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(i) European Union Aviation Safety Agency
(EASA) AD 2022-0243, dated December 8,
2022.

(ii) Kidde Aerospace & Defense Service
Bulletin CFD-26-3, dated January 13, 2022.

(iii) Kidde Aerospace & Defense Service
Bulletin CFD-26-3, Revision 1, dated March
29, 2022.

Note 1 to paragraph (1)(2)(iii): The revision
level of this document is identified on only
the transmittal page; no other page of the
document contains this information.

(3) For EASA AD 2022-0243, contact
EASA, Konrad-Adenauer-Ufer 3, 50668
Cologne, Germany; telephone +49 221 8999
000; email ADs@easa.europa.eu; website
easa.europa.eu. You may find this EASA AD
on the EASA website at ad.easa.europa.eu.

(4) For Kidde Aerospace & Defense service
information identified in this AD, contact
Kidde Aerospace & Defense, 4200 Airport
Drive, NW, Building B, Wilson, NC 27896;
telephone 319-295-5000; website
kiddetechnologies.com/aviation.com.

(5) You may view this service information
at the FAA, Airworthiness Products Section,
Operational Safety Branch, 2200 South 216th
St., Des Moines, WA. For information on the
availability of this material at the FAA, call
206-231-3195.

(6) You may view this service information
that is incorporated by reference at the
National Archives and Records
Administration (NARA). For information on
the availability of this material at NARA,
email fr.inspection@nara.gov, or go to:
www.archives.gov/federal-register/cfr/ibr-
locations.html.

Issued on May 22, 2023.
Michael Linegang, Acting Director,

Compliance & Airworthiness Division,
Aircraft Certification Service.

[FR Doc. 2023-11233 Filed 5-25-23; 8:45 am]
BILLING CODE 4910-13-P

DEPARTMENT OF EDUCATION

34 CFR Part 300
[Docket ID ED-2023-OSERS-0052]
RIN 1820-AB82

Assistance to States for the Education
of Children With Disabilities;
Correction

AGENCY: Office of Special Education and
Rehabilitative Services, Department of
Education.

ACTION: Proposed rule; correction.

SUMMARY: On May 18, 2023, the
Department of Education (Department)
published in the Federal Register a
notice of proposed rulemaking (NPRM)
to amend regulations under Part B of the
Individuals with Disabilities Education
Act (Part B of IDEA or the Act) that
govern the Assistance to States for the
Education of Children with Disabilities
program, including the Preschool Grants

program. We are correcting the Docket
ID used for submitting public
comments. All other information in the
NPRM remains the same.

DATES: This correction is applicable
May 26, 2023.

FOR FURTHER INFORMATION CONTACT:
Rebecca Walawender, U.S. Department
of Education, 400 Maryland Avenue
SW, Room 5130, Potomac Center Plaza,
Washington, DC 20202-5076.
Telephone: (202) 245-7399. Email:
Rebecca.Walawender@ed.gov.

If you are deaf, hard of hearing, or
have a speech disability and wish to
access telecommunications relay
services, please dial 7-1-1.

SUPPLEMENTARY INFORMATION: On May
18, 2023, we published the NPRM in the
Federal Register (88 FR 31659) with a
Docket ID of ED-2022—-OSERS-0052.
We are correcting the NPRM to reflect
the correct Docket ID ED-2023—-OSERS—
0052.

Other than correcting the Docket ID,
all other information in the NPRM
remains the same.

Program Authority: 20 U.S.C. 1221e-3,
1406, 1411— 1419, and 3474; Pub. L.
111-256, 124 Stat. 2643.

Correction:

In FR Doc. 2023—-10542, appearing on
page 31659 of the Federal Register of
May 18, 2023 (88 FR 31659), we make
the following correction:

On page 31659, in the right column,
below the heading ““34 CFR part 300",
remove ‘“‘[Docket ID ED-2022—-OSERS—
0052]” and add, in its place, “[Docket ID
ED-2023-0OSERS-0052]".

Accessible Format: On request to the
program contact person listed under FOR
FURTHER INFORMATION CONTACT,
individuals with disabilities can obtain
this document and the NPRM in an
accessible format. The Department will
provide the requestor with an accessible
format that may include Rich Text
Format (RTF) or text format (TXT), a
thumb drive, an MP3 file, braille, large
print, audiotape, or compact disc, or
other accessible format.

Electronic Access to This Document:
The official version of this document is
the document published in the Federal
Register. You may access the official
edition of the Federal Register and the
Code of Federal Regulations at
www.govinfo.gov. At this site you can
view this document, as well as all other
documents of this Department
published in the Federal Register, in
text or Portable Document Format
(PDF). To use PDF you must have
Adobe Acrobat Reader, which is
available free at the site.

You may also access documents of the
Department published in the Federal

Register by using the article search
feature at www.federalregister.gov.
Specifically, through the advanced
search feature at this site, you can limit
your search to documents published by
the Department.

Miguel A. Cardona,
Secretary of Education.

[FR Doc. 2023-11256 Filed 5-25-23; 8:45 am]
BILLING CODE 4000-01-P

ENVIRONMENTAL PROTECTION
AGENCY
40 CFR Parts 720, 721, 723, and 725

[EPA-HQ-OPPT-2022-0902; FRL-7906—-01—
OCSPP]

RIN 2070-AK65
Updates to New Chemicals

Regulations Under the Toxic
Substances Control Act (TSCA)

AGENCY: Environmental Protection
Agency (EPA).
ACTION: Proposed rule.

SUMMARY: The United States
Environmental Protection Agency (EPA)
is proposing amendments to the new
chemicals procedural regulations under
the Toxic Substances Control Act
(TSCA). These amendments are
intended to align the regulatory text
with the amendments to TSCA’s new
chemicals review provisions contained
in the Frank R. Lautenberg Chemical
Safety for the 21st Century Act, enacted
on June 22, 2016, improve the efficiency
of EPA’s review processes, and update
the regulations based on existing
policies and experience implementing
the New Chemicals Program. The
proposal includes amendments that
would reduce the need to redo all or
part of the risk assessment by improving
information initially submitted in new
chemicals notices, which should also
help reduce the length of time that new
chemicals notices are under review.
EPA is also proposing several
amendments to the regulations for low
volume exemptions (LVEs) and low
release and exposure exemptions
(LoREXs), which include requiring EPA
approval of an exemption notice prior to
commencement of manufacture, making
per- and polyfluoroalkyl substances
(PFAS) categorically ineligible for these
exemptions, and providing that certain
persistent, bioaccumulative, toxic (PBT)
chemical substances are ineligible for
these exemptions, consistent with EPA’s
1999 PBT policy.

DATES: Comments must be received on
or before July 25, 2023.


http://www.archives.gov/federal-register/cfr/ibr-locations.html
http://www.archives.gov/federal-register/cfr/ibr-locations.html
mailto:Rebecca.Walawender@ed.gov
http://www.federalregister.gov
mailto:fr.inspection@nara.gov
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ADDRESSES: Submit your comments,
identified by docket identification (ID)
number EPA-HQ-OPPT-2022-0902
through the Federal eRulemaking Portal
at https://www.regulations.gov. Follow
the online instructions for submitting
comments. Do not submit electronically
any information you consider to be
Confidential Business Information (CBI)
or other information whose disclosure is
restricted by statute. Additional
instructions on commenting or visiting
the docket, along with more information
about dockets generally, is available at
https://www.epa.gov/dockets.

FOR FURTHER INFORMATION CONTACT: For
technical information contact: Tyler
Lloyd, New Chemicals Division
(7405M), Office of Pollution Prevention
and Toxics, Environmental Protection
Agency, 1200 Pennsylvania Ave. NW,
Washington, DC 20460-0001; telephone
number: (202) 564—4016; email address:
lloyd.tyler@epa.gov.

For general information contact: The
TSCA-Hotline, ABVI-Goodwill, 422
South Clinton Ave., Rochester, NY
14620; telephone number: (202) 554—
1404; email address: TSCA-Hotline@
epa.gov.

SUPPLEMENTARY INFORMATION:
I. Executive Summary

A. Does this action apply to me?

You may be potentially affected by
this action if you intend to manufacture
a new chemical substance, or
manufacture or process a chemical
substance for a significant new use. The
following list of North American
Industry Classification System (NAICS)
codes is not intended to be exhaustive,
but rather provides a guide to help
readers determine whether this
document applies to them. Potentially
affected entities may include:

e Chemical Manufacturers (NAICS
code 325).

e Petroleum and Coal Products
(NAICS code 324).

e Merchant Wholesalers, Nondurable
Goods (NAICS code 424).

If you have any questions regarding
the applicability of this action, please
consult the technical person listed
under FOR FURTHER INFORMATION
CONTACT.

B. What is the Agency’s authority for
taking this action?

Section 5(a)(1) of the Toxic
Substances Control Act (TSCA), 15
U.S.C. 2604(a)(1), as amended by the
Frank R. Lautenberg Chemical Safety for
the 21st Century Act of 2016 (Pub. L.
114-182) (herein referred to as the
“2016 Lautenberg Amendments”),
provides that no person, as defined at 40

CFR 720.3, may manufacture (which
includes import under TSCA) a new
chemical substance or manufacture or
process a chemical substance for a use
which EPA has determined is a
significant new use, unless at least 90
days prior to such manufacture or
processing that person submits a notice
to EPA containing the information
required by TSCA section 5(d). EPA
must conduct a review of the notice,
make one of five possible
determinations pertaining to the
likelihood of unreasonable risk of injury
to health or the environment, and take
any actions required as a result of that
determination, all within the applicable
review period. The submitted notice
must include the information described
in TSCA section 5(d)(1): insofar as
known to the submitter or reasonably
ascertainable, information described in
certain provisions of TSCA section
8(a)(2) (e.g., chemical identity, use, and
exposure information); in the form and
manner prescribed by EPA, information
in the possession or control of the
submitter related to the health or
environmental effects of the chemical
substance; and a description of any
other information concerning the
environmental and health effects of the
chemical substance, insofar as known to
the submitter or reasonably
ascertainable. EPA is issuing this
proposed rule under TSCA section 5, 15
U.S.C. 2604.

C. What action is the Agency taking?

When EPA receives a premanufacture
notice (PMN), significant new use notice
(SNUN), or microbial commercial
activity notice (MCAN), the Agency is
required to assess the risk associated
with the new chemical substance or
significant new use that is the subject of
the notice under the conditions of use
and make a determination for the
chemical substance pertaining to the
likelihood of such risk. Under TSCA,
the term “chemical substance” includes
microorganisms. To improve the
effectiveness and efficiency of these
reviews, EPA is proposing to amend the
procedural regulations at 40 CFR parts
720, 721, and 725 to align with the
requirements in TSCA section 5, as
amended by the 2016 Lautenberg
Amendments, and to make additional
updates. In particular, EPA is proposing
to amend the regulations to specify that
EPA must make a determination on each
PMN, SNUN, and MCAN received
before the submitter may commence
manufacturing or processing of the
chemical substance that is the subject of
the notice, and to list the five possible
determinations and the actions required
in association with those

determinations. In addition, EPA is
proposing to clarify the level of detail
expected for the information that a
submitter is required to include in a
PMN, SNUN, or exemption notice in
order for the notice to be considered
complete. EPA is also proposing
amendments to the procedures for
reviewing PMNs and SNUNS;
specifically, procedures for addressing
PMNs and SNUNSs that have errors or
are incomplete or that are amended
during the applicable review period.
Additionally, EPA is proposing to make
several amendments to the regulations
at 40 CFR 723.50 for low volume
exemptions (LVEs) and low release and
exposure exemptions (LoREXs). These
amendments would require EPA
approval of an exemption notice before
the submitter may commence
manufacture, allow EPA to inform an
LVE or LoREX holder when the
chemical substance that is the subject of
the exemption becomes subject to a
significant new use rule (SNUR) under
TSCA and the chemical identity is
confidential, make perfluoroalkyl and
polyfluoroalkyl substances (PFAS)
categorically ineligible for these
exemptions, and codify EPA’s use of the
1999 PBT policy for these exemptions
by making certain PBTs ineligible for
these exemptions. Finally, EPA is
proposing to amend the regulations
pertaining to suspensions for all TSCA
section 5 notices to allow submitters to
request suspensions for up to 30 days
via oral or email request.

D. Why is the Agency taking this action?

Under amended TSCA, EPA must
review all notices submitted under
TSCA section 5(a)(1) and make a
determination pertaining to the risks of
new chemical substances or significant
new uses of chemical substances
described in such notices before they
can proceed to the marketplace. Before
the 2016 Lautenberg Amendments,
TSCA allowed the PMN submitter to
commence manufacturing or processing
upon expiration of the review period,
unless EPA made an affirmative finding
of unreasonable risk. Under amended
TSCA, EPA must review all notices
submitted under TSCA section 5(a)(1)
and make a determination pertaining to
the risks of every new chemical
substance or significant new use of
chemical substances described in such
notices before they can proceed to the
marketplace. To reflect and better meet
these requirements, EPA is proposing to
align the procedural regulations
codified at 40 CFR parts 720 and 725
with amended TSCA and to make
additional updates based on existing
policies or lessons learned from


https://www.regulations.gov
https://www.epa.gov/dockets
mailto:TSCA-Hotline@epa.gov
mailto:TSCA-Hotline@epa.gov
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administering the New Chemicals
Program since TSCA was amended in
2016.

EPA is also proposing to clarify the
information that is required to be
included in PMNs, SNUNSs, and
exemption notices and to clarify EPA
review procedures to make the review
process more efficient, promote more
complete submissions, and reduce the
need to redo all or part of the risk
assessment (“‘re-work”) due to late
submissions of information that delay
EPA review of PMNs, SNUNSs, and
exemption notices. In order to continue
to meet amended TSCA’s requirement
for the Agency to make determinations
for all PMNs and SNUNs within an
applicable review period of 90 days
from receipt (or up to 180 days with an
extension), EPA needs to identify and
implement efficiencies in the PMN and
SNUN review process, ensure notices
are complete and reduce re-work of risk
assessments. This action, if finalized, is
expected to reduce re-work of risk
assessments by minimizing requests
from submitters to amend their PMNs,
SNUN:Ss, or exemption notices with
additional information after the review
period has commenced. The Agency is
also proposing to clarify the procedures
that will be employed if submitters
amend their PMNs or SNUNs during the
applicable review period.

EPA is also proposing to amend the
regulations for LVEs and LoREXs so that
submitters may not commence
manufacture until EPA has issued a
decision for the exemption notice, to
better ensure that manufacture under
LVEs and LoREXs will not present an
unreasonable risk. Additionally, EPA is
proposing amendments that would
allow the Agency to notify submitters if
a chemical substance for which they
hold an LVE or LoREX becomes subject
to a proposed or final SNUR and the
chemical identity is confidential, so that
chemical manufacturers are made aware
that they may be subject to additional
TSCA requirements.

EPA is also proposing to make PFAS
categorically ineligible for an LVE or
LoREX, which would ensure that all
new PFAS are reviewed through the full
PMN process. In addition, EPA is
proposing to codify EPA’s 1999 PBT
policy by making certain PBTs ineligible
for these exemptions.

Lastly, EPA is proposing to allow
informal (oral or email) requests for
review period suspensions of up to 30
days to reduce the number of repeated
requests for 15-day suspensions, and
because EPA believes that email may be
more expedient than oral
communication for many submitters.

E. What are the estimated incremental
impacts of this action?

EPA has evaluated the potential
incremental impacts of this rulemaking
in an economic analysis (EA), titled
“Economic Analysis for the Proposed
Rule: Updates to New Chemicals
Regulations under the Toxic Substances
Control Act” (Ref. 1), which is available
in the docket, discussed in Unit IV, and
briefly summarized here. The benefits of
the rule include increased efficiency in
both the submission and review
processes for notices submitted through
the PMN form. The changes under this
proposed rule would clarify the
information requirements on the PMN
form in the Agency’s Central Data
Exchange (CDX) to make more
transparent the level of detail that EPA
needs in order to make a reasoned
evaluation. As submitters provide more
complete information in their initial
submissions, the changes under this
proposed rule are expected to reduce
the frequency with which PMNss,
SNUNSs, and exemption notices are
amended with additional information
and the amount of re-work of risk
assessments that the Agency conducts
following such amendments.

As a result of the changes presented
in this proposed rule, the total annual
burden to industry is expected to
decrease by approximately 4,518 hours,
while total annual costs to industry
submitters are expected to have a net
increase of $45,120. The Agency is
expected to experience an annual cost
savings of approximately $923,280.

F. What should I consider as I prepare
my comments for EPA?

1. Submitting CBI

Do not submit CBI to EPA through
https://www.regulations.gov or email. If
you wish to include CBI in your
comment, please follow the applicable
instructions at https://www.epa.gov/
dockets/commenting-epa-docketst#rules
and clearly mark the part or all of the
information that you claim to be CBI. In
addition to one complete version of the
comment that includes information
claimed as CBI, a copy of the comment
that does not contain the information
claimed as CBI must be submitted for
inclusion in the public docket.
Information so marked will not be
disclosed except in accordance with
procedures set forth in 40 CFR part 2.

2. Tips for Preparing Your Comments

When preparing and submitting your
comments, see the commenting tips at
https://www.epa.gov/dockets/
commenting-epa-dockets.

II. Background

As enacted in 1976, TSCA provided
EPA with authority to require reporting,
recordkeeping, and testing, and to issue
restrictions relating to chemical
substances and/or mixtures. TSCA
section 5(a)(1) required that a person
submit to EPA a notice at least 90 days
before commencing manufacture of a
new chemical substance or manufacture
or processing of a chemical substance
for a use which EPA determined to be
a significant new use. TSCA section 5(e)
provided that EPA could issue a
proposed order to regulate a chemical
substance for which a notice was
submitted under TSCA section 5(a)(1) if
it determined that: (1) the information
available to EPA is insufficient to permit
a reasoned evaluation of the health and
environmental effects of the chemical
substance, and (2) the manufacture,
processing, distribution in commerce,
use, or disposal of the chemical
substance may present an unreasonable
risk of injury to health or the
environment in the absence of sufficient
information, or the chemical substance
is or will be produced in substantial
quantities and may either enter the
environment in substantial quantities or
result in significant or substantial
human exposure. Further, TSCA section
5(f) required EPA to issue a proposed
rule or proposed order to regulate the
chemical substance, or to seek an
injunction to prohibit the manufacture,
processing, or distribution in commerce
of the chemical substance, if it found
that there is a reasonable basis to
conclude that the chemical substance
presents or will present an unreasonable
risk of injury to health or the
environment.

Under the 1976 law, EPA was not
obligated to make a determination or
finding regarding unreasonable risk for
each notice submitted under TSCA
section 5(a)(1). However, if EPA decided
to take action under TSCA section 5(e)
or 5(f), TSCA required EPA to do so
within 90 days of receiving the notice
(or up to 180 days if EPA extended the
notice period pursuant to TSCA section
5(c)). If EPA did not take action during
that time, manufacturing or processing
of the chemical substance could
commence.

EPA’s obligations with respect to
making determinations on notices
submitted under TSCA section 5(a)(1)
fundamentally changed with the
passage of the 2016 Lautenberg
Amendments. The 2016 Lautenberg
Amendments added a new paragraph to
TSCA at section 5(a)(3) titled “Review
and Determination,” under which EPA
must review and make a determination
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pertaining to the likelihood of risk on all
notices received under TSCA section
5(a)(1), which include PMNs, SNUNs
and MCANSs, within the applicable
review period and lists five types of risk
determinations available to EPA.

EPA’s obligation to take action after
making a determination on a notice
submitted under TSCA section 5(a)(1)
also changed with the passage of the
2016 Lautenberg Amendments. Under
amended TSCA, EPA is required to
issue an order pursuant to TSCA section
5(e) when it makes a determination
under TSCA section 5(a)(3)(B) that: (1)
the information available to EPA is
insufficient to permit a reasoned
evaluation of the health and
environmental effects of the chemical
substance or significant new use; (2) in
the absence of sufficient information,
the manufacture, processing,
distribution in commerce, use, or
disposal of the chemical substance may
present an unreasonable risk of injury to
health or the environment, without
consideration of costs or other non-risk
factors, including an unreasonable risk
to a potentially exposed or susceptible
subpopulation (PESS) identified as
relevant by EPA; or (3) the chemical
substance is or will be produced in
substantial quantities and may either
enter the environment in substantial
quantities or result in significant or
substantial human exposure. EPA must
issue an order to prohibit or limit the
manufacture, processing, distribution in
commerce, use, or disposal of the
chemical substance to the extent
necessary to protect against an
unreasonable risk of injury to health or
the environment, without consideration
of costs or other non-risk factors,
including an unreasonable risk to a
potentially exposed or susceptible
subpopulation identified as relevant by
EPA under the conditions of use.

Furthermore, TSCA section 5(f)
requires EPA to issue either an order or
a proposed rule under TSCA section
6(a) when EPA makes a determination
under TSCA section 5(a)(3)(A) that a
chemical substance or significant new
use presents an unreasonable risk of
injury to health or the environment,
without consideration of costs or other
non-risk factors, including an
unreasonable risk to a potentially
exposed or susceptible subpopulation
identified as relevant by EPA under the
conditions of use. If EPA issues an order
under TSCA sections 5(e) or 5(f), it must
do so no later than 45 days before the
expiration of the applicable review
period.

Lastly, when EPA makes a
determination under TSCA section
5(a)(3)(C) that a chemical substance or

significant new use is not likely to
present an unreasonable risk of injury to
health or the environment, without
consideration of costs or other non-risk
factors, including an unreasonable risk
to a potentially exposed or susceptible
subpopulation identified as relevant by
EPA under the conditions of use, EPA
must publish a statement of its finding
in the Federal Register according to
TSCA section 5(g).

In summary, the 2016 Lautenberg
Amendments require EPA to review
each notice submitted under TSCA
section 5(a)(1), make a determination on
that notice, and take the action required
in association with that determination
within the applicable review period.
Under TSCA section 5(i)(3), the
“applicable review period” means 90
days from the date EPA receives a notice
under TSCA section 5(a)(1), or up to 180
days from that date if EPA extends the
applicable review period according to
the provisions in TSCA section 5(c).
TSCA section 5(c) allows EPA to extend
the original 90-day review period by up
to another 90 days for good cause and
requires the reasons for the extension to
be published in the Federal Register.
The 2016 Lautenberg Amendments also
added TSCA section 5(a)(4) explaining
that a failure by EPA to render a
determination within the applicable
review period would not relieve EPA of
any requirement to make such
determination, but would, with certain
exceptions, result in a fee refund to the
notice submitter.

TSCA section 5(h) was not
significantly amended by the 2016
Lautenberg Amendments. TSCA section
5(h) provides EPA the authority to
exempt a person from certain TSCA
section 5 requirements under certain
situations, such as if the person will
manufacture the chemical substance for
test marketing purposes, in small
quantities for scientific
experimentation, or under other
conditions that will not present an
unreasonable risk of injury to health or
the environment, including an
unreasonable risk to a potentially
exposed or susceptible subpopulation
identified by EPA under the conditions
of use. EPA developed the LVE and
LoREX regulations in 1995 pursuant to
TSCA section 5(h)(4) (60 FR 16336,
March 29, 1995).

EPA’s regulations related to TSCA
section 5 are codified in Title 40,
Chapter I, Subchapter R of the Code of
Federal Regulations (CFR). They
include:

e Regulations related to PMNs, which
are codified at 40 CFR part 720;

o Regulations pertaining to SNUNSs,
which are codified at 40 CFR part 721;

¢ Regulations pertaining to certain
exemptions, which are codified at 40
CFR part 723; and

e Regulations pertaining to MCANs
and microorganism-related exemptions,
which are codified at 40 CFR part 725.

The information requirements
codified for PMNs in 40 CFR 720.45
generally also apply to SNUNs under 40
CFR part 721 (see 40 CFR 721.1(c) and
721.25(a), which cross-references 40
CFR part 720) and to LVEs and LoREXs
submitted under 40 CFR 723.50 (see 40
CFR 723.50(e)(2), which cross-
references 40 CFR 720.45). As a result,
the proposed amendments to the
requirements in 40 CFR 720.45 would
apply to PMNs and also to SNUNS,
LVEs, and LoREXs. The review
procedures for PMNs codified in 40 CFR
part 720 generally also apply to SNUNs
under 40 CFR part 721 (see 40 CFR
721.25(c)) but not to exemptions under
40 CFR part 723, so the amendments to
the part 720 review procedures
proposed in this action would apply to
PMNs and also to SNUNs but not to
such exemptions. Neither the
information requirements nor the
review procedures in 40 CFR part 720
apply to MCANSs or microorganism-
related exemptions under 40 CFR part
725, so EPA is also proposing
amendments to the MCAN and
microorganism-related exemption
regulations at 40 CFR part 725.

III. Summary of Proposed Rule

A. Amendments To Conform
Regulations to 2016 Lautenberg
Amendments

EPA is proposing changes to the PMN
procedural regulations at 40 CFR part
720 to align them with the notice review
and determination requirements in
TSCA section 5, as amended by the
2016 Lautenberg Amendments. These
procedural regulations also generally
apply to SNUNs under 40 CFR part 721
(see 40 CFR 721.1(c) and 721.25(c)).
EPA is also proposing similar changes to
the MCAN procedural regulations at 40
CFR part 725 to align them with the
same notice review and determination
requirements added by the 2016
Lautenberg Amendments. EPA has been
implementing the amended statutory
requirements but has not yet codified
these updates into the new chemicals
procedural regulations. The Agency is
now proposing to amend the regulations
to specify that EPA must make a
determination on each PMN, SNUN,
and MCAN received before the
submitter may commence
manufacturing (which includes
importing) or processing and to list the
five possible determinations and the
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actions required in association with
those determinations. EPA is also
proposing to add definitions for new
terms and to update existing
terminology introduced by the 2016
Lautenberg Amendments.

1. Commencement of Manufacture or
Processing

Prior to the passage of the 2016
Lautenberg Amendments, TSCA did not
require EPA to make a risk
determination on each notice submitted
under TSCA section 5(a)(1). Rather,
TSCA required the submission of a
notice at least 90 days before
manufacturing a new chemical
substance, or manufacturing or
processing a chemical substance for a
significant new use. If EPA did not take
any regulatory action on a notice, the
submitter could commence the
manufacturing or processing after 90
days (or up to 180 days if EPA extended
the notice period pursuant to TSCA
section 5(c)). Promulgated in 1983, the
PMN procedural regulation at 40 CFR
720.75(d) reflects that prior statutory
provision and states that “in the absence
of regulatory action by EPA under
section 5(e), 5(f), or 6(a) of the Act, the
submitter may manufacture or import
the chemical substance even if the
submitter has not received notice of
expiration [of the review period].” A
similar provision was promulgated in
the MCAN procedural regulations in
1997 at 40 CFR 725.170(b) and (c).

The 2016 Lautenberg Amendments
changed the requirements of TSCA
section 5(a) by adding section
5(a)(1)(B)(ii) and (a)(3), which require
EPA to conduct a review of each notice
submitted under TSCA section 5(a)(1),
make a determination on the notice, and
take the action required in association
with that determination before a
submitter can commence the
manufacture of a new chemical
substance or the manufacture or
processing of a chemical substance for
a significant new use. Since amended
TSCA went into effect, EPA has been
implementing the new law by making a
determination and taking any required
action on each PMN, SNUN, and MCAN
received. However, the outdated
regulatory text at 40 CFR 720.75(d) and
725.170(b) and (c) is still in place, even
though it has been superseded by the
amendments to the statute.

Therefore, in this action, EPA is
proposing to amend 40 CFR 720.75(d)
by removing the outdated language
allowing the submitter to commence
manufacture of a chemical substance
when the review period expires and
adding new language specifying that
EPA must issue a determination and

take any required action on each PMN
before manufacture may commence.
EPA is also proposing to amend 40 CFR
721.25(d) to state that any person
submitting a SNUN shall not
manufacture or process a chemical
substance for a significant new use until
EPA has issued a determination with
respect to the significant new use and
taken the actions required in association
with that determination. Likewise, EPA
is proposing to amend 40 CFR
725.170(b) and (c) by removing similar
outdated language allowing the
submitter to commence manufacture of
a new microorganism or manufacture or
processing of a microorganism for a
significant new use when the review
period expires and adding new language
specifying that EPA must issue a
determination and take any required
action on each MCAN before
manufacture may commence.

2. Required Determinations and
Associated Actions

As previously described, the 2016
Lautenberg Amendments added a new
paragraph at TSCA section 5(a)(3) titled
“Review and Determination,” which
lists the five possible determinations
that EPA may make on a notice. To
improve clarity and help inform the
regulated community about EPA’s
statutory obligations under TSCA
section 5(a)(3), EPA is proposing to
further amend 40 CFR 720.75(d) and
725.170 by listing the five possible
determinations for each PMN, SNUN, or
MCAN.

EPA is also proposing to add language
to 40 CFR 720.75(d) and 725.170(b) to
describe the actions that EPA must take
in association with its determination for
a PMN, SNUN, or MCAN. EPA is
proposing to codify those actions, which
EPA has been implementing, as
applicable, for every PMN, SNUN, and
MCAN since the 2016 Lautenberg
Amendments, to be clear about EPA’s
review process to the public. The five
possible determinations and associated
actions are as follows:

¢ When EPA makes a determination
for a PMN, SNUN, or MCAN according
to TSCA section 5(a)(3)(C) that the new
chemical substance or significant new
use is not likely to present an
unreasonable ri