which may be manufactured,
fects of a chemical substance with respect to
processed,. or distributed in commerce,
which notice is required by subsection (a); or
(B) a requYrement described in paragraph (2),
(li)(I) in the absence of sufficient informa(3), (4), (5), (6), or (7) of section 2605(a) of this
tion to permit the Administrator to make
title, or
such an evaluation, the manufacture, process(C) any combination of the requirements reing, distribution in commerce, use, or disposal.
ferred to in subparagraph (B).
of such substanoe, or any combination of such
activities, may present an unreasonable risk Such a proposed rule shall be effective. upon its
of injury to health or the environment, with- publication in the Federal Register. Section
out consicierabion of costs or other nonrisk 2605(d)(3).(B) of this Eitle shall app1Y with respect
factors, includ5ng an unreasonable risk to a to such rule..
(3)(A) The Administrator may issue an order
potentially exposed subpopulation identified
as relevant by the Administrator under the to prohibit or limit the manufacture, processing, or distribution in commerce of a substance
conditions of use; or
(II) such substance is or will be produced in with respeot to which a finding was made under
substantial quantities, and such substance ei- paragraph (1). Such order shall take effect on
ther enters or may reasonably be anticipated Lhe expiration of the applicable review period.
(B)The provisions of subparagraph (B} of subto enter the environment in substantial quantitles or there is or may be significant or aub- section (e)(1) shall apply with respect tp an
order issued under subparagraph (A).
stantial human exposure to the substance,
{4) TREATMENT OF NONCONFORMIN(} USES.—NOt
the Administrator shall issue an order, to take later than 90 days after taking an action under
offeot on the expiration of the applio&ble review paragraph (2) or (3) or ia~utng an order under
period, to prohibit or limit the manufacture, subsection (e) relatinB~ to a chemical substance
processing, distribution in commerce, use, or with respect to which the Administrator has
disposal of such substance or to prohibit or limit made a determination under suUsection (a)(3)(A)
any combination of such activities to the extent or (B), L-he Administrator shall consider whether
necessary to protect against an unreasonable to promulgate a rule pursuant to subsection
risk of injury to health or Y.he environment, (a)(2) that idontifice as a significant new use any
without consideration of costs or other nonrisk manufaoturing, processing, use, distribution in
factors, including an unreasonable riskto a po- commerce, or disposal of the chemical substance
tentially exposed or susceptible subpopulation that does not conform to the restrictions imidentified as relevant by the Administrator pased by the action or order, and, as applicable,
under the conditions of use, and the submitter of initiate such a rulemaking or publish a statethe notice may commence manufacture of the menL describing the reasons of the Adm~nischemical Substance, or manufacture or proceas- trator for not initiating such a rulemaking.
ing of thB chemical substance for a significant
(5) WOR.KPLAOE EXPOHURE9.—To the extent
new use, including while any required informa- practicable, the Administrator shall consult
tion is being developed, only fn compliance with with the Assistant Secretary of Labor for Occuthe order.
pational Safety and Health prior to adopting
(B) An order may not be issued under eubpa,ra~ any prohibition or other rcetriotion relating to
graph (A) respecting a chemical. substance (i) a chemical substance with respect to which the
later Lhan 45 days before the expiration of the Administrator has made a determination under
subsection (a)(3)(A) ox (B) to address workplace
So 1n original. Thera is no pac. (2).
exposures.
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(g) Statement on Administrator Winding
Tf the Administrator finds in accordance with
subsection (a)(3)(C} that a chemical substance or
signifioant new use is not likely to present an
unreasonable risk of injury to health or the environmont, then notwithstanding any remaining
portion of the appiioable review period, the submitter of the notice may commence manufacLure of the chemical snbstanoe or manufacture
or processing for the significant new uae, fl;nci
the Administrator shall make public a statement of the Administrator's finding. Such a
statement shall be submitted for publication in
the Federal Register as soon as is practicable.
before the expiration of such poriod. Publication
of auah sLaterrient iir accordance with the preceding sentence is noY a prerequisite to the manufactur ng or processing of the substance with
respect to which the statement is to be published.
(h) Exemptions
(1) The Administrator may, upon application,
exempt any person from any requirement of subsection (a)or (b) to permit such person to manufacture or process ~: chemical substance for test
marketing purposes-(A) upon a shoving by such person saC siactory do the Administrator that the manufacture, processing, distribution in commerce,
use, and disposal of such substance, and that'
any combination of such activities, for such
purposes will nnY, present :any unreasonable
risk ~ of injury to health or the environment;.
including an unreasonable risk to a potentialiy exposed or susceptible subpopulaLiosi
identified by the Administrator for the specific conditions of use identified in the application, asia
(B) under such restrictions as the Administrator considers appropriate.
(2)(A) The Administrator may, upon applicar
tion, exempt any person from the. requirement
oS subsection (b)(2) to submit information for a
chemical substance. If, upon receipt of an application under the preceding sentence, the Administrator determines that—
(i) the chemical substance with respect to
which ouch application. waa submitted. is
equivalent to a chemical substance -for which
information has been submitted L'o the Administrator as required by subsection (b)(2}, and
(ii) submission of information by the applicant on such substance would be duplicative o£
information which has been submitted to the
Administrator in accordance with such subsection,
the Administrator shall exempt t;he applicant
-from the requirement to submit such information on such substance. No exemption which is
granted under this subparagraph with respect to
the submission of information for a chemical
substance may take effect before the beginning
of the reimbursement period applicable to such
information.
(B) If the AAminiatra,tnr axamptR :any person,
under subparagraph (A), from submitting information required under subsection (b)(2) for a
chemical substance because of the existence of
previously submitted information and if sach
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exemption is granted during the reimbursement
period for such information, then (unless such
person and the persons referred to in clauses (i)
and (ii) agree on the .amount and method of reimbursement) the Administrn.tor shall order the
person granted the exemption to provide fair
and equitable reimbursement (in an amount deternllned under rules of the Administrator}—
ti) to the person who previously submitted
the information on .which the exemption was
based, for a portion of the coats incurred by
such person in complying with the requirement under subsection (b)(2) to submit such
information, and
(ii) to any other person who has been required under this subparagraph to contribute
with respect to such costs, for a portion of the
amount such parson was required to contribute.
In promulgating rules for the determination of
fair and equitable reimbursement to the persons
described in clauses (f) and (ii) for costs incurred
with respect to a chemical substance, the Administrator shall, after consultation with the
Attorney General and the Federal Trade Comm ssion, consider x;11 relevant factors, including
the effect on the competitive position of the person required to provide reimbursement in relation to the persons to be reimbursed 'and the
share of the market for such substance of the
person required to provide reimbursement in relation to the share of such market of the persons
to be reimbursed. For purposes of judicial review, an order under this subparagraph shall be
considered fYnai agency action.
(C) For purposes of this paragraph, the reimbursement period for any previously submitted
information for a chemical substance is a period—
(ij beginning on the date of the tezmination
of the prohibition, imposed under this section,
on the manufacture or processing of such substance by the person who submitted such information to the Administrator, and
(ii) endfng—
(I) five years after the date referred to in
clause (i~, or
{II) at the expiration-of a period which begins on the. date. referred to in clause (i) and
is equal to the period which. the Adminfstrator determines was necessary to develop
such.information,
whichever is later,
(3) The requirements of subsections (a) and (b)
do not apply with respect to the manufacturing
or processing of any chemical substance which
is manufactured or processed, or proposed to be
manufactured or processed, only in small quantitiea (as defined by tihe Administrator by rule)
solely for purposes of—
(A) scientific experimentation or analysis,
or
(B)chemical research on, or analysis of such
substance or another substance, including
such research or analysis for the development
of a product,
if all persons engaged in such experimentation,
research, or analysis for a, manufacturer or proressor are notified (in such form and manner as
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the Administrator may prescribe) of any risk Lo
health which the manufa~eturer, prooesEor, ~r
Ghe Administrator has reason to believe may be
associated with such chemical substance.
(4) The Administrator may, upon applioation
and by rule, exempt the manufacturer of any
new chemical substance from all or part of she
requirements of thSa section if the Administrator determines that the manufacture, processing, distribution in commerce, use, or disposal of such chemical substance, or that any
comUination of such activities, will not present
an unreasonable risk of injury to health or the
environment, including an unreasonable risk to
a potentially exposed or' susceptible aubpopulation identified by 1;he .Administrator under
the conditions of use:
(5) The Administrator may, upon application,
make the requirements of subsections (a}and @}
inapplicable with respect to the manufacturing
or processing of any cihemical substance (A)
which exists temporarily as a result of a chamicai reaction fn the manufacturing or processing
of a mixture or another chemical substance, and
(B) to which there is no, and will not be, human
or environmental exposure.
{6)Immediately upon receipt of an application
under paragraph (1) or (5) the. Administrator
shaiT publish in the Federal Register notice of
the receipt of such application. The $clministrator shall give interested persons an opportunity to comment upon any such application
and shall, within 45 days of its rsoeipt, either approve or deny the application. The Admiiiistratbr shall publish in the Fedaral Register notice of the approval. or denial of suoh an application.
(i) Definitions
(1) - For purposes of this section, the terms
"manufaci;ure" and "process" mean manufacturfing or processing for commercial puipases.
(2) For purposes of this chapter, the term "requirernent" as used. in this section shall not displace any statutory or common law..
(3) For purposes of this section, the term "ap•
plicable review period" means the period sta~rting on the date the Administrator receives a notice under subsection (a)(iJ and ending 90 days
after that date, or on such data as is provided
for in subsection (b)(1) or(c),
(Pub.. L. 94-469, title I, §5, Oct. 11, 1976, 90 Stat.
2012; renumbered title I,,Pub. L. 99-b19, §3(C)(1),
Oct. 22, 1986, 100 Stat. 2989; amended Pub. L.
114-182, title I, §§5; 19(e), June. 22, G016, 130 Stet.
454, 506.)
AMENDMENTS
201f~Subsec. (a)(1). Pub. L. 114-182, §5(1)(A), deaSgnated existing provisions as subpar.(A) and redesfgnated former sabpars.(A) and (B) as cis. ii) and (ii), respectively; substituted "Except as provided in subparagraph (II) of this paragraph and" for "Except as provlded in" in introductory provisions; substituted "significant new use." for "significant new use." at end of
cl. (ii); struck out concluding provisions "unless aurh
person auhmits to the Admintatrator, at least 9D days
before aucri manutacture or processing, a notice, in aucordance with subsection (d), of such person's intention
to manufacture or process such substance and such person complies with any applicable-requirement of aubsection (b)."; and added subpax.(B).
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Subsec. (a)(3) to (5). Pub. L. 114-182, §5(1)(B), added
pars.(3) to <5}.
Subaec. (b): Pub. L. 114-182, §5(2)(A), eixbstituted `~information" for "test data" in heading.
Bubsec. (b)(1)(A). Pub. L. 114-182, §19(e)(1)(A), substituted "a rule, order, or consent agreement" for "a
rule promulgated" and "such rule, order, or consent
agreement" for "such rule".
Pub. L. 114-182, §6(2)(B)(i), substituted "submit information" for "submit test data" and "such information" for "such data".
Subsea. (b)il)(B). Pub. L. 114-182, §5(2)(B)(ii), in coneluding provisions,subsLiLuted "information" for "test
data", "subsection (a)tl)(A)(i)" for "subsection
(a){i)(A)"; and "subsection (a)(1)(A){~f)" for `'subsection
,,.
(a)(1)(D)
8ubsec. {b)(1)(II){ii). Pub. L,114-182, §19(e}(1)(B), substituted "rule or ordeN` for "rule promnigated".
Subsea (b)tZ)(A). Pub. L. 114-182, §5(2)(C)(i)QI), (III),
in concluding _provisions, substituted "may" for
"shall" and `'information prescribed" for "data preecribed".
Subsea (b)(2)(A)(ii). Pub. L, 119-182, §19(e)(1)(C), substituted "rule, order, or consent agreement" for "rula
promulgated":
Pub. L. 114-T82, §5(2)(C}(tj(I), substituted "inFormaLion" for "test data".
Subsoa (b)(2)(II). Pub. L. I14-182, §5(2)(C.)(ii)(Iy-(III),
in introductory provisions, substituted "Information''
for "`Data", "be Information" for "be data";"the information" for "the data.",and "t~howe" for "show".
Subsea (b)(2)(B)(i), Pub.. L. 114-182, §5(2)(C)(ii)(IV),
substituted "subsection (a)(1)(6)(iy' -tor "suUsecLion
(a)fl)<A)"
Subsec. (b)(2)B)(ii). Pub. L. 11 182, §5(2)(C){ii)(V),
substituted "subsection (a)(1)(A?(iiY' for "subsectfon
a)(1)(B)"
(
Subsec. (bx3}. Pub. L. 114-182, §5(2)(D), substituted
"Information" for "Data" and "paragraph (1) or (2,) of
this subsection or under subsection (e}" for "paragraph
(ij or (2)^
Subsea (b){4)(A)(I). Pub. L. 51 182, 6b(2)(E)(i), !nserted ", without. consideration pF costs or other
nonrisk factors" after "health or the environment".
Subaec. (b)(4)(C). Pub.. L. 114-182, §6(2)(E)(11), struck
out ", except that {i) the Administrator Shall give interested persons an - opportunity for the oral prasentation of data, views, or arguments, in addition to an
opportunity Go make written submissions, (11) a transcr pt shall be kept of any oral presentation; and (iii)
the Administrator shall make and publish with the rule
the fYnding described in subparagraph (A)" before period at end.
9ubsec. (c). Pub. L. 119-182, §5(3), substituted "reviaw" for "notice" in heading and struck out "before
which the manufacturing or processing of a chemical
substance subject to such subsection may begin" after
"subsection (a) or (b)" in text.
Subsec. (d)(1)(B). Pub. L. 114-182, §6(4)(A), substituted
"Information" for "test data".
Subaec. (d)(1)(CS). Pub. L. 114-182, §6(4)(B), substituted
"information" for "data".
8ubsee. (d)(2). Pub. L. 11A-I62, §5(4)(B), substituted
'
"information" for "data" wherever appearing.
Subsec. (d)(2)(B). Pub. L. 114-182, §6(4j(C), substituted
"uses of such substance identified in the notice" for
"uses or intended uses of such aubata,nce".
Subeec.(d)(2){C). Pub. L. 114-182, g19(e)(2), substituted
"rule, order, or coneent agreement" for "rule".
9ubsec, (dj(3). Pub. L. 114-182, §5(4)(D), substituted
"for which the applicable revfew period" for '*for which
the notification period prescribed by subsection (a), (b),
or (c)" and "such period" for "such notification period".
8ubsec. <o)(i)(A). Pub. L. 119-182, §b(5)(A)(iii)(III), lnsarLe~l Lel'ui~e pei~luU a,L eu~l of wnc;luding pi~ovislons "Co
the extent necessary to protect against an unreaaonabla risk of injury to health or the environment, without consideration of coats or other nonrisk faetors, including an unreasonable rick to a potentially exposed
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or susceptible subpopulation identified as relevant by
"
(11) apply, through attorneys of the Environmental
the Administrator under the conditions of use, and the
Protection Agency, to Lhe United SLatea District Court
submltter of the notice may commenoe manufacture of for the District of Columbia or the United States disthe chemical substance, or manufacture or processing
tricL court for the judicial district in which the manuof the chemical substance for a significant new use, infacturer, or processor, as the case may be, of such aubcluding while any required information is being develstance, is found, resides, or transacts business for an
oped, only in compliance with the order".
injunction to prohibit the manufacture, processing, or
Pub. L. 114-182, §5(6)(A)(iii)(II), which directed substidistribution 1n commerce of such substance.
tuLion of "applicable review period" for "notification
A proposed order SssueQ under clause (1) respecting a
period applicable td the manufacturing or processing of
chemical substance shall Lake effect on the expiration
such substance under subsection (a), (b), (c)" in conof the notification period applicable under subsection
cluding proeieions, was executed by making the substi- (a),(b), or (c) to Lhe manufacture or processing of such
t;ution for "notification period applicable to the manu- substance."
facturing or processing of such' substance under subSubeeC.(fl(3)(B), (C). Pub. L. 119-182, §5(6)(C)(ii), (iii),
section (a), (b), or (c)" to reflect the probable intent of redesignated subpar. (C) as tB), substituted "subparaCongress.
graph (B)" for "subparagraphs (B) and (C)", struck out
Pub. L. 114-182, §6(5){A)(iii)(I), subr~btbuted "hall "claube p) of" a1'teT "order issued under" and "; and
issue an order" for "may issue a. proposed order" in
the provisions of subparagraph (C) of subsection (e)(Z)
concluding proeisiona.
shall apply with respect to an injunction issued under
Subaec. (e)(1)(A)(i). Pub. L. 114-182, §5(5)(A)(i), aubsubparagraph (B)" after "subparagraph (A)", and
stituted "; or" Por "; and" at end.
atrack out former subpar.(B) which read as follows: "If
Subsea (e)(1)(A)(1!)(I). Pub. L. 114-182, §5(5)(A)(ii), inthe district court of the United States to which an apaerted "without consideration of costs or other non:isk
plication has been. mado under subparagraph (A)(ii)
fetters, including an unreasonable risk to a potentially
finds that there is a reasonable basis to conclude that
exposed aubpopulation identified as relevant by the Adthe manufaebure, proceneing, distribution In commerce,
miniatrator under the conditions of use;" after "health
use, or disposal of the chemical substance with respect
or the environment,".
to which such application was made, or that any comSubsea (e)(1)(B). Pub. L. 114-182, ¢5(6)(B)(i1i), subbination of such activities, presents or will present an
stltuted "of the order" for "of the proposed order".
unreasonable risk of inJury to healCh or the environPub. L. 114-182, §5(6)(B)(11), which d5rected substiment before a rule promulgated under sectionL605 of
tution of "apylicable review period" for "notifYcation
this title can protect against such risk, the court shall
period applicable to the manufacture or processing of
iesne
an in~unetion to prohibit the manufacture, proosuch substance under subsection (a),(b),(c)", was exeesaing, or disEributlon in commerce of such substance
cuted by making the substitution for "notification peor to prohibit any combination of such activities."
riod applicable to the manufacture or processing of
Subsea (t~(.3)(D). Pub. L. 114-182, §b(6)(C)(iv), struck
sash substance under subt~ection (a), (b), or (c}" to reout subpar.(D) which real as follows: "If the Adminisflect the probable intent of Congress.
trator issues an order pursuant to subparagraph (A)(1)
Pub. L. 114-162, §6(5)(B)(i), substituted "An order" for
respecting a chemical Substance and obJections are
"A proposed order".
flied
in accordance with subsection (e)(1)lC). the Ad3ubaea (e)(1)(C}. Pub. L. 114-182, §5(6)(C), struck out
miniatsator shall seek an injunction under subparasubpar.(C) which read as follows: "If a manufacturer or
gra~ph (A)(fi) respecting such substance unless the Adprocessor of a chemical substance to be aub~eet to a
miniatrator determines, on the basis of such objections,
proposed order issued under subparagraph(A)files with
that
e¢ch substance does not or w111 not present an unthe Administrator {within the 90-day period beginning
reasonable
risk of injury to health or the environon the date such manufactdrer or processor received
ment.
the notice required by subparagraph (B)(ii)) obJeotions
Subsea (~(4), (b). Pub. L. 114-182, §b(6;(D), added paws.
specifging with particularity the provisions of the
(4)and (b).
order deemed ob5ectionabie and stating the grounds
Subset. (g). Pub.. L. 119-182, §5(7), amended subset.(g)
therefor, the proposed order shall not take effect."
generally. Prior to amendment, text read as follows: "If
Subset. (e)(2). Pub. L. 114-182, §b(5)(D}, struck out
the Administrator has noi; initiated any action under
par.(2) which related to injunctions to prohibit or limit
this section or section 2605 or 2606 of this title to prothe manufacture, processing, distribution in commerce, hibit
or limit the manufacture, processing, distribution
use, or disposal of a chemical substance.
in commerce, use, or disposal of a chemical substance,
Subsea (t)(1). Pub. L. 114-182, 45(8)(A), substituted
with respect to which notification or data is required
"determines that a chemical substance or signilYcant
by subsection (a)(1)(B) or (b), before the expiration of
new use with" for `~finda that there la a reasonable
the notification period applicable to the manufacturing
basis to conclude that the manufacture, processing, dieor processing of such substance, the Administrator
trlbution in commerce, use, or disposal of a. chemical
shall publisYt a statement of the Administrator's reasubstance with", ", without consideration of coaba or
sona for not initiating such action. Bach a statement
other nonrisk factors, including an unreasonable risk
shall be Bublished in the Federal Register before the
to a potentially exposed anbpopulation identified as
expiration of such period. Publication of such etaterelevant by the Administrator under the conditLone of raent
in acr..ordnnce with the precadtng sentence is not
use," for "before a rule promulgated under section 2605
a prerequisite to the manufacturing or processing of
of this title can protect against such risk," and "applithe substance with reapeat to which the statement is to
cable review period" for "notificatYon period aBBlicable
be published."
under subsection (a), (b), or (c) to the manufacturing or
Subset. (h)(1)(A). Pub. L. 114-182, §b(B)(A), inserted
processing of such substance" and struck out ", or that
`, including an unreasonable risk to a potentially exany combination of such activities," after "required by
posed or suseept3ble subpopulation identified by the
subsection (a)" and "or will present" after "presents".
Administrator for the specific conditions of use identiSubaec. (1)(2). Pub. L. 114-182, ¢5(6)(B), substituted
fied in the application" after "health or the environ"Section 260b(d)(3)(B)" for "Section 2608(d)(2)(B)" in
ment".
concluding provisions.
Subset. (h)(2). Pub. L. 114-SBZ, $5(8)(B), bubstituted
Subset. (~(3j(A). Pub. L. 114-182, §6(6)(C)(i), sub- "information" for "data" wherever appearing.
atitnted "Administrator may" for "Administrator
Subset. (h)(4). Pub. L. 114-1B2, §5(8)(C), substituted
may-", struck out cl. (1) designation before "issue", "environment, includin6' an unreasonable risk to a posubstituted "an order to prohibit or limit the" for "a
trntia,lly exposed or susceptible subpopulatinn iflAnti
proposed order to prohibit the" and "under paragraph
fled by the Administrator under the conditions of use"
(1). Such order shall take effect on the expiration of the
for "environment. A rule promulgated under this paraapplicable review period." for °`under paragraph (1), graph (and any subetanGive amendment to, or repeal of;
or", and struck ouU cl. (ii) and concluding provinioue
such a rule) shall he promulgated in accordance w1t1~
which read as follows:
paragraphs(2) and (3) of section 2605(c) of this title".
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Subaec. (i). Pub. L. 114-182, §b(9), amenQed subset. (i)
generally. Prior to amendment, text read as follows:
"For purposes of Lhis section, the terms 'manufacture`
and `process' mean manufacturing or processing for
commercial purposes."
EFFECTIVE DATE
Section effective Jan. i, 1977, see section 31 of Pub. L.
94-469, set out as a note under section 2601 of this Litle.

$ 2806

posal of such substance or mixture, or of any
article containing such substance or mixture,
by its manufacturer or processor or by any
other person who uses, or disposes of, it for
commercial purposes.
(B) A requirement under subparagraph (A)
may not require any person to take any action
which would be in violation of any law or requirement oF, or in effect for, a State or political subdivision, and shall require each person
subject to iL to notify each State and political
subdivision in which a required disposal may
occur of such disposal
(7) A requirement directing manufacturers
or processors of such subsCance or mixture (A)
to give notioe of such determination to distributors in commerce of such substance. or
mixture and, to the extenU reasonably ascertainable, to other persona in possession of such
substance or mixture or exposed to such substance or mixture,(B) to give public notice of
such determination, and (C) to replace or repurehase such substance or mixture as slatted
by the person to which the requirement is directed.

§ 2606. Prioritization, risk evaluation, and regaletion of chemical aubsteacee and mixtures
(a) Scope of regulation
If the Administrator determines in accordance
with subsection 1b)(4)(A) that the manufacture,
processing, distribution in commerce, use, or
disposal of a chemical substance or mixture, or
that any combination of such activities, presents an unreasonable risk of injury to health or
the environment, the Administrator shall by
rule and subject to section 2617 of this title, and
in accordance with subsection (c)(2), apply one
or more of the following requirements to such
substance or mixture to the extent neoessary so
that the chemical subAtance or mixture na
longer presents such risk:
(1) A requirement (A) prohibiting or other- Any requirement (or combination of
requirewiae restricting the. manufacturing, process- menta) imposed under this subsection
may be
ing, or distribution in commerce of such sub- limited in application to
specified geographic
stance or mixture, or (B) limiting the amount areas.
of such substance or mixture which may be
manufaotured, processed, or distributed in (b)Risk evaluations
(1) Prioritization for risk evaluations
commerca.
(2) A requirement-(A) Establishment of process
(A) prohibiting or otherwise restricting
Not later than 1 year aftar June 22, 2016,
the manufacture, processing, or distribution
the Administrator shall establish, by rule, a
in commerce of such substance or mixture
risk-based screening process, including. crifor (ij ~ particular use or (ii) a particular use
teria for designating chemical substances as
in a concentration in excess of a level specihigh-priority substances for risk evaluations
fied by the Administrator in the rule imposor low-priority substances for which risk
ing the requirement, or
evaluations axe not warranted at the time.
(B) limiting the .mount of such substance
The process to desiguaCe the priority of
or mixture which may be manufacturefl,
chemical substances shall include a considprocessed, or distributed in commerce for (i)
eration of the hazard and exposure potential
a particular use or (11) a particular use in a
of a chemical substance or a category of
concentration in excess of a level specified
ehemioal substances (including considorby -the Administrator in the rule imposing
ation of persistence and bioaccumulation,
the requirement.
potentially exposed or susceptible subpop(3) A requirement thab such substance or
ulations and storage near significant sources
mixture or any article containing such subof drinking water), the conditions of use or
st~nce or mixture be marked with or accomsignificant changes in the conditions of use
panied by clear and adequate minimum warnof Lhe chemical r~ubstance, and. the volume
inga and instructions with respect to its use,
or significant changes in the volume of the
distribution 3n commerce, or disposal or with
chemical substance manufactured or procroepoot to any combination of such activiLier~.
essed.
The form and content of such minimum warn(B) Identification oP priorities for risk ovalings and instructions shall be prescribed by
uation
.the Administrator.
(i) High-priority substances
(4) A requirement that manufacturers and
processors of such substance or mixture make
The Administrator shall designate as a
and retain records of the processes used to
high-priority substance a chemical submanufacture or process such substance or mixstance that the Administrator concludes,
turo or monitor or conduct torts which aro
without consideration of oosts or other
reasonable and necessary to assure compliance
nonrisk factors, may .present an unreasonwith the requirements of any rule applicable
able risk of injury to health or the enviunder this subsection.
ronment because of a'poLen6ial ht~ard and
(
,5) A ragniremAnt prohibiting or otherwise
a. potonti~.l ruuLe of exposure unfler the
regulating any manner or method of commerconditions of use, including an unreasoncial use of such substance or mixture.
able risk to a potentially exposed or eus(6)(A) A requirement prohibiting or otherceptible subpopulation identified as relwise regulating any manner or method of disevant by the Administrator.
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by subsection (a)[anianding this section] shall cease to
have effect on September 30, 2012. The termination of
the authority to grant exemptions pursuant to such
amendments shall not effect the validity of any exemption granted prior to such date."
EFFECTIVE DATF.
Section effective Jan. 1, 1~J77, see section 31 of Pub. L.
94-469, set. out as a note under section 26Ui of this title.
§ 2608. Imminent hazards

(a) Actions authorized and required
(1) The Administrator may commence a civil
action in an appropriate district court of the
United States—
(A) fnr seizure of an imminently hazardous
chemical substance or mixture or -any article
oontaining such a substance or mixture,
(B) for relief (as authorized bs subsection
(b)) against any person who manufactures,
processes, distributes in commerce, or uses, or
disposes of, an imminently hazardous chemical substance or mixture or any article containing such a substance or mixture, or
(G)for both such seizure and relief.
A civil aotion may be commenced under Lhia
paragraph notwithstanding the existence of a
determination under section 2604 or 2605 of this
title, a rule under` section 2803, 26D4, or 2805 of
this title or aubohe,pter IV, an order under section 2603, 2604, or 2605 of this title or subchapter
IV, or a consent agreement under section 2609 of
this. title, and notwithstanding the pendency of
any administrative or judicial proceeding under
any provision. of this chapter.
(2) If tihe Administrator has not made a rule
under section 2605(x) of this title immediately
effective
(as
authorized
by
section
2605(d)(3)(A)(1) of this title) with respect to an
imminently hazardous chemical substance or
mixture, the Administrator shall commence in a
district court of the United States with respect
to such substance or mixture or article containing such substance or mixture a civil action described in subparagraph (A), (Bj, or (C) of paragraph (1).
(b)Relief authorized
(1) The district court of the United Status in
which an action under subsection (a) is brought
shall have jurisdiction to grant such temporary
or permanent relief as may be necessary to protect health or the environment' from the unreasonabie risk (as identified by the Administrator
without consideration of costa or other nnnriak
factors) associated with the chemical substance,
mixture, or article involved in such action.
(2) In the case of an action under subsection
(a) brought against a person who manufactures,
processes, or distributes in commerce a chemical substance or mixture or an article containing achemical substance or mixture, the relief
authorized bs~ paragraph (1) may include the issuance of a mandatory order requiring (A)in the
case of purchasers of such substance, mixture, or
article known to the defendant, notification to
such purchasers of the risk ~,ago~ia,tacl with it:
(B) public notice of such risk;(C) recall;(D) the
replacement or repurchase of such substance,
mixture, or article; or (E) any combination of
the actions described in the preceding clauses.
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(3) In the case of an action under subsection
(a) against a chemical substance, mixture, or article,such substance, mixture, or article may be
proceeded against by process of libel for its seizure and condemnation. Proceedings in such an
action shall conform as nearly as possible to
proceedings in rem in admiralty.
(c) Venue and consolidation
(1)(A) An aotion under subsection (a) against a
person who manufactures, processes, or distributes achemical. substance or mixture or an article containing a chemical substance or mixture
may be brought in the United States District
Court for the District of Columbia or for any judiciai district in which any of the defendants is
found, resides, or transacts business; and process
in such an action may be served on a'defendant
in any other district in which such defendant resides or may be found. An action under subsection (a) against a chemical substance, mixture, or article may be brought in any United
States district court within the jurisdiction of
which the substance, mixture, or article is
found.
(B) In determining the judicial district in
which an action may be brought under subsection (a) in instances in which such action
may be brought in more than one judicial district, the Administrator shall take into- account
the convenience of the parties.
(C) Subpeonasi requiring attendance of witnessea in an action brought under subsection(a)
may be served in any judicial district.
{2) Whenever proceedings under subsection (a)
involving identical chemical substances, m9xtures, or articles are pending in courts in two or
more judicial districts, they shall be conaolidated for trial by order of any such court upon
application reasonably made by any party in interest, upon notice to all parties in interest.
(d)Action under section 2606
Where appropriate, concurrently with the filing of an action under subsection (a) or as soon
thereafter as may be practicable, the Administrator shall initiate a proceeding for the promulgation of a rule under section 2605(a) of this
title.
(e) Representation
Notwithstanding any other provision of law, in
any action under subsection (a), the Administrator may direct attorneys of the Environmental Protection Agency to appear and represent the Administrator Yn such an action.
(t)"Imminently hazardous chemical substance or
mixture" de£ned
For the purposes of subsection (a), the term
"imminently hazardous chemical substance or
mixture" means a chemical substance or mixture which presents an imminent and unreasonable risk of serious or widespread injury to
health or the environment, without conaideraLion of costs or other nonrisk factors. Such a
risk to health or the environment shall be considered imminent 1f it is shown Y.hat the manufacture, processing, distribution in commerce,
use, or disposal of the chemical substance or
s So in original. Probably should be "Subpoenas".
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mixture, or that any combination of such activities, is likely to result in such in3ury to health
or the environment before a final rule under section 2605 of this title can protect against such
risk.

Administrator determines the maintenance of
records or submission of reports, or Uoth, is
necessary for the effective enforcement of this
chapter.
The Administrator may not require •in a rule
(Pub. L. 94-469, title I, §7, Oct. 11, 1976, 90 8tat. promulgated under this paragraph the mainte2026; renumbered ti tie I, Pub. L. 9 519, §3(c)(1), nance of records or the submission of reports
Oct. 22, 1986, 100 Stat. 2889; amended Pub. L. with respect to changes in the proportions of the
10 550, title X, §1021(b)(1), Oct. 28, 1992, 106 Stat. components of a mixture unless the Adminis3923; Pub. L. 114--182, title I, §§7, 19ff7. June 22, trator finds that the maintenance of such
2016, 130 Stat. 470, 507.)
records or the submission of such reports, or
both, is necessary for the effecL•ive enforcement
t~MENDMENTS
of this chapter. For purposes of the compilation
2016-Subaec. {a)(1). Pub. L. 114-182, §19(f)(1), in con- of the list of chemical substances required
under
cludng provisions, substituted "a determination under
section 2604 or 2606 of this title, a rule under section subsection (b), the Administrator shall promul2603, 2609, or 2605 of this title or subchapter IV, an order gate rules pursuant to this subsection not later
under section 2603, 2BU4, or 260b of this title or sub- than 180 days after January 1, 1977.
(2) The Administrator may require under parachapter IV, or a consent agreement under section 2603
of this title" for "a rule under section 2603 of this title, graph (1) maintenance of records and reporting
2604 of bhirt Lille, 2605 of bhie Litle, or subchapter N or with respect to the following insofar as known
an order under section 2604 of this title or subchapter to the person making the report or insofar as
Iti".
reasonably ascertainable:
Subsec. (a)(2). Pub. L. 114-182, §190(2), eubstitutod
(A) 1`he common or trade name, the chemi"section 2606(d)(3)(A)(i)" for "section 2605(d)(2)(A)(i)".
cal identity, and the molecular atrueture of
Subsea (b)(1). Pub. L. 114-182, §7(1), inserted "(aa
each chemical substance or mixture for which
.identified by the Administrator without consideration
such a report is required.
of coats or other nonrisk factors)" after "from the unreasonable rlak".
(B) The categories ar proposed categories of
Subsec. (i7. Pub. L. 114-182, $7(2), inserted ", without
use of each such substance or mixture.
consideration of costs or other nonrisk factors" after
(C) The total amount of each such substance
"widespread injury to health or the environment".
and mixture manufactured or processed, rea199~Subaec.(a)(1). Pub. L. 102-550 substitutod "socsonable estimates of the total amount. to be
tion 2803 of this title, 2604 of this title, 26U5 of this title,
manufactured or processed, the amount manuor Bubohapter IV" for "section 2603, 2604, or 2605 of this
factured or processed for each of its categories
title" in last sentence.
Pub: L. 102-550, which directed the insertion of "or
of use, and reasonable estimates of the
subchapter IV" after "2604", wa..s executed by making
amount to be manufactured or processed for
the insertion after "2804" the second time appearing in
each of its categories of use or proposed catlast sentence, to reRect the probable inCenL of Conegories of use.
gress.
(D)A description of the byproducts resulting
from the manufacture, processing, use, or disEFFECTIVE DATE
posal of each such substance or mixture.
Beetion affective Jan. 1, 1977, see section 31 of Pub. L.
(~) Ali existing information concerning the
94-469, set out as a. note under section 2601.of this title.
environmental and health effects of such sub$26M. Reporting and retention of information
stance or mixture.
(F) The number of individuals exposed, and
(a) Reports
reasonable estimates of the number who. will
(1) The Administrator shall promulgate rules
be exposed, to such substance or mixture in
under whichtheir places of employment and the duration
(A) each person (other than a small manuof such exposure.
facturer or processor) who manufactures or
(G) In the initial report under paragraph (1)
processes or proposes to manufacture oz' proeon such substance or mixture, the manner or
ess a chemical substance (other than a chemimethod of its disposal, and in ~,ny subsaquenb
cal substance described in subparagraph
report on such substance or mixture, any
(B)(ii)) shall maintain such records, and shall
change in such manner or method.
submit to the Administrator such reports, as
(3)(A)(i) The Adminiotrator may by rule rethe Administrator may reasonably require, quire
asmall manufacturer or processor of a
and
chemical substance to submit to the Adminfs(B) each person (other than a small manufacturer or processor) who manufactures or trator such information respecting the chemical
substance as the Administrator may require for
processes or proposes to manufacture or procpublication of the first list of chemical subess-stances required by subsection (b).
(i) amixture, or
(ii) The Administrator may by rule require a
(11) a chemical substance in small quan- small
manufacturer or processor of a chemical
tities (as defined by the Administrator by
substance or mixtures
rule) solely for purposes of scientific experi(I) subject to a rule proposed or promulgated
mentation or analysis or chemical research
under section 2G03, 2604(b)(4), or 2G05 of this
on, or analysis of, such substance or another
title„1 ~n ordc+r in offoot tmdor section 2603 or
substance, including any such research or
2604(e) of this title, or a consent agreement
analysis for the development of a product,
under section 2603 of this title, or
shu,ll maintain rauords rand submit to the Administrator reports but only to the extent the
~ So in original.
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(II) with respect to which relief has been
granted pursuant to a civil action brought
under section 2604 or 2606 of this title,
to maintain such records on such substance or
mixture, and to submit to the Administrator
such reports on suoh substance or mixture, as
the Administrator may reasonably require. A
rule under this clause requiring reporting may
require reporting with respect to the matters referred to in pn,ragraph (2).
(B) The Administrator, after consultation
with the Administrator of the Small Business
Administration, shall by rule prescribe standards for determining the manufacturers and
processors which qualify as small manufacturers
and processors for purposes of this paragraph
and paragraph (1).
(C) Not later than 180 days after June 22, 2016,
and not less frequently than once every 10 years
thereafter, the Administrator, after oonsuitation with the Administrator of the Small Business Administrmtion, shall
(i) review the adequacy of the standards prescribed under subparagraph (B); and
(ii) after providing public notice and an opportunity for comment, make a determination
as to whether revision of the standards is warranted.
(4) CONTENTS.—The rules promulgated pursuant to paragraph (1}(A) may impose differing reporting and recordkeeping requirements on manufacturers
and processors;: and
(B)shall include the level of detail necessazy
to be reported, including the manner by which
use and exposure information may be reported.
(5) ADMIVI3TRATION.—Iri c&crying DUt this seG
tion, the Administrator shall, to the extent feasibl~
(A) not require reporting which is unnecessary or duplicative;
(B) minimize the cost of compliance with
this section and the rules issued thereunder on
small manufacturers and processors; and
(C) apply any reporting obligations to those
persons likely to have information relevant to
the effective impiementa.tion of this subchapter.
(6) NE(30TIATDD RULDMAKINC7.-(A) Th0 Administrator shall enter into a negotiated rulemaking pursuant to subchapter III of chapter 5
of title 5 to develop and publish, not; later than
3 years after June 22, 2016, a proposed rule providing for limiting the reporting requirements,
under this subsection, for manufacturers of any
inorganic byproducts, when such byproducts,
whether by the byproduct manufacturer or by
any other person, are subsequently recycled, reused, or reprocessed.
(B) Not IaLer than 3 and one-half years after
June 22, 2016, the Administrator shall publish a
final rule resulting from such negotiated rulemaking.
(b)Inventory
(1) The Administrator shall compile, keep current, and publish a list of each chemical substance which is manufactured or processed in
the United States. Such list shall at least in-
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clude each chemical substance which any person
reports, under section 2604 of this title or subsection (a) of this section, is manufactured or
processed in the United States. Such list may
not include any chemical substance which was
not manufactured or processed in the United
States within three years before the effective
date of the rules promulgated pursuant to Lhe
last sentence of subsection (a)(1). In the oase of
a chemical substance for which a notice is submitted in accordance with section 2604 of this
title, such- chemical substance shall be included
in such list as of the earliest date (as determined by the administrator) on which such substance was manufactured or processed in the
United Staten. The Administrator -shall first
publish such a list not later than 315 days afi;er
January 1, 1977. The Administrator shall no"t include in such list any chemical substance which
is manufactured or processed only in small
quantities (as defYned by the Administrator by
rule) solely for purposes of scientific experimentation or analysis or chemical research on, or
analysis of, such substance or another substance, including such research or analyais.for
the development of a product.
(2) To the extent consistent with the gurposes
of this chapter, the Administrator may, in lieu
of listing, pursuant to paragraph (1), a chemical
substance individually, list a category of chemical substances in which. such substance is included.
(3) NOMDNOLATURD.(A) IN c~ENERAL.In carrying out paragraph
(1), the Administrator shall—
(i) maintain the use of Clas9 2 nomenclature in use on June 22, 2U16;
(ii) maintain the use of the Boap and Detergent Association Nomenclature System,
published in Maxch 1978 by the Administrator in section 1 of addendum III of the
document entitled "Candidate List of Chemical Substanoes", and further described in
the appendix A of volume I of the 1985 edition of the Toxic Substances Control Act
Substances Inventory (EPA Document No.
EPA-56017-85-002a); and
(iii) treat the individual members of the
categories of chemical substances identifYed
by tho Administrator as statutory mixtures,
as defined fn Inventory descriptions established by the Administrator, as being includeA on the list established under paragraph (1).
(A) MUI.TIPT.E NOMFNCI.ATIIRF: LI9TIN(35.—If a
manufacturer or processor demonstrates 'to
the Administrator that a chem7cal substance
appears multiple times on the list published
under paragraph (1) under different CAS numbers; the Administrator may recognize the
multiple listings as a single chemical substance.
(4) CHEMICAL SUBSTANCES IN COMMERCE.—
(A)RULEB.—
(i)Ix GExERAL.Not later than 1 year after
June 22, 201G, the Admin3dtretLur, by rule,
shall require manufacturers, and may require processors, sub3ect to the limitations
under subsection (a)(5)(A), to notify the Administrator, by not later than 180 days after
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the date on which the final rule is published
in the Federal Register, of each chemical
substance on the list published under paragraph (1) that the manufacturer or processor, as applicable, has manufactured or
processed for a nonexempt commercial purpose during the 10-year period ending on the
day before June 22, 2016.
(ii) ACTIVE SUBBTANOEs.—The Administrat~r shall designate chemical substances
for which notices axe received under•clauae
(1) to be active substances on the list publiahed under paragraph (1).
(ill) INACTIVE BusSTnxeEs.-The Administrator shall designate chemical substances
Yor which no notices are received under
clause (i) to be inactive substances on the
list published under paragraph (1}.
(iv) LIMITATION.—No chemical substance
on the list published ender paragraph (1)
shall be removed from such list by reason of
the implementation of this subparagraph, or
be subject to section 2604(a)Q)(A)(i) of this
title by reason of a change to active status
under paragraph (5)(B).
(B) CONFIDENTIAL CHEMICAL SUBBTANCEB.—Iri
promulgating a rule under' subparagraph (A),
the Administrator xhall—
(i) maintain the list under paragraph (1),
which shall include a confidential portion
and a nonconfidential portion consistent
with this section and section 2613 of this
title;
(ii) require any manufacturer or processor
of a chemical substance on the confidential
portion of the list published under paragraph
(1) that seeks to maintain an existing claim
for protection against disclosure of the apecific chemical identity of the chemical aubstance as confidential pursuant to section
2613 of this title to submit a notice under
subparagraph (A) tY~a.t includes suoh request;
(iii) require the substantiation of those
claims pursuant to section 2613 of this title
and in accordance with the review plan described in subparagraph (C); and
(iv) move any active chemical substance
for which no request was received to maintain an existing claim for protection against
disclosure of the specific chemical identity
of the chemical substance as confidential
from the confidential portion of the list published under paragraph (1) to the nonConfidential portion of that list.
(C) REVIEW PLAN.-NOt later than 1 year
after the date on which the Administrator
compiles the initial list of active substances
pursuant to subparagraph (A), the Administrator shall promulgate a rule that establishes
a plan to review all claims to protect the apecific chemical identities of chemical substancea on the confidential portion oS the list
published under paragraph (1) that are asserted pursuant to subparagraph (B).
(D) REQUIREMFuNTS QF REVTPuW PT,AN,—in eeLabliahing the review plan under subparagra~li
(C), the Administrator shall—
(i) require, at a time specified by the Administrator, all manufacturers or processors
asserting claims under subparagraph (B) to
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substantiate the claim, in accordance with
section 2613 of this title, unless the manufacturer or processor has substantiated the
claim in a submission made to the Administrator during the 5-year period ending on the
last day of the of the time period specified
by the Administrator; and
(ii) in accordance with section 2613 of this
title—
(I) reviaw each substantiation(aa)submitted pursuant to clause (i) to
determine if the claim qualifies for protection from disclosure; and
(bb) submitted previously by a manufac:turer or processor and relied on in
lieu of the substantiation required pursuant to clause (i), if the substantiation
has not been previously reviewed by the
Administrator, to determine if the claim
warrants protection from disclosure;
(II) approve, approve in part and deny in
part, or deny each claim; and
(III) except as provided in Lhis section
and section 2613 of this title, grotect from
disclosure information for which the Administrator approves such a claim for a period of 10 years, unless, prior to the expiratian of the period—
(aa) the person. notifies the Administrator that the person is withdrawing
the claim, in which case the Administrator shall not protect the information
from disclosure; or
(bb) the Administrator otherwise becomes aware that the information does
not qualify for protection from disclosure, in which case the Administrator
shall take the actions described in section 2613(8)(2) of this title.
(E) TIMELINE FOR COMPLETION OF REVIEW$.—
(i) IN aENExnL.-The Administrator shall
implement the review -plan so as to complete
reviews of all claims specified in subpaxagraph (C) not later than 5 years after the
date on whioh the Administrator compiles
the initial list of active substances pursuant
to subparagraph (A).
(31) CONSIDERATIONS.—
(I) IN GENERAL.—The Administrator may
extend the deadline for completion of the
reviews for not more than 2 additional
years, after an adequate public justification, if the Administrator determines that
the extension is necessary Uasad uu Che
number of claims needing review and the
available resources.
(II) ANNUAL REVIEW GOAL AND RESULTS.—
At the beginning of each year, the Administrator shall publish an annual goal for
reviews and the 'number of reviews completed in the prior year.
(5) ACTIVE AND INACTIVE $UBSTANCES.—
(A) IN GF.NFRAI..-The Administrator shall
keep designations of active substances and inaativo eubatanooa on the list published under
paragraph (1) current.
(B) CHANGE TO ACTIVE STATU$.—
(i) Irt C3ENERAL.-Ariy person that intends
to manufacture or process for a nonexempt
commercial purpose a chemical substance
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that is designated as an inactive substance
shall notify the tldministrator before the
date on which the inactive substance is manufactured or processed.
(11) CANFIDENTIAL CHEtvSICAL IDENTITY.—If &
person submitting a notice under clause (i)
for an inactive substance on the confidential
portion of the list published under paragraph
(1) seeks to maintain an existing claim for
protection against disclosure of the specific
chemical identity of the inactive substance.
as confidentfai, the person shall, consistent
with the requirements of section 2613 of this
title—
(I) in the notice submitted under clause
(i), assert the claim; and
(II) by not later than 30 days after providix►g~ the notice under clause (i), substantiate the claim.
(iii) Ac2'Ivx smnmIIs.—On receiving a notification under clause (1), the Administrator
shall—
(I) designate the applicable chemical
substance as an active substance;
(II} pursuant to section 2613 of this title,
promptly review any claim and associated
substantiation submitted pursuant to
clause (ii) for protection against disclosure
of the specific chemical identity of the
chemical substance and approve, approve
in part and deny in part, or deny the.
claim;
(III) except as provided in this section
and section 2613 of this title, protect from
disclosure the specific chemical identity of
Che chemical substance for which the Administrator approves a claim under aubclause (II) for a period of 10 years, unless,
prior to the expiration of the period—
(aa) the person notifies the Administrator that the person is withdrawing
the claim, in which case the Administrator shall not protect the information
from disclosure; or
(bb) the Administrator otherwise becomes aware that the information does
not qualify for protection from disclosure, in which case the Administrator
shall take the actions described Sn section 2613(8)(2) of this title; and
{IV) pursuant to section 2505(b) of this
title, review the priority of the chemical
substance as the Administrator determines
to bo nocessary.
(C) CATEGOFLY STATUS.-Th0 1~9t of - inactive
substances shall not be considered to be a catagory for purposes of section 262b(c) of this
title.
(6) INTERIM LIST OF ACTIVL~' SUB6TANdEFi.—PY'~OT
to the promulgation of the rule required under
paragraph (4)(A), the Administrator shall fleaignate the chemical substances reported under
part 711 of title 40, Code of Feders~l Regulations
(as in effect on June 22, 2016), during the reporLing period that most closely preceded June 22,
3016, ~,~ Lhu interim list of activo substances for
the purposes of section 2605(b) of this title,
(7) PUBLIC INFORMATION.-SllbjOCt t0 th1S 9U1)section and section 2613 of this title, the Administrator shall make available to the public—

Page 1714

(A) each specific chemical identity on the
nonconfYdential portion of the list pubiiahed
under paragraph (1) along with the Administrator's designation of the chemical substance
as an active or inactive substance;
(B) the unique identifier assigned under section 2613 of this title, accession number, generic name,. and, if applicable, premanufacUure
notice case number for each chemical substance on the confidential portion of the list
published under paragraph (1) for which a
claim of confidentiality was received; and
(C) the specific chemical identity of any active substance for which—
(i) aclaim for protection against disclosure of the specific chemical identity of the
active substance was not asserted, as required under this subsection or section 2613
of this title;
(ii) all claims for protection against disclosure of the specific chemical identity of
the active substance have been denied by the
Administrator; or
(iii) the time period for protection against
disclosure of the specific chemical identity
of the active sabstanea has expired.
(8) LIMITATION-.—No person may assert a new
claim under this subsaction or section 2613 of
this title for protection from disclosure of a specific chemical identity of any active or inactive
substance for which a notice is received under
paragraph (4)(A)() or (5)(B)(i) that is not on the
confidential portion of the list published under
paragraph (1).
(9) CERTIFICATION.-UrideP the rules gramulgated under this subsection, manufacturers and
processors, as applicable, shall be required—
(A) to certify that each notice or substantiation the manufacturer or processor submits
complies with the requirements of the rule,
and that any confidentiality claims are true
and correct; and
(B) to retain a record documenting compliance with the rule and supporting confidentiality claims for a period of 5 years beginning
on the last day of the submission period.
(10) MERCURY.—
(A) DEFINPPION OF MERCURY.—Iri thY9 p&r&graph, notwithstanding section 2602(2)(B) of
this title, the term "mercury" meane—
(i) elemental mercury; and
(ii) a mercury compound.
(B) PUBLICATION.-NOt later than April 1,
2017, and every 3 years thereafter, the Administrator shall carry out and publish in the Federal RegSster an inventory of mercury supply,
use, and trade in the United States.
(C) PROCEBs.—In carrying out the inventory
under subparagraph (B), the Administrator
shall—
(i) identify any manufacturing processes
or products that intentionally add mercury;
and
(11) recommend actions, including proposed
recisions of Federal law or regulations, to
achieve further reductions in mercury use.
(D) REPORTINtl.—
(i) IN GENERAL.—To assist in the preparation of the inventory under subparagraph
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{B), any person who manufactures mercury
or mercury-added products or otherwise intentionally uses mercury in a manufacturing process shall make periodic reports Lo
the Administrator, at such time and including such information as the Administrator
shall determine by rule promulgated not
later than 2 years after June 22, 2016.
(1i) COORDINATION.-TO avoid duplication,
the Administrator shall coordinate the reporting under Lhis subparagraph with the
Interata.te Mercury Education and Reduction
Clearinghouse.
(iii) ExEtvrrmiox.-Clause.(i) shall not apply
Uo a person engaged in the generation, handling, or management of mercury-containing
waste, unless that parson manufactures or
recovers mercury In the management of that
waste.
(c) Records
Any person who manufactures, processes, or
distributes in commerce any chemical substance
or mixture shall maintain records of significant
adverse reactions to health or the environment,
as determined by the Administrator by rule, alleged Lo have been caused by the substance or
mixture. Records of such adverse reactions to
the health of employees shall be retained for a
period of 30 years from the date such reactions
were first reported to or known by the person
maintaining such records. Any other record of
such adverse reactions shall be retained fora period of fiva years from the date the information
contained in the record was first sported to or
known by the person maintaining the record,
Records required to be maintained under this
subsection shall include records of consumer allegations of personal injury or harm to health,
reports of occupational disease or injury,- and reports or complaints of injury to the environment submitted to the- manufacturer, processor,
or distributor in commerca from any source.
Upon request of any duly designated representative of the AdminiatraLor, eu,eh person who is required to maintain records under this subsection
shall permit the inspection of such recbrda and
shall submit copies of such records.
(d) Health and safety studies
Tho Administrator shall promulgate rules
under which the Administrator shall require any
person who manufactures, processes, or diatributes in commerce or who proposes to manuTacture, process, nr distribute in commerce any
chemical substance or mixture (or with respect
to paragraph (2), any person who has possession
of a study) to submit to the Administrator(1) lists of health and safety studies (A) eonducted or initiated by or for such person with
respect to such substance or mixture at any
time,(B) known to such person, or (C) reasonably ascertainable by such person, except that
the Administrator may exclude certain types
or categories of studies from the requirements
of this subsection if the Administrator finds
that submission of lists of such studies are unnecossary to aa,rry oiit the purpooes of this
chapter; and
(2) copies of any study contained on a list
submitted pursuant to paragraph (1) or otherwise known by such person.
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(e) Notice to Administrator of substantial risks
Any person who manufactures, processes, or
distributes in commerce a chemical substance or
mixture and who obtains information which reasonably supports the conclusion that such substance or mixture presents a substantial risk of
injury to health or the environment shall immediately inform the Administrator of such information unless such person has actual knowledge
that the Administrator has been adequately informed of such information.
(t)"Manufacture"and "process" defined
For purposes of this section, the terms "manufacture" and "process" mean manufacture or
process for commercial purposes.
(Pnb. L. 94-A69, title I, §8, Oot. 11, 1976, 90 Stat.
2027; renumbered title I,.Pub. L. 99-519, §3(0)(1),
Oct. 22, 1986, 100 Stat. 2989; amended Pub. L.
114-182, tiitile I, §§8, 19(g), June 22, 2018,'130 Stiat.
470, 507.)
AMENDMENTS
2016-Subaec. (a)(2). Pub. L. 114-182,. ¢8(a)(1)(A), struck
oixt concluding provisions which read as follows: "To
the extent Peasible, the Administrator shall not require
under paragraph (1), anu reporting which is unnecessary or duplicative."
8ubaec,(a)(2)(E). Pub. L. 114-182, §19(g)(1), substituted
"information" for "data".
Subsea (a)(3)(A)(ii)(I). Pub. L. 11 182, 519(8)(2), substituted ", an order in effect under section 2803 or
2609(e) of this title, or a consent agreement undei• section 2603 of this `title" for 'br an order in effect under
section 2604(e) of this title".
Subsec. (a)(3)(C). Pub. L. 114-182, §8(a)(1)B), added
aubpw,r.(C).
Subsec. (a)(4) to (6). Pub. L. 119-182, §8(a)(1)(C), added
pars.(4) to (6).
Subeoa. (b)(3) to (J). Pub. L. 119-182, §8(a)(2), added
pars.(3) to (9).
8ubsec. (b)(10). Pub. L. 114-18Z; §Sfb), added par. (10).
EFFL~'CTCVE DATE
Section effective Jan. 1, 1977, see section Sl of Pub, L.
94-489, seL out as a note under section 2601. of this title.
PiSBESTOS INFOfLMATION
Pub. L. 100-577, Oct. 31, 1988, 102 Stat. 2901, provided
that:
"SECTION 1, SHORT TITLE.
"This Act may be cited as the 'Asbestos Information
Act of 1988'.
"BEC. 2. BUBMI$SION OF INFORMATION BY MANUFACTURERB.
"Within 90 days after the date of the enactment of
this Act [Oct. 31, 1988], any person who manufactured or
processed, before the date of the enactment of this Act,.
asbestos or asbestos-containing material the.t was prepared for sale for use as surfacing material, thermal
system insulation, or miscellaneous material in buildinga (or whose corporate predecessor manufactured or
processed such asbestos or material) shall submit to
file Adinlnistrator of the Environmental Protection
Agency tha years of manufacture, the types or classes
of product, and, to the extent available, other identifying characteristics reasonably necessary to identify or
distinguish the asbestos or asbestos-containing material. Such person also may submit to the Administrator
nrntnnnln fnr A~mplee of asbestos and asbestos-contn,in
ing material. ,
"SEC. 3. PUBLICATION OF INFORMATION.
"WiUhiu 30 days after Ghe date of Lhe enacl,rnnnL of
this Act [Oct. 31, 1988], Lhe Administrator shall publish
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§2816. Specific enforcement and seizure
(a) Specific enforcement
(1) The district courts of the United SLat;es
shall have jurisdiction over civil actions to—
(A) restrain any violation of section 2614 or
2sss of this title,
(B) restrain any person from taking any action prohibited by section. 2604 of this title,
2605 of this title, or subchapter IV, or by a rule
or order under section 2604 of this title, 2605 of
this title, or subchapter IV,
(C)compel the taking of any action required
by or under this chapter, or
(D) direct any manufacturer or prooesaor of
a chemical substance, mixture., or product subject to subchapter IV manufactured or proCesaed in violation of section 2604 of this title,
2605 of this tit]e, or subchapter IV, or a rule or
order under section 2604 of this title, 2605 of
this title, or subchapter IV, and distributed in
commerce, (i) to give notice of such faot Lo
distributors in commerce of such substance,
mixture, or product and, to the extent reasonably ascertainable, Lo other persons in possession of such substance, mixture, or product or
exposed to such substance, mixture, or product,(ii) to give public notice of such risk of injury, and (iii) to either replace or repurohase
such substance, mixture, or product, whichever the person to which the requirement is
directed elects.
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102-550, title X, §1021(b)(6), (7), Oct. 28, 1992, 106
Stat. 3923.)
AMENDMENTS
199~Bubseo.(a.). Pub. L. 102-560, ¢1021(b)(6), which directed that subsec. (a) be amended "to read as follows"
and then set out the subaec.(a) designation and heading, followed b,Y the par. (]) dealgnation and text, without any restatement of par. (2), was executed as a general amendment of par.(1} only, to reflect the probable
intent of Congress. Prior to amendment, par.(1) read ae
follows: "The district courts of the United States shall
have jurisdiction over civil actions to—
"(A) restrain any violation of section 2614 of this
title,
"
(B) restrain any person from taking any action
prohibited by section 2604 or 2606 of this title or by a
Tule or order under section 2604 or 2605 of this Gibe,
"{C) compel the taping of any' action required by or
under this chapter, or
"
(D) direct any manufacturer or processor of a
chemical substance or mixture manufactured or grocessed in violation of section 2604 or 2605 of this title
or a rule or order under section 2604 or 2605 of this
title and distributed in commerce, (i) to give notice
of such fact to dlatrihutore fn commerce of such substance or mixture and, to the extant reasonably ascertainable, do other persona in possession of such
substance ar mixture or exposed to such suUstance or
mixture, (ii) to give public notice of such risk of in]ury, and (iii) to either replace or repurchase such
subatanco or mixture, whichever the Dereon to which
therequirement is directed elects."
Subsec. (b). Pub. L. 10~b50, §1021(b)(7), in first sentenoe substituted "substance, mixture, or product subject to subchapter IV" for "substance or mixture" and
inserted "product," before "or article" in Uwo places.
EFFECTIVE DATE.
Section effective Jan. 1, 1977, see section 31 of Pub. L.
94-469, set out as a note under section 2601 of this title.

(2) A civil action described in paragraph (1)
may be brought—
(A)in the case of a civil action described in
subparagraph (A) of such paragraph, in the
United States district court for tho judicial
district wherein any act, omission, or trans- §2817. Preemption
action constituting a violation of section-2614
of this title occurred or wherein the defendant (a)In general
is found or transacts business, or
(1)Establishment or enforcement
(B) in the case of any other civil action deExcept as otherwise provided in subsections
scribed in such paragraph, in the United
(c), (d), (e), (f), and (g), and subject to paraStates district court for the ~udiclal district
graph (2), no State or political subdivision of
wherein the defendant is found or transacts
a State may establish or continue to enforce
business.
any of the following:
In any such civil action process may be served
(A)Development oP information
on a defendant in any ju3feial district in which
A statute or administrative action to rea defendant resides or may be found. Subpoenas
quire the development of information about
requiring attendance of witnesses in any such
a chemical substance or category of chemiaction may be served in any judicial district.
cal substances that is reasonably likely to
(b) Seizure
produce the same information required
Any chemical substance, mixture, or product
under section 2603, 2604,. or 2605 of this title
subject to subchapter IV which was manufacin—
tured, processed, or distributed in commerce in
(i) arule promulgated by the Adminisviolation of this chapter or any rule promultrator;
gated or order issued under th9s chapter or any
(1i) a consent agreement entered into by
article containing such a substance or mixture
the Administrator; or
shall be liable to be proceeded against, by proc(iii) an order issued by the Adininisess of libel, for the seizuro and condemnation of
trator.
such substance, mixture, product, or article, in
(S) Chemical substances found not to present
any district court of the United States within
an unreasonable risk or restricted
the jurisdiction of which such substance, mixA statute,. criminal penalty, or administure, product, or article is found. Such proceedCi'aLiva action Lo prohiUit or obherwise reings shall conform as nearly as possible to proatrict the manufacture, prooesaing, or disceedfngs in rem in admiralty.
tribution in commerce or use of a chemical
(Pub. L. 9 469, Citle I, § 17, Oct. 11, 1976, 90 Stat.
substance—
2037; renumbered title I, Pub. L. 99-519, §3(c)(1),
(i) for which the determination described
Oct. 22, 1986, 100 Stat. 2989; amended Pub. L.
in section 2605(1)(1) of this title is made,
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consistent with the soope of the risk evalagreement under section 2603, 2604, or 265 of
uation under section 2605(b)(9)(D)1 of this
this title;
title; or
(2) with respect to subsection (b), the haz(ii) for which a final rule is promulgated
ards, exposures, risks, and uses or conditions
under seoLion 260b(a) of this title, after the
of use of such chemical substances included in
effective date of the rule issued under secthe scope of the risk evaluation pursuant to
tion 2605(a) of this title for the chemical
section 2605(b)(4)(D) of this title;
aubetance, consistent with the. scope of the
(3) with respect to subsection (a)(1)(B), Lhe
risk evaluation under section 2605(b)(4)(D)i
hazards, exposures, risks, and uses or condiof this title.
tions of use of such chemical substances included in any final acl;ion the Administrator
(C) Significant new use
takes pursuant to section 2605(x) or 260b(i)(1) of
A statute or administrative action requirtriis title: or
ing the notification of a use of a chemical
(4) with respect to subsection (a)(1)(C), the
substance that the Administrator bas spaciuses of such chemical substances that the Adfied as a significant new use and for which
ministrator has specified as significant new
the Administrator has required notification
uses and for which the Administrator has repursuant Lo a rule promulgated under secquired notifYcation pursuant to a rule promultion 2604 of. this title.
gated under section 2604 of this title.
(2)Effective date of preemption
Under this subsection, Federal preemption (d)Exceptions
of statutes and administrative actiions applica(1) No preemption of statutes and adminietrable to specific chemical substances shall not
tive actions
occur until the effective date of the applicable
action described in paragraph (1)taken by the
(
A)
In general
Administrator.
Nothing in this chapter., nor any amend(b) New statutes, criminal penalties, or adminisment made by the Frank R. Lautenberg
trative actions creating prohibitions or other
Chemical Safety for the 21st Century Act,
restrictions
nor any rule, standard of performance, risk
(1)In general
evaluation, or scientific assessment impleExcept as provided in aubseations (c),(d},(e),
mented pursuant to this chapter, shall affect
(f), and (g), beginning on the date on which the
the right of a State or a political subdivision
Administrator defines the scope of a risk e~alof a State to adopt or enforce any rule,
uation for a chemical substance under section
standard of performance, risk evaluation,
2605(b)(4)(D) of this title and ending on the
scientific assessment, or -any other protecdate on which tike deadline established pursution for pnblio health or tho environment
ant to section 2605(b)(4)(G) of this title for
that—
completion of the risk evaluation expires, or
(i) is adopted or authorized under the auon the date on which the Administrator pubthority of any other Federal law or adoptlishes the risk. evaluation ender section
ed to satisfy or obtain a.uthoriza,tion or ap2605(b}(4)(C) of this title, whichever is earlier,
proval under any other Federal law;
no State or political subdivision of a State
(ii) implements a reporting, monitoring,
may establish a statute, criminal penalty, or
or other information obligation for the
administrative action prohibiting or otherwise
chemical substance not otherwise required
restricting the manufacture, processing, disby the Administrator under this chapter or
tribution in commerce, or use of such chemirequirad under any other Federal law;
cal substance that is ahigh-priority substance
(iii) is .adopted pursuant to authority
designated under section 2605(b)(1)(B)(i) of this
under a law of the State or political aubtitle.
division of the State related to water quality, air quality, or waste treatment or dis(2)Effect of subsection
posal, except to the extent that the acThis subsection does not restrict the authortion—
ity of a State or political subdivision of a
(I) imposes a restriction on the manuState to continue to enforce any statute enfacture, processing, distribution in comacted, criminal penalty assessed, or adminismarce, or use of a chemical substance;
trative action taken, prior to the date on
and
which the Administrator defines and publishes
(II)(aa) addresses the same hazards and
Lhe scope of a risk evaluation under section
exposures, with respect to the same con2605(b)(4)(D) of this title.
ditions of use as are included in the
(c) $cope of preemption
scope of the risk evaluation published
Federal preemption under subsections (a) and
pursuant to section 2605(b)(4)(D) of this
(b) of statutes, criminal penalties, and administitle, but is inconsistent with tha action
trative actions applicable to specific chemical
of tihe Administrator; or
substances shall apply only to—
(bb) would cause a violation of the ap(1) with respect to subsection (a)(1)(A), the
plicable action by the Administrator
chemical substances or category of chemical
under section 2604 or 2605 of this title; or
substances subject to a rule, cider, or consent
(iv} subject to subparagraph (B), is identical to a requirement proscribed by the
1See Referencestn Text note below.
Administrator.
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(B)Identical requirements
(e) Preservation of certain laws
(i) In general
(1) In general
The penalties and other sanctions appliNothing in this chapter, subject to aubcable under a law of a State or political
section (g) of this section, shall—
subdivision of a State in the event of non(A) be construed to preempt or otherwise
compliance with the identical requirement
affect the authority of a State or political
shall be no more stxingent than the pensubdivision of a State to continue to enforce
alties and other sanctions available to the
any action taken or requirement imposed or
Administrator under section 2615 of this
requirement enacted relating to a specific
title.
chemical substance bofore April 22, 2016,
under the authority of a law of the Si;ate or
(ii) Penalties
political subdivision of the State that proIn the case of an identical requiremen~hibits or otherwise restricts manufacturing;
(I) aState or political subdivision of a
processing, distribution in commerce, use, or
State may not assess a penalty for a spedisposal of a chemical substance; or
cific violation for which tho Adminis(B) be construed to preempt or otherwise
trator has assessed an adequate penalty
affeot any action taken pursuant to a State
under section-2615 of this title; and
law that was in effect on August 31, 20D3.
(R) if a .State or political subdivision
(2) Effect of aubaectioa
of a State has assessed a penalty for a
specific violation, the Administrator
This subsection does not affect, modify, or
may not .assess a penalty for that violaalter the relationship between Federal law and
tion in an amount that would cause the
laws of a State or political aubdinision of a
total of the penalties assessed fox the
State pursuant to any other Federal law.
violation by tihe State or political sub- (fl Waivers
dvision of a State and bhe Adminis(1) Discretionary exemptions
trator combined to exceed the maximum
Upon application of a State or political subamount that may be assessed for that
division of a State, the Administrator may, by
violation by the Administrator under
rule, exempt. from subsaetion (a), under such
section 261b of this title.
conditions as may be prescribed in the rule, a
(2) Applicability to certain rules or orders
statixte, criminal penalty, or administrative
EA)Prior rules and ordara
aotion of that State or pblitieal subdivision of
Nothing in this section shall be construed
the State that relates to the effects of expoas modifying the preemptive effect. under
sure to a chemical substance under the: condithis section,. ae in effect. on bhe clay liefure
tions of use if the AdininistraLor detiermines
the effective dale of the Frank R.. Lautenthat—
berg Chemical .Safety for the 21st Century
(A) compelling conditions warrant grantAct, of any rule or 'order promulgated or ising the waiver to grotect health or the envisued under this chapter prior to that effecronment;
tive date:
(B~) compliance with the proposed requrement of the State or political subdivision of
(B) Certain chemical substances and mix•
the Stai>e would not unduly burden intertures
state commerce in the manufacture, processWith respect to a chemical substance or
ing, distribution in commerce, or use of a
mixture for which any rule or order was prochemical substance;
mulgated or issued under section 2605 of thi•
(C) compliance with the proposed requfretitle prior to the effective data of the Frank
ment of the State or political subdivision of
R. Lautenberg Chemical. Safety for the 21st
the State would not cause a violation of any
Century Act with respect to manufacturing,
applicable Federal law, rule, or order; and
processing:, distribution in commerce, use, ar
tD) in the judgment of the Administrator,
disposal of the chemical substance or mixthe proposed requirement of the State or peture, nothing in this section shall be conlitical subdivision of the State is designed to
atrued as modifying the preemptive effect of
address a risk of a chemical substance,
this seotibn as in offecb prior to the enact.under the conditions of use, that was identiment of the Prank R, Lautenberg Chemical
fied—
Safety for the 21st Century Act of any rule
(i) consistent with the best available
or order that is promulgated or issued with
science;
respect to such chemical aubsLance or mix(ii) using supporting studies conducted
ture under section 2605 of this title after
in accordance with sound and ob~ective
that effective date, unless the latter rule or
scientific practices; and
order is with respect to a chemical sub(iii) based on the weight of the scientific
stance or mixture containing a. chemical
evidence.
substance and follows a designation of that
(2) Required exemptions
chemical substiance as ahigh-priority substance under section 2805(b)(1)(B)(i) of this
Upon application of a Slate or political auk~title, thn Sd~t~tifiontion of that chemical
division of a 6tate, the Administrator shall
substance under section 2605(b)(2)(A) of this
exempt from subsection (b) a statute or adtitle, or the selection of that chemical subministrative action of a State or political sixbstance for risk evaluation under section
division of a State that relates to the effects
2605(b)(4)(E)(iv)(II) of this title.
of exposure to a chemical substance under the

ADD25

Case: 17-72260, 08/06/2018, ID: 10967460, DktEntry: 67, Page 109 of 125

Page 1733

TITLE 15—COMMERCE AND TRADE

$2817

conditions of use if the Administrator deterfect until such time as the Administrator pubmines thaG—
lishes the risk evaluation undor section 2605(b)
(A)(i) compliance with the proposed reof this title.
quirement of the State or political subdivi-.
(8) Judicial review of waivers
lion of the State would not unduly burden
Not lamer than 60 days after Uhe date on
interstate commerce in the manufacture,
which the Administrator makes a determinaprocessing, dietribubion in commerce, or use
tion on an application of a State or political
of a chemical substance;
(11) compliance with the proposed requiresubdivision of a State under paragraph (1) or
ment of the State or political subdivisior< of
(2), any person may file a petition for judicial
the State would not cause a violation of any
revSew in the United States Court of Appeals
applicable Federal law; rule, or order; and
for the District of Columbia Circuit, which
(iii) the State or political subdivision of
shall have exclusive jurisdiction over the dethe -State rise a concern about the chemical
termination.
substance or use of the chemical substance
(9) Approval
based in peer-reviewed science; or
(A) Automatic approval
(B) no later than the date that is 18
months after the date on which the AdminisIf the Administrator fade to meet the
trator has initiated the prioritization procdeadline established under paragraph (3)(B),
ess for a chemical substance under the rule
the application of a State or political snbpromulgated
pursuant
to
section
division of a State under paragraph (2) shall
2605{b)(1)(A) of this title, or the date on
be automatically approved, effective on the
which the Administrator publishes the scope
date that is 10 days after the deadline.
of the risk evaluation for a chemical sub(B)Requirements
stance under section 2605(b)(4)(D)'of this
Notwithstanding paragraph (6), approval of
title, whichever is sooner, the State or polita waiver application under subparagraph.(A)
ical subdivision of the State has enacted a
for failure to meet the deadline under parastatute or proposed or finalized an adminisgraph (3)(B) shall not be considered final
trative action intended tp prohibit or otheragency action or be subject to judicial sewiae restrict the manufacture, processing,
view or public notioe and comment.
distribution Sn commerce, or use of the
chemical substance.
(g)Savings
(3)Determination of a waiver request
(1) No preemption of common law or statutory
The duty of the Administrator to grant or
causes of action for civil relief or criminal
deny a waiver application shall be nandeleconduct
gable and shall be exorcised-(A)In general
(A) not later than 180 days after the date
Nothing in this chapter, nor anj* amendon which an applioation under paragraph (1)
ment made by t;he Frank R. Lautenberg
is submitted; and
Chemical Safety for the 21st Century Act,
(B) not later than 110 days after the date
nor any standard, rule, requirement, standon which an application under paragraph (2)
and of performance, risk evaluation, or sciis submitted.
entific assessment implemented pursuant to
(4)Failure to make a determination
this chapter, shall be construed to preempt,
If the Administrator fails to make a deterdisplace, or supplant -any State or Federal
mination under paragraph (3)(B) during the
common law rights or any State or Federal
110-day period beginning on Lhe date on which
statute creating a remedy for civil relief, fnan application. under paragraph (2) is submiteluding those for civil damage, or a penalty
ted, the statute- or administrative action of
for a criminal conduct.
the State or political subdivision of the State
(B) Cleriffcution of no preemption
that was the subjeot of the application shall
not be considered to be an existing statute or
Notwithstanding any other provision of
administrative action for purposes of subthis chapter, nothing in this chapter, nor
section (b) by reason of the failure of the Adany amendments made b5~ the Frank R. Lauministrator to make a determination.
tenberg Chemical Safety for the 21st Cen(6)Notice and comment
tury Act, sha1.1 preempt or preclude any
cause of action for personal injury, wrongful
Except in tihe case of an application apdeath, property damage, or other injury
proved under paragraph (9), the application of
based on negligence, strict liability, proda State or political subdivision of a, State
ncLs liability, failure to warn, or any other
under this subsection shall be sub3ect to publegal bheo'ry of liability under any Btate law,
lic notice and comment.
maritime law, or Federal common law or
(6)Final agency action
statutory theory.
The decision of the Administrator on the ap(2) No effect on private remedies
plication of a State or political subdivision of
a State shall be—
(A)In general
(A} considered to be a final agency action;
Nothing in this chapter, nor any amendand
ments mafle by the F'rauk 1~.. Lautenberg
(B)sub3ect to judicial review.
Chemical Safety for the 21st Century Act,
(7y Duration oP waivers
nor any rules, regulations, requirements,
A waiver granted under paragraph (2) or aprisk evaluations, scientific assessments, or
proved under Baragraph (9) shall remain in eforders issued pursuant to this chapter shall

ADD26

Case: 17-72260, 08/06/2018, ID: 10967460, DktEntry: 67, Page 110 of 125

§-2618

TITLE 1~-COMMERCE AND TRADE

Page 1734

be interpreted as, in either the plaintiff's or shall have exclusive jurisdiction of any action to
defendant's favor, dispositive in any civil ac- obtain ~udicia] review (other than in an enforcetion,
ment proceeding) of an order issued under this
(B)Authority of courts
subchapter, other than an order under section
This chapter does not affect the authority 2603, 2604(e), 2604(f~, or 2605(1)(1) of this title, if
of any court to make a determin$tion in an any district court of the United States would
adjudicatory 'proceeding under applicable have had jurisdiction of such action but for this
State or Federal law with respect to the ad- subparagraph.
(C)(i) Not later than 60 days after the publicamission into evidence or any other use of
of
designation
a
under
section
this chapter or rules, regulations, require- tion
ments, standards of performance, risk eval- 2605(b)(1)(B)(ii) of this title, any person may
uations, scientific assessments, or orders is- commence a civil action to challenge the designation.
sued pur;3uant to this chapter.
(ii) The United States Court of Appeals for the
(Pub. L. 94-469, title I, §18, Oct. 11, 1976, 90 Stat. District of Columbia
2038; renumbered title I, Pub. L. 99-519, §3(c)(1), sive jurisdiction over Circuit shall have exclua oivil action filod undor
Oct. 22, 1986, 100 StaL. 2989; amended Pub. L. this subparagraph.
11 182, title I, §13, June 22, 2016, 130 Stat. 482.)
(2) Copies of any petition fYled under paragraph (1)(A) shall be transmitted forthwith to
REFERENC&B IN TEXT
8ectioxx 2605(b)(4)<D) of tihis title, referred bo iu aub- the Administrator and to the Attorney General
sea (a)(1)(B)(i), (ii), was in the original "section by Lhe clerk of the court with which such peti(6)(b)(4)(D}'~, and was translated as meaning section tion was filad. The provisions of section 2112 of
6(b)(4)(D) of title I of Pub. L: 94-469 to reflect the prob- title 28 shall apply to the filing of the record of
able intent of Congress.
proceedings on which the Administrator based
'
X'he Frank R. Lautenberg Chemical Safety for Lhe
21st Century Act, referred to in euUseca. (d)(1)(A), (2) the rule or ordor baing reviewed under this aecand (g)(1), (2)(A), is Pub. L. 114-182, Sune 22, 2016, 130 tion and to the transfer of proceedings between
6tat. 492. The effective date of the Frank R. Lauten- United States courts of appeals.
berg Chemical Safety for the 21st Century Act probably (b) Additional eabmiesions and presentations;
means the date of the enactment of the Act, which was
modifioationa
approved June 22, 2016. For complete classification of
If Sn an action under this section to review a
this Act to the Code, see Short Title of 2016 Amendment note set out under section 2601 of this title and rule, or an order ender section 2603, 2604(e),
2604(f), or 2606(1)(1) of this title, the petitioner or
Tables.
the Administrator applies to the court for leave
AMENDbIENTB
to make additional oral submissions or written
2016-8ubaec.(a). Pub. L. 114-162, §13(1), amended aub- presentations respecting such rule
or order and
aea. (a) generally. Prior to amendment, subset. (a) re- shows
to the satisfaction of the court that such
lated to effect of chapter on State law.
Subset. (b). Pub. L. 114-182,. gi3(a~, amended subset. submissions and presentations would be mate(b) generally. Prior to amendment, subset. (b) related riai and that there were reasonable grounds for
to exemption from required testing of chemical eub- the submissions and failure to make such substancea or mixtures.
missions and presentations in the proceeding be6ubaecs. (c) to (g). Pub. L. 114-182, §13(3), added aub- fore the Administrator,
tSe court may order the.
secs.(c) to (g).
Administrator to Brovide additional opportunity
EFFECTIVE DATE
to make such anbmisaions and presentations.
Section efCective Jan. 1, 1977, see section 31 of Pub. L. The Administrator may modify or set aside the
94-469, set out as a note under section 2601 of this title. rule or order being reviewed or make a-new rule
or order by reason of the additional submissions
§'2618. Judicial review
and presentations and shall file such modified or
(a)In genera!
new rule or order with the return of such sub(1)(A) Except as otherwise provided in this missions and presantiationa. The court shall
subchapter, not later than 60 days after the date thereafter review such new or modifYed rule or
an which a rule is promulgated under this sub- order.
chapter, subchapter II, or subchapter N, or the (c)6tandard of review
date on which an order is issued under section
(1)(A} Upon the filing of a petition under sub2603, 2604(e), 2G04(f7, or 2805(1)(1) of this title„1 section (a)(1) for judicial review of a rule or
any person may file a petition for judicial re- order, the court shall have jurisdiction (i) to
view of such rule or order with the United grant appropriate relief, including interim
reStates Court of Appeals for the District of Co- lief, as provided in chapter 7
of title 5, and (ii)
lumbia Circuit or for the circuit in which such except as otherwise provided
in subparagraph
person resides or in which auah person's prin- (B), to review such rule
or order in accordance
cipal plane of business is located. Courts of ap- with chapter 7 of title 5.
peals of the United States shall have exclusive
(B) Section 706 of title 5 shall apply to review
jurisdiction of any action to obtain judicial re- of a rule or order under this
section, except
view (other than in an enforcement proceeding) thatof such a rule or order if any district court of
(i) in the. case of review ofthe United States would have had jurisdiction of
(I) arule under section 2603(a), 2604(b)(4),
auoh notion but for thin subparagraph.
2G06(a) (lucluding~ review of bhe associated
(B) Except as otherwise provided in this aubdetermination under section 2605(b)(4)(A)),
chapter, courts of appeals of the United States
or 2605(e) of this title, the standard for review prescribed Uy paragraph (2~(E) of such
~So in original.
section 706 sha71 not apply and the court
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shall hold unlawftiil and set aside such rule if "such rule or order" for "such rule", "the rule or
the court fYnds that the rule is not supported order" for "Lhe rule", "new role or order•" for "new
by substantial evidence in the rulemaking rule" in two places, and "modified rule or order" for
"modified rule",
rocard taken as a whole; and
Subset. (c)(1)(A). Pub, L. 119-182, § 19(m)(3)(A)(i), aub(II) a,n order under section 2603, 2604(e),
atituted "a rule or order" for "a rule" and "such rule
2604(f), or 2605(1)(1) of this title, the standard or order" for "such
rule".
for review prescribed by paragraph (2)(E) of
Subset. (c)(1)(B). Pub. L. 11 182, §19(m)(3)(A)(ii)(I),
such seci;ion 706 shall not apply and Lhe substituted "a rule or order" for "a rule" in introduccourt shall hold unlawful and set aside such tory provisions.
Pub. L. 119-182, §19(m}(3)(A)(11)(III), struck out conorder if the court finds that the order is not
supported by substantial evidence in the cluding provisions which read as follows: "The term
'evidence' as used in clause (1) means any matter in the
retard taken as a whole; and
rulemaking record."
(ii) the court may not review tihe contents
Subsea.
(c)(1)(B)(i).
Pub'.
L.
114-182,
and adequacy of any statement of basis n~nd §19(m)(3)(A)( i)(II), amended cl. (i) generally. Prior to
purpose required by section 553(c) of title 5 to amendment, cl. (i) read as foilowa: "in the case of rebe incorporated in the role or order, except as view of a rule under section 2603(a), 2609(b)(4), 2605(a), or
2606(e) of this title, the standard for review prescribed
past of the record, taken as a whole.
by paragraph (2)(E) of suoh section 706 shall not apply
(2) The judgment of the court affirming or set- and the court shall hold unlawful and set aside such
ting aside, in whole or in part,.any rule or order rule if the court finds that the rule is not supported by
reviewed in accordance with this section shall substantial evidence in the rulemaking record (as debe final, subject to review by the Supreme Court fined in subsection (a)(3)) taken as a whole;".
Subset. (c)(1)(B)(ii), (lit).
Pub.
L.
114-182,
of the United States upon certiorari or certifi- §19(m)(3)(A)(ii)(III),
added cl. (ii) and struok out former
cation, as provided in section 1254 of title 28.
cls. (ii) and (iii) which related to review of rules under
section 26D5(a7 of this title and statements not subject
(d)Fees and costs
to court review, respectively.
The decision of the court in an action comSubeec. (c)(1)(C). Pub. L. ll9-182, §19(m)(3)(A)(fii),
menced under subsection.(a), or of the Supreme struck out subpar..(C) which read as follows: "A deterCourt of the United States on review of such a mination, rule, or ruling of the Administrator dedecision, may include an award of costs of suit ecribed in subparagraph (H)(ii) may be reviewed only in
and reasonable fees for attorneys and expert an action under this secCion and only in accordance
witnesses if the court determines that such an with such subparagraph."
Subset. (c)(2). Pub. L. 114-182, §19(m)(3)(B), subaward is appropriate.
stituted ''s,ny rule or order" for "any rule".
(e) Other remedies
1992-8ubsec. (a)(1)(A). Pub. L. 10~b60, §1021(b)(8)(A),
The remedies as provided in this section shall substituted "subchapter II or IV" for "subchapter II".
Subsea (a)(3)(B). Pub. L. 102-b60, §1021(b)(8)(B), inbe fn addition to and not in lieu of any other serted
before semicolon at end "and in the case of a
romodies provided. by law.
rule under subchapter 1V, Lhe finding required for the
(Pub. L. 94-46~J, titlo I, § 19, Oot. 11, 1376, 90 Stat. issuance of such a rule''.
1986-8ubsec. (a)(1)CA). Pub. L. 99-619 inserted ref2039; renumbered title T and amended Pub. L.
99-519, §3(b)(2), (c)(1), Oct. 22, 1986, 1~ Stat. 2989; erence to subchQpter II of this chapter.
Pub. L. 10 550, title X, § 1021(b)(8), OcL. 28, 1992,
ErrncTiv~ DaT~
106 Stat. 3923; Pub. L. 114-182, title I, ~§ 14, 19(m),
Section effective Jan. 1, 1977, see section 31 of Pub. L.
June 22, 2016, 130 Stat. 498, 508.)
94-469, set out as a ttote under section 2601 of this title.
AMENDMENTS
§2619. Citizens' civil aotiona
2016-Subset. (a)(1)(A). Pub. L. 114-182, §19(m)(1)(A),
(
a)In general
substituted "Except as otherwise provided in this aubchapter, not later than 60 days after the date on which
Except as provided in subsection (b), any pera rule is promulgated under this subchapter, subson may commence a civil actionchapter II, or subchapter IV, or the date on which. an
(1) against any perrzon (including (A) the
order is isxued under .section 2603, 2604(e), 26040, or
United States, and (B) any other govern260b(1)(1) of thla title," for "Not later than 60 days after
mental instrumentality or agency to the exthe date of the promulgation of a rule under section
tent permitted by the eleventh amendment to
2603(a), 2604(a)(2), 2604(b)(4), 260b(a), 2605(e), or 2607 of
the
Constitution) who is alleged to be in violathis title, or under ruhrhA.pt,~r II or N","such rule or
tion of this chapter or any rule promulgated
order" for "such rule", end "such a rule or order" for
"such a rule".
under section 2603, 2604, or 2605 of 1:his Lille, or
9ubesec. (a)(1xB). Pub. L. 119-182, §19(m)(1)(B), subsubchapter II or IV, or order issued under secstituted "Except as otherwise provided in this subtion 2603 or 2604 of this title or subchapter II
chapter, conrta" for "Courts" and "this subchapter,
or IV to restrain such violation, or
other than an order under section 2 03, 2604(e), 2604(f~,
(Z) against the Administrator to compel the
or 260b(i)(1) of this title," Por "subparagraph (A) ar (B)
Administrator to perform any act or duty
of section 2606(b)(1) of this title".
under
this chapter which is not discretionary.
Subsea (a)(1)(C). Pub. L. 114-182, §14(1), added subpar.
(C).
Any civil

subset. ca>~2~. Yud. z. 114-iaz, gis~m~~1~~c>, sud-

action under paragraph (1) shall be

brought in

the United States district court for
stituted "record" for "rutymaking record" anft "based
the district in which the alleged violation octhe rule or order" for "based the rule".
curred or in whioh the defendant resides or in
9uLesau. (u)(3). Puk. L. 114-102, §14(2), struck ~uL pur.
which the defendant's principal place of business
(3) which defined "rulemaking record".
is located. Any action brought under paragraph
Suhsac.(b). Pub. L. 114182, ~19(m)(2), substituted "reviow acult, or an order under section 2603, 2604(e), (2) shall be brought in the United states District
26040, or 2605(1)(1) of this tale," for "review a rule", Court for the District of Columbia,
or the
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§ 214, Previous laws unaffected
Nothing in this chapter sh~.11 be construed r~s
modifying or revoking any of the provisions of
sections 191 to 1931 of this title.
(Mar. 3, 1915, ch. 74, §13, 38 Stat. 822.)
REFERENCES 7N TEXT
Sections 191 to 193 of this title, referred to in text,
were repealed by Pub. L. 91-513, title III, §1101(x)(1),
Oct. 27, 1970,84 Stat. 1291. -See section 801 et seq. of this
title.
§ 216."Consul" defined
The word "consul" as used in this chapter
shall mean the consular officer in charge of the
district concerned.
(Mar. 3, 1915, ch. 74, §12, 38 Stat. 822.)
CHAPTER 8-NARCOTIC FARMS
§§221 to 237. Repealed. July 1, 1944, eh. 573, title
XIII, § 1313, 66 Stat. 714

2726, 63 Stat. 1924, 1426, provided ponaltiea for introduction of narcotic drugs Into a narcotic farm.
Section 23b, act Jan. 19, 1929, ch. 82, §lb, 46 Stat. 1069,
provided penalties for escape of inmates.
Section 236, act Jan. 19, 1929, ch. 82, §16, 45 8tat. 1089,
provided penalties for procuring of escape by inmates.
Section 237, set Jan. 19, 1929, ch. 82, §17, 95 Stat. 1089.
provided for deportation of alien inmates who are entltled to a disvharge from narcotic farms.
RENUMHTRING OF REPEALING ACT
Title XIII, §1313, formerly title VI, §611, of act; July
1, 1944, which repealed these sections, was renumbered
title VII, §711, by act Aug. 13, 1946, ch. 958, §5, 60 8tat.
1049; §713, by sct Feb. 28, 1998, ch. 83, §9(b), 62 Stat. 47;
title VIII, §813, by act July 90, 1956, ch. 779, Q3(b), 70
Stat. 721; title IX, §913, by Pub. L. 88-681, §4(b), $ept.
4, 1964, 78 Btat, 919; title X, §1013, by Pub. L: 89-239,
§3(b), Oct. 6, 1965, 79 Stat. 931; title XI, §1113, by Pub.
L. 91-572, §B(b), Dec. 24, 1970, 84 Stat. 1506; title XII,
§1213, by Pub. L. 92-29A, §3(b), May 16, 1972, 86 Stat. 137:
title XIII, §:1313, by Pub. L. 9~1b4, §2(b)(2j, Nov. 16; 1973,
87 Stat. 604, and was repealed by Pub. L. 93-222, §7(b),
Dec. 29, 1~J73, 87 Stat. 936.

CHAPTER 9-FEDER.AI. FOOD, DRUG, AND
Section 221, acG Jan. 19, 1929, ch. 82, g 1, 45 Scat. 1085,
defined "habit-forming narcotic drug", "narcotic", and
COSMETIC ACT
"addict". See section 201 of Title 42, The Public Aeaith
SUBOHAPTER I-SHORT TITLE
and Welfare.
Section 222, e.ct Jan. 19, 1929, ch. 82, §2, 45 8tat. 1085, Sec.
provided $'or narcotic farms.
301.
Short title.
Section 222a, act June 23, 1936, eh. 72b, §1, 49 Stat.
SUBCFIAPTER II-DEFINITION
1840, provided name for narcotic farm at Lexington, Ky.
Section 222b, act Mar. 28, 1838, ch. b6, §1, b2 Stat. 134, 921.
Definitions; generally.
provided name for narcotio farm at Fort Worth, Texas. 3Zla.
"Butter" deiYned.
Section 223, act Jan. 19, 1929, ch. 82. §3, 45 Scat. 109b; 321b.
"Package" defined.
1939 Reorg. Plan No. I, §205(b), eff. July 1, 193~J, 4 F.R.
321c.
Nonfat dry milk;"milk" defined.
2728, 53 Scat. 1426, provided for an annual estimate of 321d.
Market names for catfish and ginseng.
expenses of maintenance of narcotic Parma.
SUBCHAPTER III-PROHIBITED ~1CT5 AND
Section 224, act Jan. 19, 1929, ch. 82, §4, 45 Stat. 1086,
provided for construction of buildings for two of the
PENALTIES
narcotic farms.
331.
Prohibited seta.
6ection 220, acts. Jan. 19, 1929, ch. 82, §b, 4b Stat. 1088; 332'.
In~unetion proceedings.
June 14, 1930, ch. 488, §4(a), 46 8tat. 568; 1939 Reorg. PIan
333.
Penalties.
No.•I, §§201, 206, eff. July 1, 1998, 4 F.R. 2728, 53 Star.
933a.
Repealed.
1424, provided for control and management of narcotic
334.
Seizure.
farms.
336.
Hearing before report of criminal violation:
Section 226, act Jan. 19, 1929, ch. 82, §6, 46 Btat. 1086;
335a:
Debarment,
temporary denial of approval;
1939 Reorg. Plan No. I, §201, 20b, eff. July 1, 1939, 4 F.R.
said suspension.
2728, 53 Stat. 1424, 1425, provided for care and treatment
33bh.
Civil
penalties.
of addicts.
335c.
AuthortGy to withdraw approval of abbreBastion 227, act Jan. 19, 1929, ch. 82, §7, 45 Stat. 1086,
viated drug applications.
provided for transfer to and 4om farms of addicts who
336.
Report
of minor violations.
are prisoners.
337.
Proceedings
in name of United State; proviSection 228, act Jan. 19, 1929, ch. 82, §8, 46 Stat, 1087,
sion as to subpoenas.
provided that it waa the duty of prosecuting officers to
837x.
Extraterrltoria,lJurisdiction.
report convicted persona believed to be addicts.
Section 229, act Jan. 19, 1929, ch. 82, §9, 46 Stat. 1087;
$UDOfIAPTnR IV-FOOD
1939 Reorg~. Plan No. I, §§ 201, 205, eff. July 1, 1939, 4 F.R.
341.
Definitions
and standards for food.
2728, b3 Stat. 1424, 1425, provided for employment of ad342.
Adulterated food.
dictie.
343.
Miabrandod
food.
Section 29U, act Jan. 19, 1929, ch. 82, ;10, 46 StaL. 1087,
343-1.
National uniform nutrition labeling.
provided for parole of inmates.
343-2.
'
Dietary
supplement
labeling exemptions.
Section 231, act Jan. 1S, 1929, ch. 82, ¢11, 45 Stat. 1087;
Disclosure.
1939 Reorg. Plan No. I, §§201, 20b, eff. July 1, 1939, 4 F.R. 943-3.
Repealed.
2728, 63 Stat. 1924, 1425, provided for discharge of ad- 343a.
344.
Emergency permit control.
d1CtR.
346.
Regulations
making exemptions.
Section 232, act Jan. 19, laze, ch. 82, §12, 45 Stat. lOH8;
Tolerances for poisonous or deleterious sub1939 Reorg. Plau No. I, §§ 201, 20b, eff. July 1, 1939, 4 F.R. 346.
stances in food; regulations.
2728, 53 Stat. 1424, 1425, provided for admission of vol346a.
Tolerances and exemptions for pesticide
untary patients.
chemical
residues.
Section 233, act Jan. 19, 1929, ch. 82, §13, 45 Stat. 1088;
Authorization of appropriations.
1939 Reorg. Plan No. I, §§201, 20b, eff. July 1, 1939, 4 F.R. 346b.
Intrastate sales of colored oleomargarine.
2728, 63 Stall. 1424, 1425, provided for ihrnishing oY graLu- 347.
347x.
Congressional declaration of policy re~ardin~
ities and tranRpnrta,tinn r.o r~l~charaed convl~ta.
oleomargarine salec~.
Section 234, act. Jan. 19, 1929, ch. 62, § 14, 4b Stat. 1089;
Contravention of State laws.
1938 Reorg. Plan No. I, §§201, 206, eff. Jnly 1, 1938, 4 F.R. 347b.
348.
Food additives.
319.
Bottled drinking water standards; publictutlon
See Referenceein Text note below.
'
in Federal Register.
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into account the extent to which the use of such
substance is required or cannot be avoided in
the production of each such article, and the
other ways in which the consumer may be affected by the Same or other poisonous or deleterious substances.
(June 25, 1938, ch. 675, §406, 52 Stat. 1049; Pub. L.
85-929, § 3(c), Sept. 6, 1958, 72 Stat. 1785; Pub. L,
86-G18, title I, §103(a)(1), July 12, 1960, 74 Stat.
398.)
AMENDMENT6

1960-Pub. L. 8fr618 repealed subsea (b) which required Secretary to promulgate regulations for listing
of coal-tar colors.
1968-Subsec. (a). Pub. L. 86-929 substituted "clause
(2)(A)" for "clause (2}" in first sentence.
EFFECTIVE DATE OF 1960 AMENDMENT

Amendment by Pub. L. 8Cr618 effective July 12, 1960,
subiect to the provisions of section 203 of Pub. L. 86-618,
see section 202 of Pub. L. 86-618, set out as a note under
section 379e of this title.
EFFECTIVE DATE OF NEMATOCIDE, PLANT RE(]ULATOR,
DEL'OLIANT, AND DE&ICCANT AMENDMENT OF 1969

Effective date of subset. (a) as in force prior to July
22, 1954, with respect to particular commercial use of a
nematocide, plant regulator, defoliant, or desiccant in
or on a raw agricultural commodity made before Jan.
1, 1958, see section 3(b) of Pub. L. 88-139, Aug. 7, 1969, 73
Stat. 288.
EFFL~'CTIVE DATE OF 1968 AMENDMENT

For offective date of amendment by Pub. L. 8b-929,
see section 6(b), (c) of Pub. L. 8x929, set out as a note
under section 342 of this title.
TRANSF&R OF FUNCTION$

Functions vested in Secretary of Health, Education,
and Welfare(now Health and Human 8ervicea] in establtahing tolerances for pesticide chemicals under this
section together with authority to monitor compliance
with tolerances a.nd effectiveness of surveillance and
enforcement and to provide technical assistance to
States and conduct research under this chapter and
section 201 et seq. of Title 42, The Public Health and
Welfare, transferred to Administrator of Environmental Protection Agency by Reorg. Plan No. 3 of 197Q,
§2(a)(4), eft. Dec. 2, 1970, 36 F.R. 1b823, 84 8tat. 2088, set
out in the Appendix to Tltle 5, Government Organization and Employees,
For transfer of functions of Federal Security Administrator to Secretary of Health, Education, and Welfare
[now Health and Hdman Services], and of Food and
Drug Administration to Federal Security Agency, see
notes set out under section 321 of this title.
§ 846a. Tolerances and egemptiona for pesticide
chemical residues
(a) Requirement for tolerance or exemption
(1) General rule
Exaept as provided in paragraph (2) or (3),
any pesticide ohemical residue in or on a -food

shall be deemed unsafe for the purpose of secLion 342(a)(2)(B)' of this Little unless(A) atolerance for such pesticide chemical
residue in or on such food is in effect under
this sectipn and the quantity of the residue
is within the limits of the tolerance; or,
(B) an exemption from the requirement pf
a tolerance is in ei'fect under this section for
the pesticide chemical residue.
For the purposes of this seotion, the term
"food", when used as a noun without modffica-
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tion, shall mean a raw agricultural commodity or processed food.
(2) Processed food
Notwithstanding paragraph (1)(A) if a tolerance is in effect under this
section for a pesticide chemical residue in or
on a raw agricultural commodity, a pesticide chemical residue that is present in or
on a processed food because the food is made
from that raw agricultural commodity shall
not be considered unsafe within the meaning
of section 342(a)(2)(B) of this title despite the
lack of a tolerance for the pesticide chemlcal reeidue in or on the processed food if tho
pesticide chemical has been used in or on the
raw agricultural commodity in conformity
with a tolerance under this section, such rosidue in or on the raw agricultural commodity has been removed to the extent possible
in good manufacturing practice, and the
concentration of the pesticide chemical residue in the processed food is not greater than
the tolerance prescribed for the pesticide
chemical residue in tha raw agricultural
commodity; or
(B)if an exemption for the requirement for
a tolerance is in effect under Lhis section for
a pesticide chemical residue in or on a raw
agricultural commodity, a pesticide chemical residue that is present in or on a procossod food because the food ie made from
that raw agricultural commodity shall not
be considered unsafe within the meaning of
secLiou 342(a}(2)(B) Uf I;his title.
(8)Residuos of degradation products
If a pesticide chemical residue is present in
or on a food because it is a metabolite or other
degradation product of a precursor substance
that itself is a pesticide chemical or pesticide
chemical residue, such a residue shall not be
considered to be unsafe within the meaning of
seotion 342(a)(2)(B) of this title despite the
lack of a tolerance or exemption from the-need
for a tolerance for such residue in or on such
food if(A) the Administrator has not determined
that the degradation product is likely to
pose any potential health risk from dietary
exposure that is of a different type than, or
of a greater significance than, any risk
posed by dietaxy exposure to the precursor
substance;
(B)either(i) atolerance is in effect under this section for residues of the precursor substance in or on the food, and the combined
level of residues of tha degradation product and the precursor substance in or on
the food is at or below the atoichiometriaally equivalent lovol that would bo
permitted by the tolerance if the residue
consisted only of the precursor substance
rather than the degradation producti; or
(ii) an exemption from the need fora tolerance is in effect under this section for
residues of the precursor substance in or
on the food; and
(C) the tolerance or exemption for residues
of Lhe precursor substance does not state
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that it applies only to particular named substances and does not state that it does not
apply to rasidues of the degradation product.
(4)Effect of tolerance or exemption
While a tolerance or exemption from the requirement for a tolerance is in effect under
this section for a pesticide chemical residue
with respect to any food,. the food shall not by
reason of bearing or containing any amount of
such a residue be considered to be adulterated
within the meaning of section 342(a)(1) of this
title.
(b) Authority and standard for tolersace
(1) Authority
The Administrator may issue regulations establishing, modifying, or revoking a tolerance
for a pesticide chemical residue fn or on a
food—
(A) in response to a petition filed under
subsection (d}; or
(B) on the Administrator's own initiative
under subsection (e).
As used in this section, the term "modify"
shall not moan expanding the toloranoo to
cover additional foods.
(2)Standard
(A) General rule
(i) Standard
The Administrator may establish or
leave in effect a tolerance for a pesticide
chemical residue in or on a food only if the
Administrator determines that. the tolerance is safe. Th'e Administrator shall moclify or revoke a tolerance if the Administrator determines it is not safe.
(ii) Determination of safety
As used in this section, the term "safe'',
with respect to a tolerance for a pesticide
chemical residue, means that the Administrator has determined that there is a reasonable certainty that no. harm. will result
from aggregate exposure to the pesticide
chemical residue, including all anticipated
dietary exposures and all other exposures
for which there is reliable information.
(iii) Rule of construction
With respect to a tolerance, a pesticide
chemical residue meeting the standard
under clause (i) is not an eligible pesticide
chemical residue for purposes of subparagraph (B).
(B) Tolerances Por eligible pesticide chemical
residues
(i) Definition
As used in this subparagraph, the term
"eligible pesticide chemical residue"
means a pesticide chemical residue as to
which—
(I) the Administrator is not able to
identify a level of exposure to the residue at which the residue will not cause
or oantributo to a known or antioipal:od
harm to human health (referred to in
this section as a "nonthreshold affect");
(II) the lifetime risk of experiencing
the nonthreshold effect is appropriately
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assessed by quantitative risk assessment; and
(III) with regard to any known or anticipated harm to human health for
which the Administrator is able to identify alevel at which the residue will not
cause such harm (referred to in this section as a "threshold effect"), the Administrator determines that the level of aggregate exposure is s&fe.
(ii) Determination of tolerance
Notwithstanding subparagraph (A)(i), a
tolerance for an eligible pesticide chemical
residue may be left in effect or modified
under this subparagraph if—
(I) at least one of the conditions described in clause (iii) is met; and
(II) both of the conditions described in
clause (iv) are met.
(iii) Conditions regarding use
For purposes of clause (ii), the conditions described in this clause with respect
to a tolerance for an eligible pesticide
chemical residue are the following:
(I) Use of the pesticide chemical that
produces the residue protects consumers
from adverse effects on health that
would pose a greater risk than the dSetary risk from the residue.
(II) Use of the pesticide chemical that
produoes the residue is necessary to
avoid a significant disruption in domestio production of an adequate, wholesome, and economical food suggly.
(iv) Conditions.regarding risk
For purposes of clause (ii), the condi~
Lions described in this clause with respect
to a tolerance for an eligible pesticide
chemical residue are the following:
(I) The yearly risk associated with the
nonthreshold effect from aggregate exposure to Lhe residue does not exceed ld
times the yearly risk that would be allowed under subparagraph (A) for such
effect.
(II) The tolerance is limited so as to
ensure that the risk over a lifetime. associated with the nonthreahold effect from
aggregate exposure to the residue is not
greater than twice the lifetime risk that
would be allowed ixnder subparagraph (A}
for such effect.
(v) Review
Five years after the date on which the
Administrator makes a determination to
leave in effect or modify a tolerance under
this subparagraph, and thereafter as tka
Administrator deems appropriate, the Administrator shall determine, after notice
and opportunity for comment, whether it
has been demonstrated to the Adminfstrator that a condition described in clause
(iii)(I) or clause (iii){II) continues to exist
with respect Lo Llie Lulei•wnue and that the
yearly and lifetime risks from aggregate
exposure to such residue continue to comply with the limits specified in clauxe (iv).
If the Administrator determines by suah
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date that such demonstration has not been
made, Lhe Administrator shall, not later
than 180 days after the date of such determination, issue ~, regulation under subsection (e)(1) to modify or revoke the tolerance.
(vi) Infants and children
Any tolerance under this subparagraph
shall meet the requirements of subparagraph (C).
(C)Exposure of iaYants and children
In establishing, modifying, leaving'in effect, or revoking a tolerance or exemption
for a pesticide chemical residue, the Adminiatra,tor
(f) shall assess the risk of the pesticide
chemical residue based on—
(I) available information about consumption patterns among infants and
children that are likely to result in disproportionately high consumption of
foods containing or bearing such residue
among infants and children in comparison to the general population;
(A) available information concerning
the si~ecial su~captibility of. infants a,nd
children to the peaticida chemical residues, including neurological differences
between infants and children and adults,
and effecCs of in utero exposure to pesticide chemicals; and
(III) available information concerning
the cumulative affects nn infante and
children of such residues and other subatances that have a common mechanism
of toxicity; and
(ii) shall
(I) ensure that there is a reasonable
certainty that no harm will result to infants and children from.aggregaLe exposure to the pesticide chemical residue;
and
(II)publish a specific determination regarding the safety of the pesticide chemical residue for infants and children.
The Secretary of Health and Human Services and the Secretary of Agriculture, in
consultation with the Administrator, shall
conduct surveys to document dietary exposure to pesticides among infants and children. In the Case of threshold effects, for
purposes of clause (ii)(I) an additional tenfold margin of safety for the pesticide chemical residue and other sources of exposure
shall be applied for infanta and children to
take into account potential pre- and postnatal toxicity and completeness of the data
with respect to exposure and toxicity to infanta and children. Notwithstanding such requirement fbr an additional margin of safety, the Administrator may use a different
margin of safety for the pesticide chemical
residue only if, on the basis of reliable da1;a,
such margin will be safe for infants and chillli'Bll.

(D)Factors
In establishing, modifying, leaving in effect, or revoking a tolerance or exemption
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for a pesticide chemical residue, the Administrator shall consider, among other refevant factors—
(i) the validity, completeness, and reiiabiliLy of the available data from studies
of the pesticide chemical and pesticide
chemical residue;
(ii) the nature of any toxic effect shown
to be caused by the pesticide chemical or
pesticide chemical residue in such studies;
(iii) available information concerning
the relationship of the results of such
studies to human risk;
(iv) available information concerning the
dietary consumption patterns of con$umera {and major identifiable subgroups of
consumers);
(v) available information concerning the
cumulative effects of such residues and
other aubetanees that have a common
mechanism of toxicity;
(vi) available information concerning the
aggregate exposure levels of consumers
(and major identifiable subgroups of consumers) to the pesticide chemical residue
and to other related substances, including
dietaxy exposure under the tolerance and
all other tolerances in effect for the pesticide chemical residue, and exposure from
other non-occupational sources;
(vii) available information concerning
the variability of the aensitivitiea of major
identifiable subgroups of consumers;
(viii) such information as the Administrator may require on whether the peaticide chemical may have an effect in humans that is similar to an effect produced
by a naturally occurring estrogen ar other
endocrine effects; and
(ix} safety factors which in the opinion
of experts qualified by scientific training
and experience to evaluate the safety of
food adflitives ass generally recognized as
appropriate For the use of animal experimentation data.
(E) Data and information regarding anticipated and actual residue levels
(i) Authority
In establishing, modifying, leaving in effect, or revoking a tolerance fora pesticide chemical residue, the Administrator
may consider available data and information on the anticipated residue levels of
the pesticide chemical in or on food and
the actual residue levels of the pesticide
chemical that have been measured in food,
including residue data collected by the
Food and Drug Administration.
(ii) Requirement
If the Administrator relies on anticipated or actual residue levels in eatablishing, modifying, or leaving in effect a tolerance, the Administrator shall pursuant to
subsection (f)(1) require that data be Dxovidnd Fivo years after the date on which
the tolerance is established, modified, or
left in effect, and thereafter as the Adminietrator deems appropriate, domonatrating
that such residue levels are not above the
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levels ao relied on. If such data are not eo (c) Authority and standard for exemptions
provided, or if the data do not demonstrate
(1) Authority
that the residue levels are not above the
The Administrator may issue a regulation
levels so relied on, the Administrator
establishing, modifying, or revoking an exshall, not later than 180 days after Lhe date
emption from the requirement for a tolerance
on which the data were required to be profor a pesticide chemical residue in or on food—
vided, issue a regulation under subsection
(A) in response bo a petition filed under
(e)(1), or an order under subsection (f)(2),
subsection (d); or
as appropriate, to modify or revoke the
(B)on the Administrator's initiative under
tolerance.
subsection (e).
(F)Percent of food actually treated
(2)Standard
In establishing, modifying, leaving in ef(A) General rule
fect, or revoking a tolerance for a pesticide
(i) Standard
chemical residue, the Administrator may,
when assessing chronic dietary risk, conThe Administrator may establish or
sider available data and information on the
leave in effect an exemption from the repercent of food actually LreaLed with the
quirement for a tolerance for a pesticide
pesticide chemical (including aggregate peachemical residue in or on food only if the
ticide use data collected by the Department
Administrator determines that the exempof Agriculture) only if the Administrator—
tion is safe. The Administrator shall mod(i) finds that the data are reliable and
ify or revoke an exemption if the Adminisprovide a valid basis to show what percenttrator determines it is not safe.
age of the food derived from such crop ie
(ii) Determination of safety
likely to contain such pesticide chemical
The term "safe", with respect to an exresidue;
emption for a pesticide chemical residue,
(ii) finds that the exposure estimate does
means that the Administrator has deternot understate exposure for any signifimfned that there is a reasonable certainty
cantaubpopulation group;
that no harm will result from aggregate
(iii) finds that, iT data, are available on
oxpoaure to the peaticido chomical residue,
pesticide use and consumption of food in a
including all anticipated dietary exposures
particular area, the population in sncl~
and all other exposures for which there is
area is not dietarily exposed to residue9
reliaUle information.
above those estimated by the Adminis(B)Factors
trator; and
(iv) provides for the periodic reevaluaIn making a determination under this
tion of the estimate of anticipated dietary
paragraph, the Administrator shall take into
exposure..
account, among other relevant conaideratons, the considerations set forth in sub(3)Detection methods
paragraphs(C) and(D)of subsection (b)(2).
(A)General rule
(3) Limitation
A tolerance for a pesticide chemical resiAn exemption from the requirement for a
due in or on a food shall not be established
tolerance for a pesticide chemical residue in
or modified by the. Administrator unless the
or on food. shall not be established or modified
Administrator determines, after consultaby the Administrator unless the Administion with the Secretary, that there is a practrator determines, after consultation with the
tical method for detecting and measuring
Secretary—
the levels of the pesticide chemical residue
(A)that there is a practical method Eor dein or on the food.
tecting and measuring the levels of-such pes-•
(B)Detection limit
ticide chemical residue in or on food; or
A tolerance for a pesticide chemical resi(B) that there is no need for such a methdue in or on a food shall not be established
od, and states the reasons for such deterat or modified to a level lower than the limit
mination in issuing the regulation establishof detection of the method for detecting and
ing or modifying the exemption.
measuring the peat;icide chemical residue (d)Petition for
tolerance or exemption
specified by the Administrator under sub(1)Petitions and petitioners
paragrapb(A).
Any person may file with the Administrator
(4)International standards
a petition proposing the issuance of a regulaIn establishing a tolerance for a pesticide
Lion—
chemical residue in or on a food, the Adminis(A) establishing, modifying, or revoking a
trator shall determine whether a maximum
tolerance for a pesticide chemical residue in
residua level for the pesticide chemical has
or on a food; or
bean established by the Codex Alimentariva
(B)establishing, modifying, or revoking an
Commission. If a Codex maximum residue
exemption from the requirement.of a tolerlevel has been established for the peati~ide
ance for finch s residue.
chemical and the Administra,t~r does nit Pro(2) Petition contents
pose to adopt the Codex level, the Adminie(A)Establishment
trator shall publish for public comment a notice explaining the reasons for departing fY~om
A petition under paragraph (1) to establish
the Codex level.
a tolerance or exemption for a pesticide
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the relationship between the Federal
Government and Indian tribes, or on the
distribution oP power end
responsibilities between the Federal
Government and Indian tribes. Thus,
Executive Order 13175 does not apply
to this action,

List of Subjects in 40 CFR Part 702
Environmental protection, Chemical
substances, Chemicals, Hazardous
substances, Health and safety,
Prioritization, Screening,Toxic
substances.
Dated: June L2, 2017.
G.Executive Order 73045;Protection of E.9cntt Pruitt,
Children Fmm Environmental Health
Administrator,
Risks and Safety Risks
Therefore,40 CFR chapter I>
EPA interprets Executive Qrder 13045 subchapter R,ie amended as follows:
(82 FR 19885, April 23, 1997)as
applying only to those regulatory
PART 702—GENERAL PRACTICES
acdone that concern environmental
AND PROCEDURES
health or safety risks that the EPA has
■ 1.The authority citation for part 702
reason.to believe may
ie revised to read as follows:
disproportionately affect children, per
the definition of"covered regulatory
Authority: 15 U.S.C. 2605 and 2619.
action" in section ~-202 of the
■
2. Add subpart A to read ae follows:
Executive Order, Thie action is not
Subpart A—Proceduresfor Prloritizatlon o1
subject to Executive Order 13045
Chemical Subsiancxs for Risk Evaluailon
because it does not concern an
environmental health risk or safety risk. Sec.
702.1 General provisions.
H.Executive Order 73211:Actions
702.3 Dafinitiotis.
Concerning Regulations That
~oa,4 txBB~eal
Stgnificnntly Affect Energy Supply,
702.5 Candidate selection.
Distribution, or Use
702.7 Initiation of prioritization. procesR.
702.8 Screening review and proposed
This action is not a "significant
priority designation.
energy action" as defined in Executive
702.11 Final priority designation.
Qrder 13211 (68 FR 28355, May 22,
702.13 Revision of designation.
2001), because it is not likely to have a
702.15 Effect of designation as a lowpriority substance.
significant adverse effect on the supply,
702.17 EtFecf of designatiun as a lughdistribution or use of energy. This
priority substance.
rulemalcing addresses internal EPA
operations-and procedures and does not
impose any requirements on the public. Subpart A—Procedures for
Prioritizetlon of Chemical Substances
for Risk Evaluation
I.National Technology Transfer and
Advancement Acf(N7TAA)
§702.1 Generalprovl~lons.
This rulemaking does not involve any
(a)Purpose. This regulation
technical standards, and is therefore not establishes the risk-based screening
subject to considerations under NTTAA process for designating chemical
section 12(d), 18 U.S.C. 272 note.
substances as aHigh-Priority Substance
or aLow-Priority Substance for risk
J.Executive Order 12898:Federal
evaluation as required under section
Actions To Address Environmental
6@)of the Toxic Substances Control
justice in Minority Populations and
Acl, as amended (15 U.S.C. 2805(b)).
Low-Income Populations
(b) Scope of designations. EPA will
This action does not establish en
make priority designations pursuant to
environmental health or safety standard, these procedures for a chemical
and is therefore not ie not enbiect to
substance, not for a specific condition of
environmental justice considerations
conditions of uses of a chemical
under Executive Order 12898(59 FR
substance.
7828, February I6, 1994). This
(c) Categories ofchemical subafances,
rulemaking addresses internal EPA
Nothing in this ~uhpart shall be
operations and procedures and does not interpreted as a limitation on EPA's
have any impact on human health or the authority under 15 U.S.C. 2825(c)to
onvironmont.
take action, including the actions
contemplated in this subpart, on a
VII.Congressional Review Act(CRA]
category of chemical substances.
This rule is exempt from the CRA,5
(d) Prioritization timeframe. The
U.S.C. 801 et seq„ because it is a rule
Agency will publish e final priority
of agency organization, procedure or
deeignatian for a chemical substance in
practice that doss not substsintially
no fewer than 9 months and no longer
affect the rights or obligations of nonthan 1 year following initiation of
agency parties.
prioritization pursuant to § 702.7.

(e) Metals or meta]compounds,EPA
will identify priorities for chemical
substances that ere metals or metal
compounds in accordance with 15
U.S.C. 2605(b)(2)(E).
(~ Applicability. These regulations do
not apply to any chemical substance for
which a manufacturer requests a risk
evaluation under 15 U.S.C.
2805(b)(4)(C).
(g) Scientiffc standards and weight of
the scientific evidence. EPA's proposed
priority designations under § 702.9 and
final priority designations under
§ 702.11 will be consistent with the
scientific standards provision in 15
U.S.C. 2825(h)and the weight of the
scientific evidenco provision in 15
U,S.C. 2625(1).
(h)Intemgencycollabomtion.EPA
will consult with other relevant Federal
Agencies during the administration of
this subpart.
§702.3 Definitions.
For purposes of this subpart, tho
following definitions apply:
Act means the Toxic Substances
Control Act, as amended (15 U.S.C.
2601 et seq.).
Conditions of use means the
circumstances, as determined by the
Administrator, under which a chemical
substance is intended, known,or
reasonably Foreseen to be manufactured,
processed, distributed in commerce,
used, or disposed of.
&PA means the U.S. Environmental
Protection Agency.
High-priority substance means a
chemical substance that EPA
determines., without consideration of
costs or other non-risk factors, may
present an unreasonable risk of injury to
health or the environment because of a
potential hazard and a potential route of
expoaura under the conditions of use,
including an unreasonable risk to
potentially exposed or susceptible
subpopulationa identified as relevant by
EPA.
Low-priority substance means a
chemical substance that EPA concludes,
based an information sufficient to
establish, without consideration of costa
or other non-risk factors, does not meet
the standard for aHigh-Priority
Substance.
Potentially exposed or anaceptible
subpopulation means a group of
individuals within the general
population identified by the
Administrator who,due to either greater
susceptibility or greater exposure, may
Ue at greater risk than the general
population of adverse health effects
from exposure to a chemical substance
or mixture,such as infanta, children,
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pregnant women, workers, or the
elderly,
Reasonablyavailablelnformation
means information that EPA possesses
or can reasonably generate, obtain and
synthesize for use, considering the
deadlines specified in 1b U.S.G. 2605(b)
for prioritization and risk evaluation.
Information that meets such terms is
reasonably available information
whether or not the information is
confidential business information that is
protected from. public disclosure under

sa u.s.c. zsss.

$702.4 [Reserved]
g 702.5 Candidate solection.
(a) General objective. In selecting
candidates for aHigh-Priority Substance
designation, it is EPA's general objective
to select those chemical substances with
the greatoet hazard and expoauro
potential first, considering reasonably
available information on the relative
hazard and exposure of potential
candidates. In selecting candidates for
Low-Priority 5ubatance designation, it is
EPA's general objective to select those
chemical substances with hazard and/or
exposure characteristics under the
conditions of use such that a risk
evaluation is not warranted at the time
to determine whether the chemical
substance presents an unreasonable risk
of injury to health or the environment,
including an unreasonable risk to
potentially exposed or susceptible
subpopulationa identified as relevant by
EPA.
(b) Available information. EPA
e~cpects to ensure that there is
reasonably available information to
meet the deadlines for prioritization
under the Act.
(c) Preferences and TSCA work plan.
In selecting a candidate for
prioritization as aHigh-Priority
Substance, EPA will:
(1) Give preference to:
(i) Chemical substances that are listed
in the 2014 update of the TSGA Work
Plan for Chomical Assessments ae
having a persistence and
bioaccumulation score of 3; and
(ii) Chemical substances that are
listed in the 2014 update of the TSCA
Work Plan for Chemical Assessments
that are known human carcinogens and
havo high acute and chronic to~ricity;
and
(2)Identify a sufficient number of
candidates from the 2014 update of the
TSCA Work Plan for Chemical
Assessments to ensure that, at any given
time,at least b0 percent of risk
evaluations being conducted by EPA are
drawn from that list until al] substances
on the list have been designated as

either aHigh-Priority Substance or LowPriority Substance pursuant to § 7o2.1i.
(d)Purpose. The purpose of the
preferences-and criteria in paragraphs
(a) through (c) of this section ie to
inform EPA's decision whether or not to
initiate the prioritization process
pursuant to § 702.7, and the proposed
designation of the chemical substance as
either aHigh-Priority Substance or a
Low-Priority Substance pursuant to
702.9.
(e) Insuf/icient information. If EPA
believes it would not have sufficient
information for purposes of
prioritization, EPA generally expects to
obtain the information necessary to
inform prioritization prior to initiating
the process pursuant to § 702.9, using
voluntary means ofinformation
gathering and, as necessary, exercising
its authorities under the Act in
accordance with the requirements of 15
U.S.C. 2603,15 U.S.C. 2607, and 15
U.S.C. 2810. In exercising its authority
under 15 U.S.C. 2603(a)(2), EPA will
identify the need for the information in
accordance with 15 U.S.G. 2603(x)(3).
X702.7 Initietlon of prlorlUzailon procoss.
(a)EPA generally expects to initiate
the prioritization process for a chemical
substance only when it believes that the
information necessary to prioritize the
substance ie reasonably available.
(b)EPA uvll initiate prioritization by
publishing a notice in the Federal
Register identifying a chemical
substance for prioritization. EPA will
include a general explanation in this
notice for why it chose to initiate the
process on the chemical substance.
(c)The prioritization timefreme in
§ 702.1(d) begins upon EPA's
publication of the notice described in
paragraph (b) of this section.
(d)Publication of the notice in the
Federal Register pursuant to paragraph
(b)of this section will initiate a period
of9U days. during which interested
persona may submit relevant
information on that chemical substance.
Relevant information might include, but
is not limited to, any information that
may inform the screening review
conducted pursuant to § 702.9(a). EPA
will open a separate docket for each
chemical substance to facilitate receipt
of information.
(e)EPA may,in its discretion, extend
the public comment period in paragraph
(ci) of this section for. up to three months
in order to receive or evaluate
information submitted under 15 U.S.C.
2Fi03(e)(2)(B). The length of the
extension will be based upon EPA's
aeseaement of the time necessary for
EPA to receive and/or evaluate
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information submitted under 15 U.S.C.
2803(a)(2)(B).
§742.9 Screening review and proposed
priority designellon.
(a) Screening review. Following the
close of the comment period described
in § 702,7(d), including any extension
pursuant to paragraph (e) of that section,
EPA will generally use reasonably
available information to screen the
candidate chemical substance against
the following critorio and
considerations:
(1)The chemical substance's hazard
and exposure potential;
(2)The chemical substance's
persistence and bioaccumulation;
(3)Potentially exposed or susceptible
subpopulationa;
(4)Storage of the chemical substance
near significant sources of drinking
water;.
(5)The chemical substance's
conditions of use or significant changes
in conditions of use;
(e)The chemical substance's
production volume or significant
changes in production volume; and
(7) Other risk-based criteria that EPA
determines to be relevant to the
designation of the chemical substance's
priority.
(b)Information sources. In conducting
the screening review in paragraph (a) of
this aectibn, EPA expects to consider
sources of information relevant to the
listed criteria and consistent with the
scientific standards provision in 15
U.S.C. 2625(h), including, as
appropriate, sources for hazard and
exposure data listed in Appendices A
and B of the TSCA Work Plan
Chemicals: Methods Document
(February 2012).
(c)Proposed designation. Hosed on
the results of the arreening review in
paragraph (a) of this section, relevant
information received from the public as
described in § 702.7(d), and other
information as appropriate and
consistent with 15 U.S.C. 2626(h) and
(i), EPA will propose to designate the
chemical substance as either a HighPriority Substance or Low-Priority
Substance, along with an identification
of the information, analysis, and basis
used to support the proposed
designation.
(d) Costs and non-risk factors. EPA
will not consider costs or other non-risk
factors in making a proposed. priority
designation.
(e)Insufficient information. If
information remains insufficient to
enable the proposed designation of the
chemical substance ae aLow-Priority
Substance after any extension of the
initial public comment period pursuant
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to § 7U2.7(e), EPA will propose to
designate the chemical substance as e
High-Priority Substance.
(t~ Conditions of use. EPA will
propose to designate a chemical
substance as aHigh-Priority Substance
based on the proposed conclusion that
the chemical substance satisfies the
definition of High-Priority Substance in
§ 702.3 under one or more activities that
the Agency determines constitute
conditions of use. EYA will propose to
designate e chemical substance as a
Low-Priority Substance beaed on the
proposed conclusion that the chemical
substance meets the definition of LowPriority Substance in § 702.3 under the
activities that the Agency determines
constitute conditions of use.
(g~ Publication. EPA will publish the
proposed designation in the Federal
Regtater, along with an identification of
the information, analysis and bnsis used
to support a proposed designation,in a
form and manner that EPA deems
appropriate, and provide a comment
period of 90 days, during which time
the public may submit comment on
EPA's proposed designation. EPA will
open a docket to facilitate receipt of
public comment.

Low-Priority Substance consistent with
15 U.S.C. 262°s(h) and (i).
(b) EPA will not conAider costa or
other non-risk factors in making a final
priority designation.
(c)EPA will publish each final
priority designation in the Federal
Register, along with an identification of
the information, analysis, and basis
used to support a final designation
consistent with 15 U.S.C. 2625(hj,(i)
and (j). For High-Priority Substance
designations, EPA generally expects to
indicate which conditions) of use were
the rimary basis for such designations,
(~ As required in 15 U.S.C.
28o5(b)(3)(C), EPA will finalize a
designation for at least one High-Priority
Substance for each risk evaluation it
completes, other than a risk evaluation
that was requested by a manufacturer
pursuant to subpart B of this part. The
obligation in 15 U.S.G 2805(b)(3)(C)
will be satisfied by the designation of at
least one High-Priority Substance where
such designation specifies the risk
evaluation that the designation
corresponds to, and where the
designation occurs within a reasonable
time before or after the completion of
the risk evaluation

§70211 Flnal prloHty designffilon.
(a) After considering any additional
information collected from the proposed
designation process in § 702.9, as
appropriate, EPA will finalize its
designation of a chemical substance as
either aHigh-Priority Substance or a

§702.18 Revision of designation.
EPA may revise a final designation of
a chemical substance from Low-Priority
to High-Priority Substance at any time
based on reasonably available
information. To resvise such a
designation, EPA will re-initiate the
prioritization process on that chemical

substance in accordance with § 702.7,
re-screen the chemical substance and
propnae a priority~deaignation pursuant
to § 702.9, and finalize the priority
designation pursuant to § 702.11.
§702.75 Effect of designation as a lowpriority substance.
Designation of a chemical substance
as aLow-Priority Substance under
§ 702.11 means that a risk evaluation of
the chemical substance is not warranted
at the time, but does not preclude EPA
from later revising the designation
pursuant to § 702.13, if warranted.
Designation as aLow-Priority Substance
is not a finding that the chemical
substance does not present an
unreasonable risk, but rather that it does
not meet the High-Priority Substance
definition.
§702.17 Effect of deslgnetlon as a highpHorliy substance.
Tinal designation of a chemical
substance as aHigh-Priority Substance
under § 702.11 initiates a risk Avaluation
pursuant to subpart B of this part,
Designation as aHigh-Priority
Substance is not a final.agency action
and is not subject to judicial review
until the date of promulgation of the
associated final rule under section 6(a).
Designation as aHigh-Priority
Substance is not a finding that the
chemical au6stance presents an
unreasonable risk.
IFR Doc. 2019-14325 Filed 7-19-17; 8:45 am]
BILUNCi CODS 6600-60-P
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Subpart B—Procedures for Chemical
Substance Risk Evaluations
Sec.
702.31 General provisions.
702.33 Definitions.
702.35 Chemical substances designated for
risk evaluation.
702.37 Submission of manufacturer
requests for risk evaluations.
702.39 Interagency collaboration.
702.47 Evaluation requirements.
702.43 Risk Characterization.
702.46 Peer review.
702.47 Unreasonable risk detemunation
702.49 Riak evaluation timefremes attd
actions.
702.51 Publically available information.
§70231

General provisions.

(a)Furpose.This subpart establishes
the EPA process for conducting a risk
evaluation to determine whether a
chemical substance presents an
unreasonable risk ofinjury to health or
the environment as required under
TSCA section 8(b)(4)(B)(15 U.S.C.
2605(b)(4)(H)).
(b) Scope. Those regulations establish
the.general procedures, key definitions,
and timelines EPA will use in a risk
evaluation conducted pursuant to TSCA
section 6(b)(18 U.S.C. 2603(b)).
(c) Applicability. The requirements of

this part apply io all chemical substance
risk evaluations.initiated pursuant to
TSCA section 6(b)(15 U.S.C. 26U5(b)J.
(d)Enforcement. Submission to EPA

of inaccurate,incomplete, or misleading
information pursuant to a risk
evaluation conducted pursuant to 15
U.S.C. 2805(b)(4)(B} is a prohibited act
under 15 U.S.C. 2694, subject to
penalties under 15 U.S.C. 2615 and 'I~de
1s of the U.S, Code.
§702.33 DaflnRlons.

All definitions in TSCA apply to this
subpart. In addition, the following
definitions apply:
Act means the Toxic Substances
Control Act, es amended (15 U.S.C.
2601 et seq.).
Aggregate exposure means the
combined exposures to an individual
from a single chemical substance across
multiple routes and across multiple
pathways.
Beat available science means science
that is reliable and unbiased. Use of best
available science involves the use of
supporting studies conducted in
accurclance with sound and objective
science praclicea, including, when
available, peer reviewed science and
supporting studies and data collected by
accepted methods or best available
methods(if the reliability of the method
and the nature of the decision justifies
use of the data). Additionally, EPA will
consider as applicable:

(1) The extent to which the scientific
vie ingestion, inhalation, or dermally
information, technical procedures,
(integument).
measures, methods, protocols,
Sentinel exposure means the exposure
methodologies, or models employed to
from a single chemical substance that
generate the information are reasonable represents the plausible uppor bound of
for and consistent with the intended use exposure relative to all other exposures
of the information;
within a broad category of similar or
related exposures.
(2)The extent to which the
information is relevant for the
Uncertainty means the imperfect
knowledge or lack of precise knowledge
Administrator's use in making a
of the real world either for specific
decision about a chemical substance or
values ofinterest or in the description
mixture;
of the system.
(3) The degree of clarity and
Variability means the inherentnatural
completeness with which the data,
variation, diversity, and heterogeneity
assumptions, methods, quality
across rime and/or space or among
assurance, and analyses employed to
individuals within a population.
generate the information are
Weight ofscienUjic evidence means a
documented;
(4)The extent to which the variability systematic review method, applied in a
and uncertainty in the information, or in manner suited to the nature of the
evidence or decision, that uses a prethe procedures, measures, methods,
protocols, methodologies, or models, are established protocol to
comprehensively,objectively,
evaluated and characterized; and
transparently, and consistently, identify
(5)The extent ofindependent
and evaluate each stream of evidence,
verification or peer review of the
including strengths, limitations, and
information or of the pr~edures,
relevance of each study and to integrate
measures, methods, protocols,
evidence as necessary and appropriate
methodologies or models.
based upon strengths,limitations, and
Conditions of vse means the
relevance.
circumstances,as determined by the
Administrator, under which a chemical §702.35 Chemical substances ~signated
substance is intended, known,or
for risk evaluation.
reasonably foreseen to be manufactured, (a) Chemico!substances
undergoing
processed, distributed in commerce,
risk evaluation. A risk evaluation for a
used, or disposed of.
chemical substance designated by the
EPA means the U.S, Environmental
Agency as aHigh-Priority Substance
Protection Agency.
pursuant to the prioritization process
Pathways means the mode through
described in subpart A,identified under
which one is exposed to a chemical
15 U.S.C. 2605(b)(2)(A), or initiated at
substance,including but not limited to: the request of a manufacturer or
Food, water, soil,.and air.
manufacturers under § 702.37, will be
Potentially exposed or susceptible
conducted in accordance with this part,
sabpopulation means a group of
e~ccept that risk evaluations that are
individuals within the general
initiated prior to the effective date of
population identified by the Agency
this rule will be conducted
who, due to either greater susceptibility accordance with this part toin
the
or greater exposure, maybe at greater
maximum extent practicable.
risk than the general population of
(b) Percentage requirements. The
adverse health effects from exposure to
Agency will ensure that, of the number
a chemical substance or mixture, such
of chemical substances that undergo risk
as infants, children, pregnant women,
evaluation under 15 U.S,C.
workers, or the elderly.
26o5(b)(4)(C)(i), the number of chemical
Reasonably available information
substances undergoing risk evaluation
means information that EPA possesses
under 15 U.S.C. 2605(b)(4)(C)(ii) is not
or can reasonably generate, obtain, and
leas than 25%,if sufficient raquasts that
synthesize for use in risk evalu~tione,
comply with 702.37, and not more than
considering the deadlines specified in
50%.
TSCA section e(b)(4)(G)for completing
(c) Manufacturer requestsfor work
such ovaIuadon. Information that meets pion chem2col suhstanrea. Manufacturer
the terms of the preceding sentence ie
requests for risk evaluations, described
reasonably available information
in paragraph (a) of this section, for
whether or not the information is
chemical substances that are drawn
confidential business information, that
from the 2014 update of the TSCA Work
is protected from public disclosure
Plan for Chemical Assessments will be
under'CSCA asction 14.
granted at the discretion oFthe Agency.
Routes means the particular manner
Such evaluations are not subject to the
by which a chemical substance may
percentage requirements in paragraph
contact the body,including absorption (b)of this section.
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§702.87 Submlaslon of manufacturer
(i} The chemical substance.'s hazard.
(i) I horeby certify to the best of my
requsats for rl~k evaluatlone.
and axposure potential;
lmowledge and belief that all
(a) General provision. Any request
(ii) The chemical eubetance's
information entered on this Porm is
that EPA conduct a risk evaluation
persistence and bioaccumulation;
complete and accurate. I further certify
pursuant to this part must comply with
(iii) Potentially exposed or euacepiible that, pursuant to 15 U,S.C. 2613(c),
for
all the procaduree and criteria in this
aubpopulations which the
all claims for confidentiality made with
section to be eligible to be granted by
manufacturers) believes to bo rolevant
this submission, all information
EPA.
to the EPA risk evaluation;
submitted to substantiate such claims is
{b) Method for submission. One or
(iv) Whether there is any storage of
true and correcC, and that it ie true and
more manufacturers of a chemical
the chemical substance near significant
aubetance may request that EPA conduct sources of drinking water, including the correct that:
(A)My company has taken reasonable
a rick evaluation. All requests submitted storage facility location and the nearby
measures to protect the confidentiality
to EPA under this subpart must be
drinking water source(s);
of the information;
submitted via the EPA Central Data
(v)The chemical substance's
(B)I have determined that the
Exchange(CDX)found at http://
production volume or significant
information is not required to be
edx.epa.gov. Requests must include all
changes in production voiume; and
of the foliowin~ information:
(vi) Any other information relevant to disclosed or otherwise made available to
the public under any other Federal law;
(1) Name, mailing address, and
the potential risks of the chemical
(C)I have a reasonable baeie to
contact information of the entity (or
substance under the circumstances
conclude that disclosure of the
entities) submitting the request. If more identified in the request.
information is likely to cause substantial
than one manufacturer submits the
(5)The request must include a
harm to the competirive position of my
request, all individual manufacturers
commitment to provide to EPA any
com
any; and
must provide their contact information. referenced information upon request.
(D~I have a reasonable basis to believe
(2)The chemical identity of the
(e)Scientific information submitted
that the information is not readily
chemical substance that is the subject of must be consistent with the scientific
diacoverablethrough reverse
the request. At a minimum, this
standards in 15 U.S,C. 2625(h),
sn$ineering,
(7) A signed certification that all
includes, all known names of the
(ii)[Reserved]
chemical eubetance,including common information contained in the request ie
(3) Each claim of r.~nfidentiality,
accurate and complete, as follows:
or trades names,CAS number, and
other than a claim pertaining to
(i) I certify that to the best of my
molecular structure of the chemical
information described in TSCA section
substance A request foc risk evaluations knowledge and belief,
14(c)(2), must be accompanied by a
(A)The company named in this
of a catogory of chomical substances
substantiation in accordance with 15
must include an explanation of why the request manufacturers tho chemical
category is appropriate under 15 U.S.C. substance identified for risk evaluation. U.S.C. 2813.
(4) Manufacturers must supply a
(B) All information provided in the
2625(c), and EPA will grant such
notice is complete and accurate as of the structurally descriptive generic name
request only upon determining that the
where.specific chemical identity is
date of the request:
requested category is appropriate for
claimed as CBI,
(C)I have either identified or am
risk evaluation.
(5) Any knowing and willful
submitting all information in my
(3)The manufacturer must identify
misreprese
ntation, under this section, is
posses
sion,
control,
and
a
description
of
the circumstances on which they are
subject to criminal penalty pursuant to
all other data known to or reasonably
requesting that EPA conduct a risk
nacertainable by me na required for this 18 U.S.C.1001.
evaluation and include a rationale for
(e)EPA processfor evaluating
request under this part. I am aware it is
why these circumstances constitute
manufacturer requests—(1)RevPewfor
unlawFul to knowingly submit
conditions of use under§ 702.33.
completeness. Upon receipt of the
incomplete,false and/or misleading
(4)The request must also include a
information in this request and there are request,EPA will verify that the request
list of all the existing information that
is facially complete, i.e., that
significant criminal penalties for such
is relevant to whother tho chemical
information has been submitted that
unlawful conduct,including the
substance, under the circumstances
appears to be consistent with the
possibility of fine and imprisonment.
identified by the manufacturer(s),
requirements
(
iij
in paragraphs(b)through
(Reserved]
prosonts an unreasonable rick of injury
(c) Optional elements. A manufacturer (d)of this section. EPA will inform the
to health or the environment. The list
submitting manufacturers)if EPA has
must be accompanied by an explanation may provide information that will
inform EPA's determination as to
determined that.tho requaet is
as to why such information ie adequate
whether reauictione imposed by one or incomplete, and cannot be processed.
to permit EPA to complete a risk
more States have the potential to have
Facially complete requests will be
evaluation addressing the circumstances a
significant impact on interstate
processed as described in this subpart.
identified by the manufacturer(s), The
commerce or health or the environment, (2)Public notification ofreceipt of
request need not include copies of the
and that as a consequence the request is request. Within 15 business days of
information; citations are sufficient, if
entitled to preference pursuant to 15
roceipt of a facially complete
the information is publically available.
U.S.C. 2605(b)(4)( )(iii).
submission, EPA will notify the public
The request must include or reference
(d) Confidential business information. of receipt of the manufacturer request.
all available inFormaliun uu the health
(1)Persons submitting a request under
This notification will include any
and environmental hazards)of the
this subpart are subject to EPA
inPormadon submitted by the
chemical substance, human and
confidontiality regulations at 40 CFR
manufacturer that is not CBI,including
environmental exposure(s), and exposed part 2,subpart B.
the conditions) of use for which the
population(s), as relevant to the
(2)In submitting a claim of
evaluation is requested.
circumstances identified in the request. confidentiality, aperson must certify
(3) Conditions
At a minimum, this must include all the the accuracy of the following statements EPA will assess of use to 6e evaluated.
whether the
following, ae relevant to the
concerning all information claimed as
circumstances identified in the request
circumstances identified:
confidential:
constitute condition of use under
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§ 702.33, and whether those conditions section, EPA will review the request
of use warrant inclusion within the
along with eny additional information
scope of a risk evaluation For the
received during the comment period to
chemical substance. EPA will also
determine whether the request meets
assess what,if any,additional
the criteria and requirements of this
conditions of use that warrant inclusion section.
within the scope of a risk evaluation for
(ii) EPA will grant the request if it
the chemical substance. EPA will
determines that all ofthe following have
conduct these assessments and make
been met;
proposed determinations based on the
(A)That the circumstances identified
same considerations applied in the same in the request constitute conditions of
manner as it would for a risk evaluation use that warrant inclusion in a risk
for ahigh-priority substance.
evaluation for the chemical substance;
(4)Public notice and comment. No
(B)That EPA has all of the
later than 60 business daps ofreceiving information needed to conduct such risk
a request that EPA has determined to be evaluation on the conditions of use that
complete under paragraph (e)(1) of this
were the subject of the request; and
section,EPA will submit for publication
(C} All other criteria and requirements
the receipt of the request in the Federal of this section have been met.
Register, open a docket for that request
(iii) At the end of this BO-day period,
and provide no leas than a 45 calendar
EPA will notify the submitting
day public comment period. The docket manufacturers) of its decision and
will contain the manufacturer request
include the basis for granting or denying
(excluding information claimed as CBI) the request. Baaea for a denial,include
and EPA' proposed addidona of
the manufacturer has not provided
conditions of use as described in
aufi'icient information to complete the
paragraph (e)(3) of this section, and the risk evaluation on the condition(e)of
basis for these proposed additions.
use requested, or that the circumstances
During the comment period the public
identified in the request either do not
may submit.comments and information constitute conditions of use, or the
relevant to the requested risk
conditions of use do not warrant
evaluation,in particular, commenters
inclusion in a risk evaluation for the
are encouraged to identify any
chemical substance. This notification
information not included in the request will also identify any additional
or the proposed determinations that the condifiona of use, as determined by the
commenters believe would be needed to Administrator, that will be included in
conduct a risk evaluation, and to
this risk evaluation.
provide any other information relevant
(iv) Within 30 days of receipt of EPA's
to EPA's proposed determinations ofthe notification the requesters) may
conditions of use, such as informAtion
withdraw the request.
on other conditions of use of the
(7)Public notice of decision.EPA will
chemical than those included in the
make public EPA's decision to grant or
request or in EPA's proposed
deny the request at the time that EPA
determinations
notifies the manufacturer.
(5) Supplementation of original
(8) Compliant request. EPA will
request.(i) At any time prior to the end initiate a risk evaluation for all requests
of the comment period, the requesting
for non-TSGA Work Plan Chemicals that
manufacturers) may supplement the
meet the criteria in this subpart, until
original request with any new
EPA determines that the number of
inf~rmalion it receives.
manufacturer-requested chemical
(ii) At any point prior to the
substances undergoing risk evaluation is
completion of a risk evaluation pursuant equal to z5% of the High-Priority
to this section, manufacturers) must
Substances identified in subpart A as
supplement the original request with
undergoing risk evaluation. Once that
any information that meets the criteria
level hoe been reached, EPA will initiate
in 15 U.S.C. 2607(e) and this section, or at least one new manufacturer-requested
with any okher information that hoe the risk evaluation for each manufacturerpotential to change EPA's risk
requested risk evaluation completed so
evaluation with respect to the
long as there are sufficient requests that
rnnditinns of use as requested. by the
moot the criteria of this subpart, as
manufacturer. Such information must be needed to ensure that the number of
submitted consistent with section 8(e) if manufacturer-requested risk evaluations
the information is subject to that section is equal to at least 25% of the Highor otherwise within 30 calendar days of Priority substances risk evaluation and
the manufacturer's obtaining the
not more than 5D%.
information.
(9)P~ferences.In conformance with
(8)EPA's decision:(i) Within 80 days § 702.35(c),in evaluating requests for
of the end of the comment period
TSCA Work Plan Chemicals and
provided in paragraph (e)(4) of this
requests for non-TSCA Work Plan

chemicals in excess of the 25%
threshold in § 702,35(b),EPA will first
give preference to requests for risk
evaluations on chemical substances:
(i) First,for which the Agency
determines that restrictions imposed by
one or more States have the potential to
have a significant impact on interstate
commorce, health or the environment;
and then
(ii)Second, based on the order in
which the requests are received.
(10) No preferential treatment. Once
granted,EPA will initiate the risk
evaluation and thereafter will conduct
the risk evaluation following the.
procedures in §§ 7oz.39 through 702.51.
EPA will not expedite.or otherwise
provide special treatrnent to a risk
evaluation conducted as a result of a
manufacturer's request.
(11)Fees. Manufacturers must pay
fees to support risk evaluations ae
specified under 15 U.S.C.
2805(b)(4)(E)(ii).
X702.39 interag~cy coilaboratlon.
During the risk evaluation process,
not to preclude any additional, prior, or
subsequent collaboration,EPA will
consult with other relevant Federal
agencies.
§702.41 Evaluefion requirements.
(n} Conaiderotions.(1)Each risk
evaluation will include all of the
following components:
(i) A Scope,including a Conceptual
Model and an Analysis Plan;
(ii) A Hazard Assessment;
(iii) An Exposure Assessment;
(iv) A Riak Characterization; and
(v)A Risk Determination.
(2)EPA guidance will bo used, as
applicable where it represents the best
available science appropriate for the
particular risk evaluation,
(3) Where appropriate, a risk
evaluation will be conducted on a
category of chemical substances. EPA
will determine whether to conduct an
evaluation on a category of chemical
substances, and the composition of the
category based on the considerations
listed in 15 U.S.C. 2825(c).
(4)EPA will document that it has
used the beat available science and
weight of scientific evidence approaches
in the risk evaluation process.
(5) EPA will enure that all
supporting analyses and components of
the risk evaluation are suitable for their
intended purpose, and well-tailored to
the problems and decision at hand,in
order to inform the development of a
technically sound determination as to
whether a chemical substance preaent~
an unreasonable risk of injury to health
or the environment under the
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conditions of use within the scope of
the risk evaluation, based on the weight
of the scientific evidence,
(e)The extent to which EPA will
reline its evaluations for one or more
condition of use in any risk evaluation
will vary as necessary to determine
whether a chemical substance presents
an unreasonable risk of injury to health
or the environment.
(7) To the extent a determination as to
the level of risk presented by a
condition of use can be made,for
example, using assumptions,
uncertainty factors, and models or
screening methodologies,EPA may
determine that no further information or
analysis is needed to complete its risk
evaluation of the conditions) of use.
(8)In general, EPA intends to
determine whether a chemical
substance does or does not present an
unreasonable risk under all of the
conditions of use within the scope of
the risk evaluations, and intends to
identify the individual conditions of use
or categories of conditions of use. that
are responeible for such determinations.
(~J) Within the time frame in
§ 702.43(d), EPA will complete the riAk
evaluation of the chemical substance
addressing all of the conditions of use
within the scope of the evaluation..
However,EPA may complete its
evaluation of the chemical substance
under specific conditions of use or
categories of conditions of use at any
point following the issuance of the final
scope document,and issue its
determination as to whether the
chemical substance under those
conditions of use does or does not
present an unreeson~bla risk to health
or the environment under those
conditions of use. EPA will follow all of
the requirements and procedures in this
Subpart when it conducts its evaluation
of the chemical substance under any
individual orspecific conditions of use.
(10)EPA will evaluate chemical
substances that are metals or metal
compounds in accordance with 15
U.S.C. 2605(b)(2)(E),
(b)Information and information
souses.(1)EPA will base each risk
evaluation on reasonably available
information.
(2)SPA generally expects to initiate a
risk evaluation for a chemical substance
when FPA believes that all or most of
the inforuialivii iiecesaary to perform
the risk evaluation is reae~nably
available. EPA expects to use its
authorities under the Act, and other
information gathering authorities, when
necessary to obtain the information
needed to perform a risk evaluation for
a chemical substance before initiating
the risk evaluation for such substance.

EPA will use such authorities on s caseby-case basis during the performance of
a risk evaluation to obtain informalion
ae needed to ensure that EPA has
adequate, reasonably available
information to perform the avaluaticm.
(3) Among other sources of
information,the Agency will consider
information and advice provided by the
Science Advisory Committee on
Chemicals established pursuant to 15
U.S.C. 2825.
(4)In conducting risk evaluations,
EPA will utilize reasonably available
information including information,
models, and screening methodologies,
¢s appropriate. The approaches used
will be determined.bp the quality of the
information, the deadlines specified in
TSCA section 6(b)(4)(G)for completing
the risk evaluation, and the extent to
which the information reducos
uncertainty.
(5)Where appropriate, to the extent
practicable, and scientifically justified,
SPA will require the development of
information generated without the use
of new testing on vertebrates in
performing risk evaluation,
(c)Scope of the risk evaluation. The
scope of the risk evaluation will include
all the Following:
(1)The conditions) of use, as
determined by the Adrniniatrator, that
the EPA plans to consider in the risk
evaluation.
(2)The potentially exposed
populations, including any potentially
exposed or susceptible subpopulationa
as identified as relevant to the risk
evaluation by the Agency under the
conditions of use, that EPA plans to
evaluate; the ecological receptors that
EPA plans to evaluate; and the hazards
to health and the environment that EPA
plane to evaluate.
(3) A description of the reasonably
available information and science
a~proeches EPA plans to use in the risk
evaluation.
(4) A conceptual model:
(i) The scope documents will include
a Conceptual Model that describes
actual or predicted relationships
between the chemical substance, the
conditions of use within tha scope of
the evaluation and human and
environmental receptors.
(ii) Tho conceptual model will
identify human and ecological health
hazards the EPA plans to evaluate for
the exposure scenarios EPA plans to
evaluate.
(iii) Conceptual model development
will consider the life cycle of the
chemical substance, including
manufacture, processing, distribution in
commerce, storage, use, and disposal,

33751

relevant to the conditions of use within
the scope of the evaluation
(5) An analysis plan:
(i) The acope documents will include
an analysis plan that identifies the
approaches, methods, and/or metrics
that EPA plans to use to assess
exposures, effects, and risk, including
associated uncertainty and variability
for each risk evaluation. The analysis
plan will also identify the strategy for
using information, accepted science
policies, models, and screening
methodologies,
(ii) Hypothaeea about the
relationships identified in the
conceptual model will be described,
The relative strengths of alternative
hypotheses if any will be evaluated to
determine the appropriate risk
assessment approaches.
(6)The Agency's plan for peer review.
(7) Developing the scope.
(i) Dmft scope. For each risk
evaluation to be conducted EPA will
publish a document in the Federal
Register that specifies the draft scope of
the risk evaluation the Agency plans to
conduct. The'document will address the
elements in paragraphs (cj(1) through
(6)of this section.
(ii) Timefinmes, EPA generally
expects to publish the drtift scope no
later than 3 months from the initiation
of the risk evaluation process for the
chemical substance.
(iii) Public comments.EPA will allow
a public comment period of no less than
45 calendar days during which
interested persons may submit comment
on EPA's draft risk evaluation scope.
EI'A will open a docket to facilitate
receipt of public comments.
(8)Final scope:
(i) The Agency will, no later than 6
months after the initiation of a risk
evaluation, publish a document in the
Federal Register that specifies the final
scope of the risk evaluarion the Agency
plans to conduct. The document shall
address the elements in paragraphs
(c)(1)through (e) of this section.
(ii) For a chemical subatonce
designated as aHigh-Priority Substance
under subpart A of this part, EPA will
not publish the final scope of the risk
evaluation until at least 12 months have
elapsed from the initiation of the
prioritization process for the chemical
aub~tance,
(d) Hazard assessment.(1)The hnzflrd
information relevant to the.chemical
substance will be evaluated using
hazards identified in the final scope
document published pursuant to
paragraph (c)(8) of this section,for the
identified exposure scenarios, including
any identified potentially exposed or
susceptible subpopulation(s).
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(2) The hazard.assessment process
will identify the types of hazards to
heallb or the environment posed by the
chemical substance under the
conditions) of use within the scope of
the risk evaluation. Hazard information
xelated to potential health and
environmental hazards of the chemical
substance will be reviewed in a manner
consistent with best available science
and weight of scientific evidence as
defined in §'702.33 and all assessment
methods will be documented. This
process includes the identification,
evaluation, and synthesis ofinformation
to describe the potential health and
environmental hazards of the chemical
substance.
(3) Relevant potential human and
environmental bazarda will be
evaluated.
(4)The relationship between the dose
of the chemical substance and the
.occurrence of health and environmental
effects or outcomes will be evaluated.
(5) Studies evaluated may include,
but would not be limited to: Human
epidemiological studies,in vivo and/or
in vitro laboratory studies,
biomonitoring studieA, mechanistic and/
or kinetic studies in a variety of test
systems,including but notlimited to
toxicokinetics and to3ucodynamics,
computational toxicology such as highthroughput assays, genomic response
assays, data from structure-activity
relationships, and ecological field data.
(8) Hazard identification will include
an evaluation of the strengths,
limitations, and uncertainties flasociated
with the reasonably available
information,
(7) The human health hazard
assessment will consider all potentially
exposed and auecepti6le
subpopulation(s)tietermined to be
relevant, as identified in the final scope
document published pursuant to
paragraph (c)(8) of this section.
(S)'i'he environmental health hazard
assessment will consider the
relationship between the chemical
substance and the occurrence of an
ecological hazard elicited.
(e)Exposure assessment.(1) Where
rel"avant, the likely duration, intensity,
frequency, and number of exposures
under the conditions of use will be
considered.
(2) Chemical-specific factors
including, but not limited to: Physicalchemical properties and environmental
Fate and transport parameters will be
examined.
(3)Exposure information related to
potential human hetilth or ecological
hazards of the chemical substance will
be reviewed in a manner consistent with
the description of beat available science

and weight of scientific evidence in
§ 702.33 and all methods will be
documented.
(4)The human health exposure
assessment will consider all potentially
exposed and susceptible
subpopulation(s) determined to be
relevant, as identified in the final scope
document published pursuant to
paragraph (c)(S) of this section.
(5)Environmental health ~poaure
assessment:
(i) The environmental health exposure
assessment will characterize and
evaluate the interaction of the chemical
sul~tance with the ecologicelreceptora
identified in the final scope document
published pursuant to paragraph (c)(8J
of this section.
(ii) Exposures considered will include
populations and communities,
depending on the chemical substance
and the ecological characteristic
involved.
§702.43 Rlak Characterimtion.
(a) Risk Characterization
considerations. EPA will:
(1)Integrate the hazard and exposure
seaessmente into quantitative and/or
qualitative estimates of risk for the
identified populations (including any
potentially exposed or susceptible
subpopulation(s))identified in the final
scope document published pursuant to
§ 702.41(c)(s) and ecological
characteristics for the conditions of use
within the scope of the risk evaluation;
(2)Describe whether aggregate or
sentinel exposures under the conditions
of use were considered end the basis for
their considerakion;
(3) Not consider costs or other nonrisk
factors;
(4)Take into account, where relevant,
the likely duration, intensity, frequency,
and number of exposures under the
conditions)of use of the chemical
substance; and
(5)Describe the weight of the
scientific evidence for the identified
hazards and exposures.
(b) Riak Characterization summary.
The Risk Characterization will
summarize,as applicable, the
considerations addressed throughout
the evaluation components,in carrying
out the obligations under 15 U.S.C.
2625(h). This summary will include, as
ap ropriate, a diacuaeion of.
~1) Conaidemtions regarding
uncertaintynnd variability. Information
about uncertainty And variability in
each atep ofthe risk evaluation (e.g., use
of default assumptions, scenarios,
choice of models, and information used
for quantitative analysis) will be
integrated into an overall
characterization and/or analysis of the

impact of the uncertainty and variability
on estimated risks. EPA may describe
the uncertainty using a qualitative
assessment of the overall strength and
limitations of the data used in the
assessment.
(2) Considerations of data quality, A
discussion of data quality {e.g.,
reliability, relevance, and whether
methods employed to generate the
information are reasonable Sor and
consistent with the intended use of the
information)., as well as assumptions
used, will be included to the e~ctent
necessary. EPA also exgects to include
a discussion of the extent of
independent verification or peer review
of the information or of the procedures,
measures, methods protocols,
methodologies, or models used in the
risk evaluation,
(3) Gonsidemtions ofalternative
interpretations. If appropriate end
relevant, where alternative
interpretations are plausible, a
diacuaeion of alternative interpretations
of the data and analyses will be
included.
(4) Considemtiansfor environmental
risk evaluations. For environmental risk
evaluations, it may be necessary to
discuss the nature and magnitude of the
effects, the spatial and temporal patterns
of the effects,. implications at the
individual, species, population,and
community level, and the likelihood of
recovery subsequent to exposure to the
chemical substance.
§702.46 Peer review.
The EPA Peer Review Handbook
(2015), the Office of Management and.
Budget Final Information Quality
Bulletin for Peer Review(OMB
Bulletin), and other available, relevant
and applicable methods consistent with
15 U.S.C. 2625, will serve as the
guidance for peer review activities. Peer
review will be conducted on the rink
evaluations for the chemical substances
identified pursuant to 15 U.S.C.
2605(b)(4)(A).
§702.47 U~roason~le risk det~minatlon.
As part of the risk evaluation, EPA
will determine whether the chemical
substance presents an unreasonable risk
of injury to health or the environment
under each condition of uses within the
scope ofthe risk evalualion, either in a
single decision document ar in multiple
decision documents.
§702.49 Risk evaluation timehames and
actions.
(a) Draft risk evaluation timefinme.
EPA will publish a draft risk evaluation
in the Federal Register, open a docket
to facilitate receipt of public comment,
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and provide no lase than a eo-day
comment period, during which time the
public may submit comment on EPA's
draft risk evaluation.
(b)Final risk evaluation.(i) EPA will
complete e risk evaluation for the
chemical substance under the
conditions of use within the scope of
the risk evaluation ae soon as
practicable, but not later than 3 years
after the date on which the Agency
initiates the risk evaluation.
(2)The Agency may extend the
deadline for a risk evaluation for not
more.than 6 months. The total time
elapsed between initiation of the risk
evaluation and completion of the risk
evaluation may not exceod 3 and one
half years.
(3) EPA will publish the final risk
evaluation in the Federal Register.
(c)Final determination of
unreasonable risk. Upon determination
by the EPA that a chemical substance
under ane or more of the conditions of
use within the scope of the risk
evaluation presents an unreasonable
risk of injury to health or the
environment as described in § 702.4,
the Agency will initiate action as
required purAUAnt to 15 tI.S.C. 2fi05(a).
(d)Final determination ofno
unreasonable-risk. A determination by
EPA that the chemical substance, undor
one or more of the conditions of use
within the scope ofthe risk evaluation,
does not present an unreasonable risk of
injury to health or the environment will
be issued by order and considered to be
a final Agency action, effective on the
date ofissuance of the order.
§702.3'1 Pubiicaily available iMormatbn.
For each risk evaluation, EPA will
maintain a public docket at http://
www.regulations.gav to provide public
access to the following information, as
applicable for that. risk ovaluntion:
(a)The draft scope, final scope, draft
risk evaluation, and final risk
evaluation;
(b) All notices, determinations,
findings, consent agreements, and
orders;
(c) Any information required to be
provided to the Agency under 15 U.S.C.
2603;
(d) A nontochnical summery of the
risk evaluation;
(e) A list of the studies, with the
results of the studies, considered in
carrying out each risk evaluation;
(f~ The final peer review report,
including thc~ response to peer review
and public comments received during
peer review; and

(g) Response to public comments
received on the draft scope and the draft
risk evaluation.
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SUPPLEMENTARY INFORMATION:

RIN 2070-AK23

I.Executive Summary

Procedures for Prioritization of
Chemicals for Risk Eveluatlon Under
the Toxic Substances Control Act

A. What action is the Agency taking?
EPA is promulgating this final rule to
establish the process and criteria by
which EPA will identify chemical
substances as either High-Priority
Substances for risk evaluation, or LowPriority Substances for which risk
evaluations are not warranted at the
time.

AGENCY: Environmental Protection
Agency (EPA).
ACTION: Final rule.:
suMMnRv: Aa required under section
6(b)(1) of the Toxic Substances Control
Act(TSCA},EPA is issuing a final rule
that establishes the process and criteria
that EPA will use to identify chemical
substances as either High-Priority
Substances for risk evaluation, or LowPriority Substances far which risk
evaluations are not warranted at the
time. The final rule describes the
processes for formally initiating the
prioritization process on a selected
candidate, providing opportunities for
public comment,screening the
candidate against certain c:riterie, and
proposing and Hnalizing deaignationa of
priority. Prioritization is the initial step
in a new process of existing chemical
substance review and risk management
activity established under TSCA.
DATES: This final rule is effective
September 18, 2017.
ADORessEs: The docket for this action,
identified by docket identification (ID)
number EPA-HQ-0PPT-2016-0636,is
available at http://www.regulationa.gov
or at the Office of Pollution Prevention
and Toxics Docket(OPPT Docket)in the
Environmental Protection Agency
Docket Center(EPA/DC), West William
Jefferson Clinton Bldg., Rm.3334,1301
Constitution Ave. NW„ Washington,DC
20480-0001. The Public Reading Room
is open from 8:30 a.m. to 4:30 p.m.,
Monday through Friday,excluding legal
holidays. The telephone number for the
Public Reading Room is (202)568-1744,
and the telephone number for the OYY'i'
Docket ie (202) 566-0280. Please review
the visitor instructions and additional
information about the docket available
at http://www.epa.gov/dockets.
FOR FURTHER INFORMATION CONTACT:
For technics]infozznation contact:
Susanna W.Blair, Immediate Office,
Office of Pollution Prevention and

B.Does this action apply to me7
This final rule does not establish any
requirements on persons or entities
outside of the Agency. This action may,
however, be of interest to entities that
are manufacturing or may manufacture
or import a chemical substance
regulated under TSCA (e.g., entities
identified under North American
Industrial Classification System
(NAILS)codes 325 and 324110). Since
other entities may also be interested, the
Agency has not attempted to describe all
the specific entities and corresponding
NAILS codes for entities that may be
interested in or affected by this action.
C. Why is the Agency taking Ehis actionP
This rulemaking is required by TSCA
section 6(b)(1)(A), 15 U.S.C.
2605(b)(1)(A). Prioritization oTchemical
substances for further evaluation will
help to ensure that the Agency's limited
resources are coneerved for those
chemical substances most likely to
preaent'risks, thereby furthering EPA's
overall mission to protect health and the
environment.
D, What is the Agency's authorityfor
taking this actionP
This final rule is issued pursuant to
the authority in TSCA section 6(b), 15
U.S.C. 2605(b).
Ts. What are the estimated ince~menta]
impacts ofthis actionT
This final ivle establishes the
processes by which EPA intends to
designate chemical substances as either
High or Low-Priority Substances for risk
vvuluation. It does not establish any
requirements on persons or entities
outside of the Agency. No incremental
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