INSIGHT: What’s Next for EPA’s Review
of Toxic Substances

May 27, 2020

Companies have started reporting their manufacture or imports of newly designated
high-priority substances under the Toxic Substances Control Act—and paying EPA
costs for evaluating the substances’ risk. Sidley Austin attorneys explain the risk
evaluation process and how companies can strategically engage with EPA on the scope
of risk evaluations.

For years, environmental compliance professionals in
the manufacturing and energy sectors have thought of
the Toxic Substances Control Act as applying
primarily to the chemicals industry.
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But more companies have recently found that they
need to report their manufacture or imports of newly
designated high-priority substances under 2016 TSCA
amendments and potentially pay a share of EPA’s
costs for evaluating the risk of those substances under
EPA’s TSCA fees rule.
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EPA has extended to June 15 the first deadline for Sidley Austin LLP

reporting to EPA under the TSCA fees rule, which is
applicable to all manufacturers and importers of the 20 high-priority substances
designated in December 2019. But EPA has recently announced that it will miss the
deadline for finalizing risk evaluations for 10 high-priority substances designated back in
December 2016— which raises questions about whether EPA will miss other deadlines
under the fees rule.

This article explains the risk evaluation process and how companies can strategically
evaluate how to engage with EPA during the scoping process, their potential obligations
to pay, and exemptions that may apply.

TSCA Risk Evaluations

Congress amended TSCA in 2016, after which EPA started a years-long process of
evaluating the risks of high-priority substances under TSCA section 6(b), 15 U.S.C. §
2605(b).

“High priority substances” are those that EPA concludes “may present an unreasonable
risk of injury to health or the environment because of a potential hazard and a potential
route of exposure under the conditions of use, including an unreasonable risk to a
potentially exposed or susceptible subpopulation identified as relevant by [EPA].” (15
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U.S.C. § 2605(b)(1)(B)(i).) EPA designated its first group of 10 high-priority substances
in 2016 and added 20 more for the risk-evaluation process in December 2019.

Risk Evaluation Process under
the Toxic Substances Control Act

Cherncal desgrated
Low-Priority

r 1
' Chemcalsincuded - - - | £Pa Datanmination of
| ©TSCAWork Plan & — 4- d Prioritization No Unreasonable
| | Risk
S ‘ Chemical Designated | N . Risk
High Priodityfor  |—— ~ Evaluation
Risk Evaluation -
T } y 1
- L EPA Determination of i g Risk
Unreasonable Risk 1 Management
Selt Identification ‘ iMoo Restriciors
and Fee Sharing to Eliminate the
- = Unreasonable Risk

Manufacturerns
Sell-denty to EPA
and Pay Fees

Source: Sidkay Austin LLF ‘ ‘ Bloomberg Law

Most of the substances currently under risk evaluation are solvents, flame-retardants, or
phthalates (plasticizers). EPA has stated that it intends to keep a minimum of 20
chemicals under review at any given time, although the current number of 30 chemicals
under review is more than the agency plans to maintain. EPA provided draft

scope documents for the most-recent 20 high-priority substances this month, with a
deadline for public comment set for May 26 for one group of chemicals and June 8 for
the next group. However, EPA Administrator Andrew Wheeler informed the Senate
Environment and Public Works Committee that EPA will miss its upcoming deadline to
finalize the first 10 risk evaluations for high-priority substances designated in December
2016.


https://www.govinfo.gov/content/pkg/FR-2016-12-19/pdf/2016-30468.pdf
https://www.govinfo.gov/content/pkg/FR-2019-12-30/pdf/2019-28225.pdf
https://www.epa.gov/assessing-and-managing-chemicals-under-tsca/chemicals-undergoing-risk-evaluation-under-tsca
https://www.epa.gov/assessing-and-managing-chemicals-under-tsca/risk-evaluations-existing-chemicals-under-tsca
https://www.govinfo.gov/content/pkg/FR-2020-04-09/pdf/2020-07484.pdf

Timeline of Recent Key
Toxic Substances Control

Jan, 2020
AW Sell-identification
Ad E\fe nts ) _,, and fees notice
- Oct. 2014 May 2020
P'A EPA issues TSCA n Oect, 2018 Setf-dentification
ﬁE Work Plan ﬁE TSCA foas rule MY dusio EFA

Dec. 2016 April 2020
Lautenberg Act Draft scope
anacted documents
Dec. 2016 Dec. 2019 Mar. 2020
First 10 high-priarity Mext 20 high-priarty Mermo on No

substances substances Action Assurance

Source: Sidey Augin LLP Blumnberg Law

Fee Sharing for High-Priority Substance Risk
Evaluations

TSCA provides for EPA to collect associated fees (15 U.S.C. § 2625(b)), and EPA
issued, in 2018, a TSCA fees rule that allows EPA to recover costs associated with
conducting risk evaluations.

Under the rule, manufacturers and importers of high-priority substances are required to
self-identify to EPA if they have manufactured or imported a high-priority substance in
the last five years. That group of manufacturers and importers then must share the
costs of EPA’s chemical review, set at $1.35 million for each risk evaluation.

Under the fees rule, the $1.35 million fee generally is shared on a per capita basis
among manufacturers of the high-priority substance, with modifications for small
businesses. Small business concerns are responsible for 20 percent of the total fee,
with the threshold number of employees ranging from 200 to 1,500 by industry NAICS
code. Companies are permitted to form consortia, in which companies may re-allocate
amongst themselves (e.g., by volume).

In January, EPA issued a notice requiring manufacturers and importers of high-priority
substances to report to EPA and potentially pay a share of the risk evaluation costs,
including preliminary lists of companies (one list for each of the 20 substances) that
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EPA believed were subject to the TSCA fees rule. Those lists range in length from a
handful of companies to hundreds, collected from internal EPA records.

Due to the complex nature of determining whether companies fall within the fees rule for
high-priority substances, with many companies raising concerns about delays from
Covid-19, EPA extended the self-identification requirements for high-priority substances
to June 15. With the first deadline quickly approaching, many will be watching how
exactly fee-sharing and reductions for small businesses will play out.

Failure to self-identify could risk an EPA civil enforcement action that could potentially
seek a maximum $40,576 per-day penalty for the number of days the importer failed to
make a payment pursuant to the fees rule.

Uncertain Scope of TSCA Fees for Risk Evaluations

The provisions under TSCA section 6(b) and the TSCA fees rule do not include some of
the standard exceptions to other provisions of TSCA, meaning that companies could be
on the hook for TSCA fees even where the chemical or ultimate product may be exempt
from other TSCA programmatic requirements.

For example, impurities, byproducts, or substances imported as part of an article, which
are generally exempt from premanufacture notification requirements, are not
necessarily exempt from fees.

EPA initially reasoned in the final fees rule that risk evaluations required considering
substances such as impurities, byproducts, or substances imported as part of articles,
so the manufacturers of those substances should have to share in costs. But EPA

also stated, in its response to public comments, that EPA may choose to exclude
certain conditions of use from the scope of the risk evaluation, and such decisions
would be made on a case-by-case basis,” which may provide a basis for manufacturers
or importers to distinguish their use from those that fall within the scoping documents for
the specific chemical.

In March, EPA seemingly reversed course and issued a memorandum offering that EPA
will exercise its enforcement discretion and not pursue violations of the fee rules for
impurities, byproducts, or substances imported as part of an article. EPA

then announced that it is planning to conduct rulemaking to establish exemptions for
impurities, byproducts, and substances imported in an article.

EPA plans to complete this rulemaking for exemptions by October 2021. In the
meantime, EPA is finalizing the draft scope documents for the risk evaluations for the 20
high-priority substances designated in December 2019. Public comments for these draft
scope documents were due on May 26 for one group of substances and will be due on
June 8 for another. Environmental groups have already requested that EPA delay
issuing those final scope documents, calling the draft incomplete. This portends
potential litigation, but it remains untested whether any of EPA’s decisions for high-
priority substances (including which uses are in or outside scope) could be challenged
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until the final risk evaluation
is concluded.

Given the thousands of chemicals that EPA will eventually have to consider for potential
review as part of the prioritization and risk-evaluation process, the TSCA fees rule will
be a recurring issue for industry.

Environmental professionals in many sectors beyond chemicals will need to learn the
rule and keep their eyes out as EPA announces new lists of high-priority substances for
review—and fees.

In addition, given regulated companies should engage with EPA on the draft

scope document for high-priority substances to ensure they understand whether the
risk-evaluation process could change how they are permitted to use high-priority
substances.

This column does not necessarily reflect the opinion of The Bureau of National Affairs,
Inc. or its owners.
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