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Amended Law

The Frank R. Lautenberg Chemical Safety for the 21st Century Act

— Amended and updated the Toxic Substances Control Act
(TSCA)

— Signed on June 22, 2016
— Went into immediate effect
— Many deadlines now approaching on prioritization and risk
evaluation
Significance
— First major update to TSCA in 40 years (1976)

— Passed with overwhelming bipartisan support in both the U.S.
House and Senate

— Received support from chemical industry and downstream
users of chemicals, NGOs, and other stakeholders
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Pre-TSCA Reform

Stakeholder Concerns:

No requirement that EPA review existing chemicals.

No requirement that EPA make affirmative determinations on
new chemical notifications

Little EPA review of CBI claims
Patchwork of state actions in absence of Federal action

Slow progress moving non-animal tests from laboratory to
TSCA decision-making
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Amended TSCA
Changes Related to Existing Chemicals

Mandatory duty on EPA to evaluate existing chemicals — clear
and enforceable deadlines

Chemical assessment is risk-based:; without consideration of
costs or other non-risk factors

EPA must consider risks to potentially exposed or susceptible
subpopulations determined to be relevant to the evaluation
Unreasonable risks identified in risk evaluation must be
addressed

Expanded authority to more quickly require development of
chemical information when needed
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Existing Chemicals
Fee Program
Alternatives
Inventory Update
Mercury
Transparency/CBI

Published list of first 10
chemicals for risk
evaluation

Scientific Advisory

Committee on Chemicals
chartered

December 19

TSCA Milestones: 2016-2018

Proposed prioritization
process rule

January 17
Proposed risk evaluation

process rule
January 19

Active-inactive
inventory rule
proposed

[ anuary 13

Lautenberg Act
Signed into Law
June 22

Section 6 rules for
TCE, MC, and NMP
proposed

Dec. ‘16-Jan. 17

Mercury inventory
report published

C arch 25

First Anniversary of

Lautenberg

Published final risk
evaluation process rule

Published scopes for the
first 10 chemicals

Published final
prioritization process
rule

June 22

Final active-inactive
inventory rule

Second Anniversary of
Lautenberg

Strategic plan to
reduce vertebrate
animal testing
proposed

March 12

Issued final strategic
plan to reduce
vertebrate animal

. Final fees rule
testing

published

Expanded access to
CBI guidance

Mercury inventory
rule proposed

October 26

Fees rule proposed

Systematic review  Published
approach published ]

TSCA unique
Problem formulations identifier policy
for the first 10 published
published )

CBI generic name

June 1

guidance published

June 22
Released first

Final mercury draft risk
inventory rule evaluation (PV29)
November 4

Pre-prioritization
approach
published
September 27
1

2016

2017

2018
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TSCA Milestones:

Existing Chemicals
' Inventory Update
Transparency/CBI

First inventory with
active/inactive
status

February 19

Third Anniversary of
Lautenberg
Proposed _
amendments to CDR ~ Received 2
Rule Manufacturer
Requested Risk
Final Asbestos SNUR Evaluations

April

Proposed
procedures for
chemical identity

Held first SACC
Meeting (PV 29)
Meeting

Proposed high- and
low- priority
designations for 40

2019 and Beyond

Deadline for finalizing
20 high-priority and 20
low-priority
designations and
initiating next 20 risk
evaluations

December

Deadline for finalizing first 10

Aprilzd Proposed PBT rule chemicals risk evaluations
el EHErE S Aug 13 and 23 December 2019-June 2020
final rule New Poli First inventory with
s s . ew Folicy on Unique ID . .
Initiated prioritization - q Deadline to issue
TSCA CBI
on 20 high- and 20 low- ofS %efgdeﬁgtllces procedures for
priority candidate TS i chemical identity
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1
March ! i !
: : : :
: : i :
: i : ;
Jan. Feb. Mar. Apr. May June July Aug Sept. Oct. Nov. Dec. Jan. Feb.

2019
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Going Forward



Importance of Information and
Dialogue on TSCA Chemicals

Manufacture (including import), processing, distribution, use, disposal, and
release information is important for understanding conditions of use.

Conditions of use means the circumstances where a chemical substance
is intended, known or reasonably foreseen to be manufactured,
processed, distributed, in commerce, used, or disposed of.

Detailed use information helps EPA understand how the chemical is used,
the amounts of a chemical used, how the chemical is distributed in
commerce, and the exposure scenarios for the use.

Risk evaluations require complex decisions that are best informed by
complete and high quality information.
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Importance of Information (continued)

* Receiving information early in the prioritization and
risk evaluation processes is most helpful to ensuring
an expeditious evaluation that does not require
analytical rework.

 Comprehensive hazard and exposure information,
information on potentially exposed or susceptible
subpopulations, and information that is relevant to
specific risks of injury to health or the environment,
improves accuracy of risk evaluations.

e See
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https://www.epa.gov/assessing-and-managing-chemicals-under-tsca/submitting-information-tsca-work-plan-chemicals-inform

Draft Risk Evaluations for First 10

Chemicals

The Agency will use the scientific advice, information and
recommendations from the SACC, as well as public comments, to

inform the final risk evaluations.
PV-29

— SACC report submitted on September 20, 2019
HBCD and 1,4-Dioxane

— SACC report submitted on November 5, 2019
1-Bromopropane

— SACC Meeting September 10-12, 2019.

— Public comment period ended October 11, 2019.
Methylene Chloride

— Draft risk evaluation released on October 29

— SACC meeting week of December 2

N-methylpyrrolidone (NMP)
— Draft risk evaluation released on November 4
— SACC meeting week of December 2
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Prioritization for Risk Evaluation

EPA must begin risk evaluations on 20 high priority chemicals
ggﬁlgdesignate 20 chemicals as low priority by December 22,

Draft dossiers for substances designated as a high- and low-
priority published in the Federal Register for 90-day public
comment.

— Low-Priority: August 15, 2019 - November 13, 2019

— High-Priority: August 23, 2019 - November 21, 2019

— Also published Approach Document for Screening Hazard Information

for both Low- and High-Priority Substances Under TSCA

Once substances receive final designation as a high priority, risk
evaluation process begins. EPA will issue draft scopes for public
comment prior to issuing the statutorily required final scopes 6
months after initiating the risk evaluation.

Issuance of scopes triggers “pause” preemption.
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Risk Management

Under TSCA, EPA is authorized to take action to address
chemicals that pose potentially unreasonable risks to
human health or the environment.

The Frank R. Lautenberg Chemical Safety for the 21st
Century Act enhanced EPA’s authority to take action on
certain PBT chemicals and to address risks from existing
chemicals following risk evaluation.

Risk management under section 6 includes the final rule
to address the unreasonable risks presented by
methylene chloride in paint and coating removal for
consumer use.

— Issued March 15, 2019

— After November 22, 2019, prohibitions on retailer distribution
take effect
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Section 6(h) on Persistence,
Bioaccumulative, and Toxic Chemicals

Section 6(h) requires EPA to take expedited regulatory
action to address risks from certain PBT chemicals.

The provision includes certain criteria and selection
restrictions for identifying the PBTs and does not mandate
expedited action for PBT chemicals for which timely
manufacturer requests for risk evaluations were received.

The law gave EPA three years to propose rules to address
risks and to reduce exposures to the extent practicable.
EPA must finalize the rules within 18 months of proposal.

— Proposed rule on June 21, 2019.

— Comment period closed October 28; currently reviewing
comments.
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New Chemicals

 EPA must make an affirmative finding of
potential risk on new chemicals or significant
new uses of existing chemicals, before those
chemicals or significant new uses can enter
the market.

* Reviews underway at time of enactment were
considered resubmitted and review period
restarted; additional notices continued to be
received, resulting in a backlog of cases.
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Cases under Review by EPA

There are 388 PMN/SNUN/MCAN cases in the chemical review process; of these, approximately 44 cases are in the risk assessment phase, 99 cases are in the risk characterization phase, 155 cases
are awaiting additional information from the submitter, 79 cases are in the regulatory decision and action development stage, and 11 cases are awaiting the submitter signature for an Order.
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Case Tracker

The graphic below describes the number of active cases (PMNs, SNUNs, MCANs) currently under review by EPA and their stage of review.

Active Cases under Review by EPA (PMN/SNUN/MCAN, as of 10/1/2019, 388 cases total)

*To be updated monthly.

To see 3 list of case numbers in each stage of the review process, click on the number link in the box for that stage. This will open a new tab in your browser window.
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What happens at each stage of the EPA review?

revisiting may be required

EPA’s new chemicals review process for active cases under review includes six key stages:

Pre-Submission - Companies are encouraged to contact EPA’s new chemicals program to set up a “pre-notice consultation” to discuss their new chemical submission and understand the Agencvy’s
<
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o We've made some changes to EPA.gov. If the information you are looking for is not here, you may be able to find it on the EPA Web Archive or the January 19, 2017 Web Snapshot.

0 United States
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\’ Agency

Environmental Topics Laws & Regulations About EPA

Reviewing New Chemicals under the Toxic Substances Control

Act (TSCA)

All Active New Chemical Cases under TSCA §5

Close X

CONTACT US

SHARE @ @ @

These search results display all active new chemical cases under review by EPA and the current stage of the review
process for each case.

Export All Cases to Excel (25K)

e Return to active cases flow chart.

o View the final status of cases reviewed under Section 5 of TSCA.

Showing 1 to 388 of 388 Total Cases

Show |All v entries Search:
Case Number Status

P-19-0189 Risk Assessment

P-19-0188 Risk Assessment

P-19-0187 Risk Assessment

P-19-0184 Risk Assessment

P-19-0182 Risk Assessment
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EPA Chemical Safety
@EPAChemSafety

News and information from U.S. EPA's Office of
Chemical Safety and Pollution Prevention. Neither
RT nor @mentions imply endorsement.

®© Washington, DC & epa.gov/aboutepa/about...
Joined August 2014
21 Following 884 Followers

Followed by Valerie Volcovici, U.S. EPA,
EPA All Nations, and 1 other

Tweets Tweets & replies  Media Likes

EPA Chemical Safety @EPAChe... - 2h
Looking for an exciting leadership
opportunity? If you're interested in
providing leadership in managing all our
#TSCA and pollution prevention activities
— check out the details in our posting at
go.usa.gov/xyEkp
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Our Office of Pollution Prevention
Toxics evaluates industrial chemicals,
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TSCA Overview:

 Ensuring the Safety of
Chemicals in our Everyday
Lives
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https://www.youtube.com/watch%3Fv=q3khHQytzco
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