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Overview of
EPA’s Updated Working Approach
to Making Determinations
Under Section 5 of TSCA
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TSCA New Chemicals Program

« Section 5 of TSCA requires advance notice to EPA from
any person intending to manufacture/process either:
— “New” chemical substances (i.e., not on the TSCA Inventory), or

— “Significant new uses” of existing chemicals (as defined by EPA
via rulemaking)

 EPA must review within 90 days (with possibility for
statutory extension and voluntary suspension)

« If the review identifies unreasonable risks, EPA must
impose prohibitions or limits on the manufacturing,
processing, distribution in commerce or use of the

chemical necessary to protect against unreasonable risks
4



TSCA 5(a)(3) Determinations

Presents an unreasonable risk of injury to health or the

environment

Available Information is insufficient to allow the Agency to
make a reasoned evaluation of the health and environmental
effects

In the absence of sufficient information, may present an
unreasonable risk of injury to health or the environment

Produced in substantial quantities and either enters or may
enter the environment in substantial quantities or significant or
substantial human exposure to the chemical; or

Not likely to present an unreasonable risk of injury to health or
the environment




2017 Working Approach

November 6, 2017 — EPA released the “New Chemicals

Decision-Making Framework: Working Approach to
Making Determinations under Section 5 of TSCA” for
public comment

December 6, 2017 — Public meeting to discuss and
receive additional input




2019 Updated Working Approach

— Additional clarification and detail throughout

— General guiding principles and concepts for
making determinations

— Decision-making logic and key questions that EPA
must address; and

— Example application of the Working Approach to
reach determinations under TSCA section 5(a)(3)



Guiding Principles and Concepts

* QOverall Policy

 Risk-Based Approach

« Conditions of Use

 Information Sufficiency
 Unreasonable Risk

« Testing Requirements

« Scientific Standards and Evidence
« Significant New Use Rules




Guiding Principles and Concepts

 Conditions of Use

— “Intended”
« Circumstances as stated in the section 5 submission, including
hazard/exposure mitigating practices and controls
— “Known”

 Less common for “new” chemicals; circumstances where
chemical is already manufactured but is not required to appear
on the TSCA Inventory (e.g., under a TSCA section 5(h)
exemption)

— “Reasonably Foreseen”

 Future circumstances that EPA might expect to occur; fact-

specific; based on Agency'’s professional judgment, experience and
discretion 9



Guiding Principles and Concepts

Information Sufficiency

— Critical for identifying which among the five
available determinations might be appropriate

— “Sufficient” information is not necessarily complete
or perfect information

— Analogue data may be sufficient to conduct a
reasoned evaluation
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Guiding Principles and Concepts

 Significant New Use Rules (SNURs)

— EPA utilizes SNURs in the TSCA New Chemicals
program in three ways:

« SNURs that follow a TSCA section 5(e) or 5(f) order

 SNURSs that precede a “Not Likely” determination

« SNURs that follow a “Not Likely” determination

11



Key Questions:

 What are the intended, known and reasonably
foreseen conditions of use?

* Does EPA have sufficient information to perform a
reasoned evaluation? and

« Can EPA address information deficiencies or risk
concerns for reasonably foreseen conditions of use
through the issuance of a SNUR?

12



“Reasonably Foreseen” COUs

* Evidence-based approach supported by
professional judgment, experience, and discretion

— Evidence of a particular use of new chemical
outside the U.S.

— Structural analogues with at least one use in
common with an intended condition of use for
the new chemical

— Condition of use in original submission but

removed via amendment
13



COUs Involving Workers

— Initial assessment includes consideration of engineering
controls described in notice, but not PPE. If risks are
preliminarily identified, EPA then considers whether the risks
would be mitigated by the use of PPE, considering OSHA's
hierarchy of controls.

— Safety Data Sheet (SDS) reflects Agency analysis of
measures necessary to protect workers from hazards
identified in EPA’s assessment

— General expectation of compliance with federal and state laws
to protect workers, including OSHA'’s worker protection and
hazard communication standards

— With some exceptions, PPE that mitigates risk can lead to a

Not Likely determination. y



Information Sufficiency

« Sufficient information
» “presents unreasonable risk”
* “not likely to present unreasonable risk™
» Substantial volume/exposure

 |nsufficient information
» “insufficient information”
 “insufficient information and may present unreasonable risk”
» Substantial volume/exposure
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SNURs

 If reasonably foreseen conditions of use are identified:

— EPA evaluates whether a SNUR can address any
iInformation deficiencies or risk concerns

— The reasonably foreseen condition(s) of use are identified
as “significant new uses”

— A SNUR ensures that any manufacturing or processing
activity for the reasonably foreseen conditions of use
would be subject to review by EPA if/before it occurs

16



Next Steps

» EPA continues to strive for increased transparency with
TSCA implementation, including the New Chemicals
program

 EPA will release the updated “Working Approach”
document by the end of the year

— Availability to be announced via Federal Register notice, email
listserv notification and EPA website

* Provide opportunity for additional public comment

17
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Application of
Working Approach:
Case Examples



Case Example Overview

— Step 1. Identification of conditions of use
* Intended
« Known
* Reasonably foreseen
— Step 2. Hazard identification/characterization
 Human health hazards
 Environmental hazards
— Step 3. Risk assessment

— Step 4. Risk management, resulting in a determination
(regulatory outcome)

Case examples are based on real cases, but some details
have been modified or simplified to protect confidential
business information and illustrate key concepts.

19



Example 1

— Chemical ID: fatty acid polymer

— Intended conditions of use: Import for use as an
adhesion-enhancing resin for industrial spray
applications to wood products

20



Example 1

— Chemical ID: fatty acid polymer

— Intended conditions of use: Import for use as an
adhesion-enhancing resin for industrial spray
applications to wood products

— Known conditions of use: None
* No previous submissions for the new chemical substance

21



Example 1

— Chemical ID: fatty acid polymer

— Intended conditions of use: Import for use as an
adhesion-enhancing resin for industrial spray
applications to wood products

— Known conditions of use: None

— Reasonably foreseen conditions of use: None
* No patents identified
* No analogues used for the same use plus another use
 No amendments to the submission

22



Example 1

— Chemical ID: fatty acid polymer

— Intended conditions of use: Import for use as an
adhesion-enhancing resin for industrial spray
applications to wood products

— Known conditions of use: None
— Reasonably foreseen conditions of use: None

— Hazard identification:
» Human health hazard: Low hazard
 Environmental hazard: Low hazard

23



Example 1

— Chemical ID: fatty acid polymer

— Intended conditions of use: Import for use as an
adhesion-enhancing resin for industrial spray
applications to wood products

— Known conditions of use: None
— Reasonably foreseen conditions of use: None
— Hazard identification: Low hazard

— Risk assessment: Risks were not identified for
workers, the general population, consumers, or the
environment.

24



Example 1

— Chemical ID: fatty acid polymer

— Intended conditions of use: Import for use as an adhesion-
enhancing resin for industrial spray applications to wood
products

— Regulatory outcome: “Not Likely”

 The new chemical substance is not likely to
present an unreasonable risk.

 Due to low hazard, EPA believes that this chemical
substance would be not likely to present an
unreasonable risk even if potential exposures
were high.

 No SNUR.

25



Example 2

— Chemical ID: Methylated imidazole

— Intended conditions of use: Import for use as a
chemical intermediate in the synthesis of a polymer

* No water releases

* PPE described in Safety Data Sheet (SDS)

— Impervious gloves
— Respiratory protection
— Eye protection

26



Example 2

— Chemical ID: Methylated imidazole

— Intended conditions of use: Import for use as a
chemical intermediate in the synthesis of a polymer

— Known conditions of use: None
* No previous submissions for the new chemical substance
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Example 2

— Chemical ID: Methylated imidazole

— Intended conditions of use: Import for use as a
chemical intermediate in the synthesis of a polymer

— Known conditions of use: None

— Reasonably foreseen conditions of use: None
* No patents identified
* No analogues used for the same use plus another use
 No amendments to the submission

28



Example 2

— Chemical ID: Methylated imidazole

— Intended conditions of use: Import for use as a
chemical intermediate in the synthesis of a polymer

— Known conditions of use: None
— Reasonably foreseen conditions of use: None

— Hazard identification:

» Human health hazards: Irritation and corrosion to all tissues,
developmental effects, and liver toxicity

* Environmental hazard: Predicted toxicity values indicate high
environmental hazard (acute and chronic COC of 115 ppb and
7 ppb, respectively)
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Example 2

— Chemical ID: Methylated imidazole

— Intended conditions of use: Import for use as a chemical intermediate in the
synthesis of a polymer

— Known conditions of use: None
— Reasonably foreseen conditions of use: None
— Hazard identification:

 Human health hazards: Irritation and corrosion to all tissues, developmental
effects, and liver toxicity

* Environmental hazard: High hazard
— Risk assessment:
* Risks to workers:
— Developmental and liver toxicity via dermal exposure

— Irritation and corrosion hazards for dermal and inhalation
exposure to workers

— Exposures can be mitigated with appropriate PPE, consistent
with the SDS prepared by the submitter.

* Risks to the general population, consumers, or environment were
not identified.

30



Example 2

— Chemical ID: Methylated imidazole

— Intended conditions of use: Import for use as a
chemical intermediate in the synthesis of a polymer

— Regulatory outcome: “Not Likely” followed by SNUR.

 The new chemical substance is not likely to
present an unreasonable risk under the intended
conditions of use (which include the PPE
described in the SDS), and there were no known

or reasonably foreseen conditions of use
identified.

« EPA has followed the determination with a SNUR.
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Example 2

— SNUR to ensure that circumstances which are not
reasonably foreseen but may present risk concerns
will not occur absent notification to EPA

Significant New Use Rationale

Manufacture was not assessed and
could result in greater worker

Domestic manufacture )
exposures or environmental

releases
Release of a manufacturing, Based on high estimated
processing, or use stream into environmental hazard, releases
waters of the US exceeding a exceeding this level could present
surface water concentration of 7 an unreasonable risk

ppb
32



Example 3

— Chemical ID: Silsesquioxane polymer

— Intended conditions of use: Import for use as an
additive to asphalt mixtures and asphalt emulsions

* PPE described in SDS:
— Impervious gloves

33



Example 3

— Chemical ID: Silsesquioxane polymer

— Intended conditions of use: Import for use as an
additive to asphalt mixtures and asphalt emulsions

— Known conditions of use: None
* No previous submissions
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Example 3

— Chemical ID: Silsesquioxane polymer

— Intended conditions of use: Import for use as an
additive to asphalt mixtures and asphalt emulsions

— Known conditions of use: None

— Reasonably foreseen conditions of use: Use as a
waterproofing agent for masonry, based on
amendments to the PMN

» The initial PMN described a use as a waterproofing agent for
masonry, but due to unreasonable risks to human health
identified in EPA’s initial assessment, the PMN was amended
to remove this intended use.

» Therefore, this use is now considered reasonably foreseen.
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Example 3

— Chemical ID: Silsesquioxane polymer

— Intended conditions of use: Import for use as an
additive to asphalt mixtures and asphalt emulsions

— Known conditions of use: None

— Reasonably foreseen conditions of use: Use as a
waterproofing agent for masonry

— Hazard identification:

 Human health hazards: Irritation to skin and eyes, kidney
toxicity, and lung effects (waterproofing)

* Environmental hazard: High environmental hazard (acute and
chronic COCs of 80 ppb and 8 ppb, respectively)
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Example 3

— Chemical ID: Silsesquioxane polymer
— Hazard identification:

 Human health hazards: Irritation to skin and eyes, kidney
toxicity, and lung effects (waterproofing)

 Environmental hazard: High hazard
— Risk assessment:
* Risks to workers:
— Kidney toxicity via dermal exposure
— Irritation hazards for dermal exposure

— Exposures can be mitigated with appropriate PPE,
consistent with the SDS prepared by the submitter

— No inhalation exposures to workers under the
amended intended conditions of use

* Risks to the general population, consumers, or
environment were noft identified.

37



Example 3

— Chemical ID: Silsesquioxane polymer

— Intended conditions of use: Import for use as an
additive to asphalt mixtures and asphalt emulsions

— Regulatory outcome: “Not Likely” preceded by
SNUR.

 The new chemical substance is not likely to present an
unreasonable risk under the intended conditions of use
(which include the PPE described in the SDS).

 EPA proposed a SNUR to prevent certain conditions of
use without notice to EPA, including those which are

reasonably foreseen.
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Example 3

— SNUR to prevent risk from conditions of use which may
present an unreasonable risk

Significant New Use

Use other than as an asphalt additive

or asphalt emulsion additive

Use in a manner that results in
inhalation exposure to respirable
droplets or particles

Release of the substance from
manufacturing, processing, or use
resulting in surface water
concentrations that exceed 8 ppb

Rationale

Other conditions of use, including
those which are reasonably foreseen,
should be reviewed by EPA based on

the identified hazards

Based on the identified hazards,
changes to the conditions of use
resulting in inhalation of the substance
should be reviewed by EPA

Based on high estimated
environmental hazard, releases
exceeding this level could present an
unreasonable risk
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Example 4

— Chemical ID: Phosphorous acid ester

— Intended conditions of use: Import as a liquid to be
used in rigid and flexible PVC processing as a
booster of PVC stabilizers

* PPE described in SDS:
— Impervious gloves

— NIOSH-certified respirator with an APF of 50 (or APF of 1,000 if
spray applied)
— Safety glasses
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Example 4

— Chemical ID: Phosphorous acid ester

— Intended conditions of use: Import as a liquid to be
used in rigid and flexible PVC processing as a
booster of PVC stabilizers

— Known conditions of use: Use as an additive in
coating resins

» EPA previously received 2 Low Volume Exemptions for this
substance (one requires use of a respirator with an APF of at
least 1,000 due to spray application)

41



Example 4

— Chemical ID: Phosphorous acid ester

— Intended conditions of use: Import as a liquid to be
used in rigid and flexible PVC processing as a
booster of PVC stabilizers

— Known conditions of use: Use as an additive in
coating resins

— Reasonably foreseen conditions of use: Multiple
uses other than as described in the PMN, including
spray application without a respirator with an APF of
1,000
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Example 4

— Chemical ID: Phosphorous acid ester

— Reasonably foreseen conditions of use: Multiple
uses other than as described in the PMN, including
spray application without a respirator with an APF of
1,000

* Patents:
— Use as a stabilizer for various polymers
— Use in hot melt adhesives
— Use as a liquid antioxidant
— Use in a method for production of color effects in coatings
— Use in methods for suppressing isomerization of olefin
metathesis products
» Information in LVE: One of the LVEs intended spray
application but did not include a respirator with an APF of
1,000.
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Example 4

Chemical ID: Phosphorous acid ester

Intended conditions of use: Import as a liquid to be used in
rigid and flexible PVC processing as a booster of PVC
stabilizers

Known conditions of use: Use as an additive in coating
resins

Reasonably foreseen conditions of use: Multiple uses
other than as described in the PMN, including spray
application without a respirator with an APF of 1,000

Hazard identification:

 Human health hazards: Irritation, sensitization, and systemic and
reproductive effects

 Environmental hazard: Low
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Example 4

Chemical ID: Phosphorous acid ester

Intended conditions of use: Import as a liquid to be used in rigid and
flexible PVC processing as a booster of PVC stabilizers

Known conditions of use: Use as an additive in coating resins

Reasonably foreseen conditions of use: Multiple uses other than as
described in the PMN, including spray application without a respirator
with an APF of 1,000

Hazard identification:

 Human health hazards: Irritation, sensitization, and systemic and
reproductive effects

 Environmental hazard: Low hazard

Risk assessment:

* Risks to workers:
— Systemic and reproductive effects via dermal exposure

— Irritation and sensitization hazards for dermal and inhalation
exposure

— Exposures can be mitigated with appropriate PPE, consistent
with the SDS prepared by the submitter.

* Risks to the general population, consumers, or environment were
not identified. 45



Example 4

— Chemical ID: Phosphorous acid ester

— Intended conditions of use: Import as a liquid to be
used in rigid and flexible PVC processing as a
booster of PVC stabilizers

— Regulatory outcome: “Not Likely” preceded by
SNUR.

 The new chemical substance is not likely to present an
unreasonable risk under the intended conditions of use
(which include the PPE described in the SDS).

 EPA proposed a SNUR to prevent certain conditions of use,
including those which are reasonably foreseen.
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Example 4

— SNUR to prevent risk from reasonably foreseen
conditions of use as well as other circumstances
which may present an unreasonable risk

Significant New Use Rationale

Because other uses are reasonably
foreseen and have not been
assessed, they could present an
unreasonable risk to human health
and should be reviewed by EPA

Use other than for the intended or
known conditions of use

Because spray use without a
respirator with an APF of 1,000 is
reasonably foreseen, this term
protects against sensitization
hazards

Use of the substance without a
respirator with an APF of at least
50, or of at least 1,000 if spray-
applied

a7



Example 5

— Chemical ID: Acetyloxy butenenitrile

— Intended conditions of use: Manufacture and import
for use as a chemical intermediate for a pesticide
inert

« Manufactured, processed, and used in a closed system

 PPE described in PMN:
— Full body PPE with supplied air

48



Example 5

— Chemical ID: Acetyloxy butenenitrile

— Intended conditions of use: Manufacture and import
for use as a chemical intermediate for a pesticide
inert

— Known conditions of use: None
* No previous submissions
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Example 5

— Chemical ID: Acetyloxy butenenitrile

— Intended conditions of use: Manufacture and import
for use as a chemical intermediate for a pesticide
inert

— Known conditions of use: None

— Reasonably foreseen conditions of use:
» Chemical intermediate in the synthesis of pesticides

» Electrolyte

— Patents: 47 identified
» Chemical intermediate for pesticides, pharmaceuticals
» Use as an electrolyte
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Example 5

Chemical ID: Acetyloxy butenenitrile

Intended conditions of use: Manufacture and import for
use as a chemical intermediate for a pesticide inert

Known conditions of use: None

Reasonably foreseen conditions of use: Use as a chemical
intermediate in the synthesis of pesticides and as an
electrolyte

Hazard identification:

 Human health hazard:
— Acute toxicity based on release of cyanide
— Neurotoxicity
— lIrritation
— Developmental toxicity
« Environmental hazard: High environmental hazard (acute and
chronic COCs of 150 ppb and 8 ppb, respectively)

51



Example 5

Chemical ID: Acetyloxy butenenitrile

Intended conditions of use: Manufacture and import for use as a
chemical intermediate for a pesticide inert

Known conditions of use: None

Reasonably foreseen conditions of use: Use as a chemical
intermediate in the synthesis of pesticides and as an electrolyte

Hazard identification:

 Human health hazard: Acute toxicity based on release of cyanide,
neurotoxicity, irritation, and developmental toxicity

 Environmental hazard: High hazard
Risk assessment:

* Risks to workers:

— Potential for inhalation and dermal exposure, which could result
in severe acute effects if appropriate PPE is not used.

* Risks to the general population, environment, and consumers
were not identified.
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Example 5

— Chemical ID: Acetyloxy butenenitrile

— Intended conditions of use: Manufacture and import

for use as a chemical intermediate for a pesticide
inert

— Regulatory outcome: “Insufficient Information” and
“May Present”

« TSCA 5(e) Consent Order to impose limitations necessary to
protect against risk of injury to health and the environment

because the consequences of exposure could be so severe
(e.g., lethality)

 SNUR requires notice to EPA by any manufacturer or
processor who wishes to manufacture or process the
chemical in a way other than described in the terms and
conditions contained in the Order.
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Example 5

— TSCA 5(e) Consent Order Limitations
» The Consent Order requires the company to:

Conduct workplace monitoring;
Provide full reports of all studies summarized in the REACH Dossier;

Provide PPE to prevent dermal and inhalation exposure, including
NIOSH-certified respirators with an APF of at least 1,000;

Label containers and provide SDSs and training in accordance with
the Hazard Communication Program section;

Not manufacture, process, or use except in a closed system as
described in the PMN;

Not use other than as a chemical intermediate;

Distribute only to a person who agrees to follow the same
restrictions and to not further distribute the substance;

No predictable or purposeful release of the substance into the waters
of the United States; and

Maintain certain records.
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Example 5

— TSCA 5(e) Consent Order Testing Requirements

« Triggered testing:
— workplace monitoring for the PMN substance
— submit an annual report with the results

— Submission of full reports of all toxicity studies
summarized in the REACH Dossier on the substance

* Pended testing: Chronic aquatic toxicity testing would
be required to evaluate chronic environmental toxicity
if the Order or SNUR were to be modified in a way that
would allow for water releases.
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Case Example Recap

— Step 1. Identification of conditions of use
* Intended
« Known
* Reasonably foreseen
— Step 2. Hazard identification/characterization
 Human health hazards
 Environmental hazards
— Step 3. Risk assessment

— Step 4. Risk management, resulting in a determination
(regulatory outcome)

Using the updated working approach through these steps,
EPA reaches a determination for all cases based on the
available information.

56



W m—T

TSCA Confidential Business
Information (CBI):
Implementation Update



Overview

Background on TSCA CBI
Common Issues
TSCA CBI Review Plan Rule

Impact of the Argus decision
The Future of TSCA CBI
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What is TSCA CBI?

» Confidential Business Information (CBI)

under TSCA

— CBIl under TSCA is broadly defined as information,
maintained as confidential to the submitter and the
submitter has a reasonable basis to conclude that the
release of the information is likely to cause substantial
harm to the competitive position of the company.

— Companies generally request CBI protection for
confidential information believed to give other
companies an advantage in the marketplace, such as
details of their manufacturing processes and formulas.
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TSCA Requirements for
Making CBI Claims

= Certification statement

= Substantiation

= Generic Name

60



Certification Statement

Submitter must provide a statement asserting the need
for the CBI claim and a certification that the statement
of need is true and correct.

The certification statement has been incorporated into
TSCA electronic reporting applications in EPA’s
Central Data Exchange (CDX). A submitter making
CBI claims in electronic submissions must agree to the
statement when making a submission.

For paper submissions of data not already submitted
via CDX, it is up to the submitter to include a signed
statement that satisfies the certification statement
requirement.
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Certification Statement

Recommended Text

| hereby certify to the best of my knowledge and belief that all information entered

on this form is complete and accurate.

| further certify that, pursuant to 15 U.S.C. § 2613(c), for all claims for

confidentiality made with this submission, all information submitted to substantiate

such claims is true and correct, and that it is true and correct that

i. My company has taken reasonable measures to protect the confidentiality of
the information;

ii. | have determined that the information is not required to be disclosed or
otherwise made available to the public under any other Federal law;

iii. | have a reasonable basis to conclude that disclosure of the information is
likely to cause substantial harm to the competitive position of my company;
and

iv. | have a reasonable basis to believe that the information is not readily
discoverable through reverse engineering.

Any knowing and willful misrepresentation is subject to criminal penalty pursuant

to 18 U.S.C. § 1001.

https://www.epa.gov/tsca-cbi/making-cbi-claims-tsca-submissions#certification
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Substantiation of CBI Claims

* Any claims of TSCA CBI for information, except
for information exempt from substantiation under
TSCA § 14(c)(2), must be substantiated at the
time the claimed information is submitted to
EPA.
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Information exempt from substantiation

« TSCA section 14(c)(2) identifies certain information that is
generally not subject to substantiation requirements. This
information includes:

Specific information describing the processes used in manufacture or
processing of a chemical substance, mixture, or article;

Marketing and sales information;
Information identifying a supplier or customer;

In the case of a mixture, details of the full composition of the mixture and
the respective percentages of constituents;

Specific information regarding the use, function, or application of a
chemical substance or mixture in a process, mixture, or article;

Specific production or import volumes of the manufacturer or processor;
and

Prior to the date on which a chemical substance is first offered for
commercial distribution, the specific chemical identity of the chemical
substance, including the chemical name, molecular formula, Chemical
Abstracts Service number, and other information that would identify the
specific chemical substance, if the specific chemical identity was claimed
as confidential at the time it was submitted in a notice under TSCA 5.
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Notice of Deficiency

« Between the enactment of the Lautenberg Act in
June of 2016, and August 15, 2019, EPA sent
Notices of Deficiency to submitters whose
submissions were not fully substantiated or
where another procedural requirement for
making a CBI claim was not followed.

* In July 2019, EPA published a Federal Register
notice announcing that EPA would no longer be
sending out Notices of Deficiency on
submissions which fail to properly substantiate
CBI claims.
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What is EPA looking for in CBI
substantiations?

« A CBI substantiation needs to support two
assertions:
— The information is actually kept confidential.

— The submitter has a reasonable basis to conclude
that disclosure of the information is likely to cause
substantial harm to the competitive position of the
company.
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What is EPA looking for in CBI
substantiations?

Certain regulatory provisions include specific,
required substantiation questions.

EPA has published substantiation templates to assist
with substantiating CBI claims.

The substantiation questions in the TSCA regulatory
provisions and templates help submitters support
their CBI claims.

Submitters may provide to EPA any information
(e.g., money spent on R&D, how disclosure would
harm competitive advantage) they believe supports
the validity of their CBI claims.
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Common Issues

* Failure to substantiate all information claimed
as confidential

« Claiming certain information as exempt from
substantiation that does not fit into one of the
categories of information enumerated in
section 14

« Over-redaction of health and safety studies

68



TSCA CBI Review Plan Rule

« TSCA Inventory Active-Inactive Rule

— EPA promulgated the Active-Inactive rule to obtain the information necessary
for EPA to designate as “active” chemical substances that had been
manufactured or processed for a nonexempt commercial purpose during the
10-year time period prior the enactment of the TSCA amendments in 2016.

« TSCA CBI Review Plan Rule

— TSCA section 8(b)(4)(C) requires EPA to promulgate a rule establishing a
plan to review all CBI claims to protect the specific chemical identities of
chemical substances on the confidential portion of the TSCA Inventory that
were asserted in retrospective commercial activity notices under the Active-
Inactive Rule.
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TSCA CBI Review Plan Rule

The TSCA CBI Review Plan Rule was proposed on
April 23, 2019.

A supplemental notice of proposed rulemaking was
published on November 8, 2019, to propose
additional substantiation questions relating to reverse
engineering.

The comment period on the supplemental notice
closed on December 9, 2019.

EPA will consider comments received for both the
original proposal and supplemental notice of
proposed rulemaking and expects to issue the final
rule in February 2020.
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Impact of the Argus Decision

 Food Marketing Institute v. Argus Leader Media,

139 S. Ct. 2356 (2019)

— On June 24, 2019, the U.S. Supreme Court issued a
decision addressing the test for determining whether
commercial information qualifies as “confidential” for
purposes of Exemption 4 of the Freedom of Information

Act (FOIA), 5 U.S.C. 552(b)(4).
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Impact of the Argus Decision

The decision does not impact substantiation questions or CBI

review criteria that incorporate the substantial competitive harm
standard

Congress amended TSCA section 14 in 2016 to, among other
things, specifically require any person asserting a CBI claim
under TSCA to include a certified statement that the person has
“a reasonable basis to conclude that disclosure of the
information is likely to cause substantial harm to the competitive
position of the person.”

Because these requirements are included in TSCA section 14,
neither the “substantial competitive harm” review criterion nor
any related substantiation question for TSCA CBI claims should
be removed or modified based on the Court’s decision in Argus.
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The Future of TSCA CBI

 EPA is exploring ways to make the procedural
and practical aspects relating to TSCA more
efficient and less burdensome for both submitters

and EPA.

« Options may include:

— Additional guidance,
— Enhancements to electronic reporting systems, and/or

— Promulgating rules relating to the of claiming
information as confidential in TSCA submissions
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The Future of TSCA CBI

* Provide clarity to submitters on making CBI
claims, thereby reducing burden and risk (of
iInadvertent CBI claim loss) for submitters,

« Streamline and shorten review time for EPA
(thereby minimizing backlog and reducing use
of TSCA fee funds to administer the CBI
review program), and

* |ncrease the availability and timeliness of non-
CBI data to the public.
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Update on EPA’s
Transparency Efforts in the
TSCA New Chemicals Program



Overview

Transparency milestones since June 22, 2016
How OPPT makes information publicly available
Demonstrations

— Review of New Chemicals site

— Review of TSCA CBI site

— Review of TSCA Inventory site

— Review of ChemView

Coming Soon
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TSCA Transparency Milestones

Publishing Motices of Receipt

.' PMHMs & Supporting Doc Availability
i CEBl Claims: Review and Publication

Lautenberg Act
Signed into Law

June 2014
1

| Posted “Mot Likely”

Improved format and

determinations content of monthly
new chemical notices

Launched improved Published CBI
web status table with guidance and
final determinations  policy re unigue

" umst 5017 ) identifier and

generic name

| |

Published more
informative Mew
Chemicals Program

Statistics web page Published T5CA CEI
I review statistics on
epa.gov
July P
Published all new
PhiM=MCANs fSHUNs,
in ChemView (began
in May)

Luly

Launched the “Active

Case Tracker” tool
September

Published first

inventory with

Urnigque ID

S;g:lserrﬁu’

Begin publishing New
Chemical Motices on
the web

Hovember

Mewr Chemicals
framework public
meeting

December

Publish list of CBl cases
subject to review (quarterly)
and updated UID List

. December

2016 -

2018 2019
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Making Information Publicly Available

* Federal Register
* Public Dockets

= Webpages

* ChemView

/8
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Certain New Chemicals; Receipt and Status Information for July

2019

A Notice by the Environmental Protection Agency on 09/05/2019

\"

PUBLISHED DOCUMENT

= AGENCY:

I Environmental Protection Agency (EPA).

[ J
ACTION:
-~
o Notice.
lag
SUMMARY:

EPA is required under the Toxic Substances Control Act (TSCA), as amended by
the Frank R. Lautenberg Chemical Safety for the 21st Century Act, to make
information publicly available and to publish information in the Federal

Register pertaining to submissions under TSCA Section 5, including notice of

E O 4

receipt of a Premanufacture notice (PMIN), Significant New Use Notice (SNUIN)
or Microbial Commercial Activity Notice (MCAN), including an amended notice

=

or test information; an exemption application (Biotech exemption); an

application for a test marketing exemption (TME), both pending and/or

Source: https://www.federalreqister.gov/documents/2019/09/05/2019-

DOCUMENT DETAILS

Printed version:
PDF

Publication Date:
09/05/2019

Agency:
Environmental Protection Agency
Dates:

Comments identified by the
‘specific case number provided
in this document must be
received on or before October
7,2019.

‘Comments Close:
10/07/2019

Document Type:
Notice

Document Citation:
84 FR 46723

Pana-

(™) Notice ll

19123/certain-new-chemicals-receipt-and-status-information-for-july-2019
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New Chemical Information Received

[ hitps;//www.regulations.gov/document?D=EPA-HQ-OPPT-2013 - @ C | L4 Regulations.gov - Netice D... * | ||

Visit the new R Beta site foday at hifps-i/beta

0 T Home
regulations.gov

Your Voice in Federal Decision-Making

Certain New Chemicals: Receipt and Status Information for July 2019

“This Nolice document vras issued by the Environmental Protection Agency (EPA)
For related information, Open Docket Folder &1

Action

Natice

Summary

EPA s required under the: Toxic Substances Control Act (TSCA), as amended by the Frank R. Lautenberg Chemical Safely for the 21st Gentury Act, o make information publicly available and to pubish informaion in the Federal Register periaining fo submissions under TSGA Section 5, inclucing nofice of receipt of a Premanufacture

notice (PMN), Significant Mew Use Notice (SNUN) or Wicrobial Commercial Activity Notice (MCAN),including an amended nofice or test information; an exemption appiication (Biofech exemption); an appication for a test marketing exemption (TME), both pending andlor concludd; a nofice of commencement (NOC) of manufacture
(including import) for new canda port on substances that are currently under EPA review or have recently concluded review. This document covers the period from 07/01/2019 to 07/31/2019.

Dates

Comments idenified by the-specific case number provided in this document must be received on or before October 7, 2019.

Addresses

Submit your comments, identiied by docket identification (ID) number EPA-HO-OPPT-2018-0075, and the specific case number fo the chemical substance related fo your comment, by one of the folowing mefhods:

+ Federsl Follow the online instructions for submitting comments. Do not subit elecironically any informafion you onsider to be Confidential Business Information (CBI) or other informafion whose disclosure is restiicted by statute

* Mait Document Comrol e (74nm) Office of Pollution Prevemun and Taxics (OPPT), Environmental Protection Agency, 1200 Pennsylvania Ave. NW, Washington, DG 20460-0001
+ Hand Deiivery: To make special arangements for hand deiivery or delivery of boxed information, please follow fhe insirucions at htip:/ivwe epa. gowockets/Contacts.himl

Addtional instructions on commenting or visiting the docket, along with more information about dockets generally, s available at hifo-Awin, &pa gowidocksts.
For Further Information Contact

For techrical informetion contact: Jim Rahai, Information Management Division (7407M), Offce of Pollufion Prevention and Toxies, Environmental Protection Agency, 1200 Pennsylvania Ave. NW, Washington, DG 20460-0001; telephone number: (202) 564-8593; email address: rahai jm(@zpe gov.
For gensral information contsct: The TSCA-Hotine, ABVI-Goaduil, 422 South Clinton Ave., Rochester, NY 14620; telephone number: (202) 554-1404; email address: TSCA-Hotline(@eps. gov.

Supplementary Information

1. Executive Summary

A What action is the Agencytaking?

“This document provides the receipt and status reports fnrthnpenod nnm O7/012019 fo 07/31/2018. The Agency is providing nofice of receipt of PMNs, SNUNs and MCANs (including amended nofices and test information); an exemplion application under 40 CFR part 725 (Biotech exemplion); TMES, both pending and/or concluded; NOCs
to manufacture a anda substances that are curently under EPA review or have recently concluded reviev

EPA s lso providng nformaton on s webst abot ases revioned unde the amended TSCA, nsuding the secion § PMIISNUNIMCAN and exergon nofces receivd, th date of oot e iral EPA on the notice, and the effect of EPA ion for PMN/SNUNMCAN nofices on its website at
hitps:dwen.epa. is updated on a weeky basis.

B. What is the Agency's autherity for taking this action?

Under the TSCA, 15 U.S.C. 2601 et seq., a chemical substance may be either an “existing” chemical substance or a ‘new” chemical substance. Any chemical substance that s not on EPA's TSCA Inventory of Chemical Substances (TSCA Inventory) is classified as a “new chemical substance, while  chemical substance that is isted on
the TSCA Inventory is classified as an *existing chemical substance:” (Ses TSCA section 3(11),) For more information about the TSCA Inventory go to: tps./ivww spa gowisca-nventary.

Any person who intends fo manufacture inciuding import) 2 new chemical substance for  non-exempt commercial purpose, or 10 Manufacture or process a chemical SUBSEANCE in 2 non-exempt manner for a use that EPA has determined is 3 significant new use, is required by TSCA section S to provide EPA uith a PMN, MCAN or SNUN,
as appropriate, before iniiating the aciivity. EPA vill eview the nofice, make a risk determination on the chemical substance or significant new use, and lake appropriate action as described in TSCA secfion 5(a)(3)

TSCA seclion 5(n)(1) authorizes EPA to allow persons, upon appiication and under appropriate restrictions, to process a new 102 signicant new us e (SHUR) ssued under TSCA secion 5(a)), o test mamelmg " puposes, upon  showing that the manufocre,
processing, distribuion in commerce, use, and disposal of the cherical uil not present an unreasonable acar injury o el or e emiorment Tis s refere 1.5 3 5 markeding exemption, or TWEE. For more information about the appicable fo a

Under TSCA sectons § and xam EPA requllons, EPA s requied  pubish nthe FeeralRegiser cedain informaton, ncding nocs of ecsiptof  PMNSNUNIACAN incluing amsrd nofices and test nfomabon): a exempion appicaton under 40 GFR part 725 (btech exempton) an applicaion for a TWE, b pending and
concluded: NOCs t substance; and a on the ne that are curently under EPA review or have recentl conchided review.

C. Does this action apply to me?

Helpv  Resources v  ContactUs

Advanced Search

Comment Period Closed
Cct 72018, at11:58 PMET

ID: EPAHO.OPPT.2018-0075-0008

View original printed format:

Wiwest  Esnre | Emsi

Document Information
Date Posted:

Sep5.2018

Federal Register Number.
21819123

‘Show More Datails @

Comments

5

Comments Received

Updsted comment eter and
sttschments submitted by:
Esrihjustive, Alssha
Gammundy Action on Tasiss,
‘Busmont Cosfion for Safer
Wter, Clean Gape Fesr

View Comment

Safer Chemicsis Heathy
Familles (SGHF), Tasic Free
Future, Environmental Hesth
Sirategy Genter and Natursl
Resources Defense Gouncil
submit these comments on

View Comment
Plesse find comments from
Sient Spring Instfute atisched

View Comment

Docket [nformation

This document is conlained in
EPAHQ-OFFT-201-0075
Related Dockats:

Nane

Related RINs:

Source: https://www.requlations.gov/document?D=EPA-
HQ-OPPT-2019-0075-0008




New Chemical Information Received _

- & G| & Reviewing New Chemicals ...

& https://www.epa.gov/reviewing-new-chemicals-under-toxic-substances-cantrol-act-tsca

BE= A official website of the United States government.

@ 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.

o EP United States
o A Environmental Protection
\Y4 Agency

Environmental Topics Laws & Regulations About EPA

Reviewing New Chemicals under the Toxic
Substances Control Act (TSCA)

New Chemical Notices
Available

EPA is now posting all new PMN notices and attachments
submitted to the Agency after 5/31/19 in ChemView.

EPA's review
process

Basic information

L]

What is the TSCA New Chemicals Review

Program?
® Whatis a "new ch,

®

Track active cases and view program

statistics

New Chemical Notices Received by EPA

notice (PMN) to EPA?
Start the PMN process with the TSCA

Inventory
® Legislative and regulatory authority

® How EPA reviews new chemicals

L]

* Predictive tools and models

Policies and guidance
Sustainable Futures

L]

®

Close X

Search EPA.gov Q

CONTACT US
Y

e (o) )
SHARE I\f} \\!}\ \\(E)/l |@

Track the Progress
of New Chemical
Cases

* Find out exactly where active new
chemical cases are inthe EPA

review process.

View overall program statistics on
the progress of the New Chemicals
Review program.

* Learmn more

Filing a
Premanufacture
Notice with EPA

® Learn about Premanufacture
Notices (PMNs;
® Submitting a PMN
* How to submit via e-PMN
® After you submit a notice v

¢ What's the final statis of mv new

Source: https://www.epa.gov/reviewing-new-chemicals-

under-toxic-substances-control-act-tsca




New Chemical Information Received

e & https://www.epa.gov/reviewing-new-chemicals-under-toxic-substances-control-act-tsca/new- chemical-notices-received-epa ~ @ € || & New Chemical Notices Rec... T ks
BE an official website of the United States government. A
@ We've made some changes to EPA.Zov. Ifthe information you are looking foris not here, you may be able to find it on the EPAWeb Archive or the January 19, 2017 Web Snapshot. Close X
o United States
. EPA Environmental Protection
A Y4 Agency

About EPA

Environmental

CONTACT US

Reviewing New Chemicals under the Toxic
Substances Control Act (TSCA)

R (DY =
sHaRe () (v) (P) ®)

Reviewing New Chemicals

e he Tonde New Chemical Notices Received by

Susbstances Control Act

(TSCA) Home EPA

Basic Information

EPA's Review Process The Toxic Substances Control Act (TSCA) requires EPA to publish a list of new chemical submissions

- received by the Agency under TSCA Section 5. The list of submissions received includes

Filing a Premanufacture

Notice with EPA premanufacture notices (PMNs), Significant New Use Notices (SNUNs), Microbial Commercial Activity
A Notices (MCANs), Test Market Exemption Applications (TMEAs), Notices of Commencement of

Regulatory Actions Under

TSCA section 5 Manufacture or Import (NOCs), and test information submitted under section 5.

Premanufacture Notice

Status EPA is making this list of new chemical submissions received available in one place on our website to

increase transparency and make information on new chemicals easier to find. This provides an
alternative to searching individual Federal Register notices and dockets on www.regulations.gov. The
links below provide a listing of the following types of new chemical submissions received. These lists

will be updated on a regular basis.

« PMN/SNUN/MCAN/TMEA Submissions Received
«» Notices of Commencement Received

» TSCA Section 5 Test Information Received

You can track the status of active new chemicals cases by visiting our page on statistics for the new

chemicals review program.

A Top of Page v

Source: https://www.epa.gov/reviewing-new-chemicals-under-toxic- 82
substances-control-act-tsca/new-chemical-notices-received-epa
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snw.€pa.gov/reviewing-new-chemicals-under-toxic-substances-control-act-

a/pmnsnunmeantmea-subr

ions-received

Eavironmental Topics

Reviewing New Chemicals under the Toxic Substances Control Act (TSCA)

PMN/SNUN/MCAN/TMEA Submissions Received under TSCA

‘This page lists submissions received by EPA for pre-manufacture notices (FMHs), S

implementing regulations at 40 CFR part 720

cant Hew Use Notices (SNUNS), Microbial Commercial Ac

EPAp i {to the extent that such i

Laws & Regulations

ticn (CEI) claim] on the notices

- theEPA i whather the submission is n

+ notation of which version was recefved;
+ the date the notice vras received by EPA;

orimporter);

- in

- the chemical substance identity.

I this tabl

i ion is the i i " and

letter “A” (e g., P-13-12348). The version column designates submissions n sequence as *1”, *

Te search for a specific case, enter the case number in the search boxat the upper right of the table.

L types of information TSCA section 5
- TSCAMotices of Commencement Received

+ TSCASection 5 Test Information Recsived

. formati b "

oran

Download the tablein PDF format. The table Jung

12h August 2018,

(G} indicates this information in the table is generic information because the sp

- 8 C || & PMN/SNUN/MCAN/TMEA. ... % | L]

About EDA

ity Notices (MCANS), and Test Market Exemption Applications (TMEAs) pursuant to section s of the Toxic Substances Control Act (TSCA) and its

New Chemical Information Received

a Y

conmacrus  swre (%) () (P) (&

(On Mey 51,2015, EF starting making TSCA Section 5 (LN, MCAN and SHUMN) natices, and sl ather ss:asisted information publicly svsiiasie in Chemiiew

will have a case number followed by the

red b i the
within 45 daya oftheirreceipt - i the form Shey are reccived.
ifici by ftter vras claimed as CBI. inti s not have a letter following i t
i is because earlier ) were rejected as i

“37, etc_Note thatin some cases, an initisl submission is not numbered as version

Search whole table:

Received Date
CaseNo.  *| Version == Manufacturer ¢ vse #| Chemical Substance ¢
150025 s s/2si208 el (6] Ethanol production (G) Biofusl pr mociied, stasle.
J1s0025 1 ajzsizots <&l 6] Ethanol production () Biofuel praducing Saccharomyces cerevisias madified, genetically stable.
Passsia |4 7je2018 sl (6] Intermediate (G) Esteramine.
Passsia |5 /82018 sl (6] Intermediate (G) Esteramine.
PasosssA | 4 sfa0ss Bl (6) Intermedist () Esteramine.
Pagsssa |5 Tsf201s = (6] Intermediate (6) Esteramine.
T i - ) Palymerfor conti () Carbosylic acids, unsstursted, fsubsti ine, alkanediol,
e * sizeizes (61 Palymerfar caatings sikanedicic scic i pets with slkylaming
. () Carboxylic acids, unsaturated, fsubsti ine, alkanediol, substit icacid,
PasowsA |4 s/2sjz019 Bl (6) Polymerfor costings i
alkanedioic acid pds with alkylamine
Pasossa |4 sjzsjz0ts &l (6] Polymerfor coatings (6) Amine salted palyurethane
(G) Carboxylic acids, unsatursted , slkanedicl, substituted
Pisousa |4 57282019 8l (61 Palymerfor coatings arbonylic acids, unsaturste i
slkylpropanoic acid, alkanedioicacid and substituted cempds with sligilaming

Showing 1 to 10 of 164 entriss

2 s & 5 .1 et

TopofPeze W

Source: https://www.epa.gov/reviewing-new-chemicals-under-toxic-

substances-control-act-tsca/pmnsnunmcantmea-submissions-received




New Chemical Case Tracker

- X
e ° & https://www.epa.gov/reviewing-new-chemicals-under-toxic-substances-control-act-tsca - @ & | & Reviewing New Chemicals ... % | by
= - fthe United
_ ~
0 ve gov. Ifthei foris not here, you may be able to find it on the EPAWeb Archive or the January 19, 2017 Web Snapshot.  Close X
o) United States
\‘v’EPA Srvronmertal Fretacion
Environmental Topics Laws & Regulations About EPA Search EPA.gov Q
. 0 . 0 CONTACT US
Reviewing New Chemicals under the Toxic st (F) @) (P)
Substances Control Act (TSCA)
. i
Greater Transparency in 2 LrackythellIopIess
. . . of New Chemical
Tracking Active New Chemical Cases
Cases o FEE T
chemical cases are in the EPA
EPA launched a tool te allow companies and the public to see review procass
* View overall program statistics on
T the progress of the New Chemicals
QJ'," 3 1 T paTar
o ey * Lesrn mors
]
- 'E R
e . P ] . ye
Basic information EPA's review Filing a
@ What is the TSCA New Chemicals Review| Process PremaHUfaCture
Pregram? Notice with EPA
*® Whatis a "new .
# Who must submit a premanufacture statistics LT bout P fact
R # New Chemical Notices Received by EPA Leamabout remanuiaciure
notice (PMN) to EPA? R N Notices (PMNs!
B ® How FPA reviews new chemicals
® Start the PMN process with the TSCA . ® Sybmitting a PMN
= Predictive tools and models L
Inventory . N = How to submit via e-PMN
i ® Policies and guidance K N
® | egislative and regulatory authority R ® After you submit a notice
@ Sustainable Futures
= What's the final status of my new
chemical case?
= View the “Not likely to present risk”
determinations ~

Source: https://www.epa.gov/reviewing-new-

chemicals-under-toxic-substances-control-act-tsca




New Chemical Case Tracker

- x
e & hitps;/fwww epa.gov/reviewing-new-chemicals-under-toxic-substances- control-act-tscafstatistics-new-chemicals-review - @ € || & Statistics for the New Chem... % | || nf
~
. .
Active Cases under Review by EPA (PMN/SNUN/MCAN, as of 11/1/2019, 383 cases total)
"To be updated monthly.
To see a 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.
Pre-Screen B Completed Cases
Active Cases (383 Total) s =
Awaiting submitter Awaiting submitter |
Information/Action signature on Order
= 161 cases = 10 cases
Pre Incoming Risk Risk Regulatory Decision Final
Submission —) | Cases —) | Assessment —) | Characterization —) | and Action —) | Determination
Development - Completed in
October - 21
29 cases 102 cases 81 cases 1,312 total cases
+ Pre-Notice Meeting + Pre-Screen (admin and + Chemistry, Hazard and + EPA identifies potential + EPA prepares completed since
Option chemical ID} Scoping meetings to risks regulatory background 6/22/16 enactment
- Point to Consider + Incomplete/ Invalid assess risk + Dialogue w/ and recommendation + "Not Likely to Present
- EPA Screening Tools determination .+ Exposure assessment submitters documents for Risk" Determination —
(if needed) + Submitters provide approval 420
+ Risk Assessment info or amend PMN to + Regulatory Options + Orders insufficient
document address identified and Decision Meetings Info/May Present
risks + EPA develops risk Risk/Exposure-
. May require revising management action bases,/Presents Risk -
risk assessment documents 513
+ Withdrawal 267
+ Invalid - 112
revisiting may be required v

Source: https://www.epa.gov/reviewing-new-chemicals-under-

toxic-substances-control-act-tsca/statistics-new-chemicals-review 85




Final Status Of Case

e o & https://www.epa.gov/reviewing-new-chemicals-under-toxic-substances-control-act-tsca

B 2 officisl website of the United States govarnmant.

€ 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 Weh Archive or the January 15, 2017 Web Snapshot.

Lo United States
o Emviranmental Protection
ALY Agency

- @ C || & Reviewing New Chemicals.

Environmental Topics Laws & Regulations About EPA

Reviewing New Chemicals under the Toxic

Substances Control Act (TSCA)

Greater Transparency in
Tracking Active New Chemical

Cases

EPA launched a tool to allow companies and the public to see

where cases are in the EPA review process.

Basic information

@ What is the TSCA New Chemicals Review

Program?
® Whatis a "new chemical?"

® Who must submit a premanufacture
notice (PMN) to EPA?

® Start the PMN process with the TSCA
Inventory

® Legislative and regulatory authority

EPA's review
process

.

statistics

® New Chemical Notices Received by EPA

® How EPA reviews new chemicals
= Predictive tools and models

@ Policies and guidance

Search EPA.gov

Close X

Q

CONTACT US

SHARE ® @ @

Track the Progress
of New Chemical
Cases

* Find aut exactly where sctive new
chamical cases arein the EPA
review process.

* View oversll program statistics on
the progress of the New Chemicals
Review program.

* Learn more

Filing a
Premanufacture
Notice with EPA

® Learn about Premanufacture
.
- {3
= How to submit via e-PMN
@ After you submit a notice
= What's the final status of my new

chemical case?

= View the "Not likely to present risk”

determinations

Source: https://www.epa.gov/reviewing-new-

chemicals-under-toxic-substances-control-act-tsca
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Final Status Of Case

e & hitps://www.epa.govfreviewing-new-chemicals-under-toxic-substances-control-acttsca/premanufacture-notices-pmns-and - & C | & Premanufacture Motices (P... % [

@ W gov.

SEPA L

Reviewing New Chemicals under the Toxic Substances Control Act (TSCA)

 youmey.

hive-or the Jenuary 19, 2017 Web Snapzhet,

Envitonmental Topics ~ Laws & Regulations  About EPA

Premanufacture Notices (PMNs) and Significant New Use Notices (SNUNs) Table

These search results display the interim status and final determinations for TSCA section 5 PMN and SNUN submissions. The interim status reflects staff-level recommendations made after EPA’s initial risk assessment during the Focus meeting. Following the Focus meeting, EPA advises the submitter of the case interim status and any risk concerns. EPA

often engagesin a dialogue with the submitter about the scientific basis for the rect

ion.

' - N e
CONTACTUS  SHARE w\f) \\!) ‘\r._:) .@)

chaose to provide sub t information about the chemical substance, offer ta conduct testing, or amend their notice to address EPA concerns. As a result of this EPA-submitter dialogue and submitter actions to address identified risks

or provide information that leads EPA to revise its initial risk determination, final risk determinations can differ from the interim recommendation.

Please note: Links te consent orders are generally available within two weeks of the order’s effective date.

= Viey

= View the table with determinations relating to Microbial Commercial Acti
= View the table with exemption decisions for lo

View the chemicals determined not likely

to presentan risk following p

notification review.

Downlozd the Table in PDF format.

Search whole table:

Show
Case ) FocusMeeting | ) . | snur
*| Received Date & %| Final Disposition 4| Effective Date & &
Number Date Effective Date
P-08-0378 06/22/2016 Pending Standard Review 06/08/2008 Withdrawal 06/23/2017
Recommended section 5() Consent Order -
P-03-0629 06/22/2016 10/16/2009 Withdrawal 05/18/2017
Exposure-based
Recommended section 5(e) Consent Order - May
P-10-0017 06/22/2016 present an unreasonable risk of injury to health | 11/16/2009 Withdrawal 09/21/2017
and to the environment
Recommended Section S(e) Consent Order - May
P-10-0494 06/22/2016 present an unreasonable risk of injury to the 08/30/2010 Withdrawal 05/18/2017
environment and exposure-based
Recommended Section 5(e) Consent Order - May
P-10-0542 06/22/2016 present an unreasonable risk of injury to the 09/30/2010
environment and exposure-based
P-11-0032 10/19/2010 Pending Section 5(¢) Consent Order 02/03/2011 Withdrawal 07/19/2019
< >

Source: https://www.epa.gov/reviewing-new-chemicals-under-toxic-

substances-control-act-tsca/premanufacture-notices-pmns-and




“Not Likely” Determinations

- x
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B an official website of the United States government. o
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S EPA frriiresn
Agency
Environmental Topics Laws & Regulations About EPA Q
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Greater Transparency in b e o A e
q c c 2 of New Chemical
Tracking Active New Chemical e » Cases
Cases : o Aresd T
’ chemical cases are in the EPA.
EPAlaunched a tool to allow companies and the public to see e rocass
where cases are in the EPA review process. o Mrer e T man
. the progress of the New Chemicals
% 2 Review program.
-”,‘ 0= e 2 + Learnmors
o 4
ang @ « 2"
- .y . &
- > Lt e/ \ad
. . P ] . eys
Basic information = EPA's review Filing a
® What is the TSCA New Chemicals Review process PremanufaCture
. .
e . ; ; Notice with EPA
® What is a "new chemical?" o
® Who must submit a premanufacture staistics .| bout P: fact
< ® Mew Chemical Notices Received by EPA Leam about Fremanuiaciure
notice (PMN) to EPA? R R Motices (PMNs)
} ® How EPA reviews new chemicals
® Start the PMN process with the TSCA - ® Submitting a PMN
= Predictive tools and models .
Inventory . N = How to submit via e-PMN
- . @ Policies and guidance A N
® | egislative and 1 authorit; R ® After you submit a notice
® Sustainable Futures
= What's the final status of my new
chemical case?
= View the “Not likely to present risk”
determinations ™

Source: https://www.epa.gov/reviewing-new- 88

chemicals-under-toxic-substances-control-act-tsca




“Not Likely” Determinations

-
e & https://wuw.epa.gov/reviewing-new-chemicals-under-toxic-substances-control-act-tsca/chemicals-determined-not-likely - @ C | & Chemicals Determined Not .. ¥ |
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~
o the January 13, 2017 Web Snapahot. Close X
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Emn nmental Topics Laws & Regul: About EPA
. . A . CONTACTUS  SHARE (\' %) {
Reviewing New Chemicals under the Toxic Substances Control Act (TSCA) -
Chemicals Determined Not Likely to Present an Unreasonable Risk Following Pre-Manufacture Notification Review
This page describes the chemical substances EPA has determined are “not likely to present an unreasonable risk” following review of pre-manufacture notifications under section 5 of TSCA, as amended by the Frank R. Lautenberg Chemical Safety for the 21st Century Act, P.L. 114-182.
Note: For these “not likely to present an unreasenable risk” cases,” PMN submitters may commence manufacture upon notification by EPA, notwithstanding any remaining partion of the applicable review period, in accordance with section 5(g) of TSCA, as amended.
Certain of EPA’s determinations that a chemical is not likely to present unreasonable risk are based upon both the Agency’s risk assessment for the chemical substance under intended conditions of use described in the PMN and the issuance of a proposed SNUR to address certain reasonably foreseen uses. Conditions of use that fall under the restrictions
of the proposed SNUR are not likely to present unreasonable risk of injury to health or the environment because (1) those conditions of use are not likely to be commenced during the pendency of proposed SNUR and (2) upon finalization of the SNUR those canditions of use would be prahibited unless and until EPA makes an affirmative determination
that the significant new use is not likely to present an unreasonable risk or takes appropriate action under section (e or 5(f). The links to the terms of these proposed SNURS are provided below along with the determination documents.
View the interim status of Section 5 pre-manufacture notices reviewed under TSCA.
entries Search:
Review
Case | Chemical | EPADetermination . R | Decision
o ) ] ) ) 4| Summary 6| Start @ o
Number Identity Following PMN Review Dat Date
=
"Not likely to present an unreasonable risk’ section 5(a)(3)(C) determination.”
The chemical substance is not likely
P-18-0121 | Specific: Banzene, 1,1"-oxybis-, branched sicosyl derivs.; CASRN 1800419-55-9 to present an unreasonable risk (5(a) | *The chemical substance is not likely o present an unreasonable risk of injury to health or th t, without consi of costs or other Lincluding | 03/08/2018 | 10/29/2018
(3)(c) an unreasonable risk to a patentially exposed or susceptible subpopulation identified as relevant by the Administrator under the conditions of use, based on the risk
assessment presented. View the determination document.
"Not likely to present an unreasonable risk’ section 5(a}(2){C) determination.”
Specific: 2-Propanel, 1-amine-, compd. with .alpha.-sulfo-.omega.-(actyloxy)poly
~ The chemical substance is not likely *In EPA’s original screening analysis for this PMN in 2017, EPA identified potential for risk to human health under reasonably foreseen conditions of use and potential for
{oxy-1,2-ethanediyl) (1:1), CASRN 2098904-74-4; 2-Propanol, 1-amino-, compd. B N N
P-17-0360 | ! to present an unreasonable risk (5(a) | substantial exposure and release to the environment, which resulted in the interim finding, EPA subsequently determined that there are no reasonably foreseen conditions of | 07/18/2017 | 10/23/2019
with .alpha.-sulfo- .omega.-(decyloxy)polyloxy-1,2-ethanediyl) (1:1), CASRN 2098904~
s02 (3)iC) use. EPA’s final determination that the new chemical substance is not likely to present unreasonable risk is based on EPA’s revised hazard and risk assessment for the
chemical substance under the intended conditions of use, where EPA expects that employers will require and workers will use appropriate personal protective equipmentin a
manner adequate to protect them, and no risk to the as identified. View the det ination document,
"Not likely to present an unreasonable risk' section 5(a}(3){C) determination.”
*In EPA’s ariginal screening analysis for this PMN in 2017, EPA identified risks to workers and the general population under the intended conditions of use and potential
The chemical substance is not likely - 5 i -e N ) ) X
p1r-0100 | Generic ) . et B . ble ik 5(2] environmenal risk under reasonably foreseen conditions of use, which resulted n the interim finding. Based on sdditional information provided by the submitter, EPArevised | oo/30/2015
enenc: ’ imety [;’]:’C’T” anunreasonadleriselblal 4 1t for the intended conditions of use. EPA's final det tion that the new chemical substance is not likely to present unreasonable risk is based on EPA's 123 g
revised risk assessment for the chemical substance under the intended conditions of use, where EPA expects that employers will require and workers will use appropriate v
personal protective equipment in a manner adequate to pratect them, and EPA's issuance of a proposed SNUR to address certain reasonably foreseen uses. View the

Source: https://www.epa.gov/reviewing-new-chemicals-under- 89
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TSCA CBI Site: Review Statistics

wwepa.gov/tsca-chi - @ © | & Confidential Business Infar... 1 97 8 @

ics Laws & Regulations About EPA Search EPA.gov N

Confidential Business Information under TSCA . @® (:\O Ng\clTé

. . |

New Policy on CBI Notices of WE § News

Deficiency o Etllslleyssert
notices of deficiency to
companies whose CBI
submissions do not meet
all the statutory
requirements.

+ EPA publishes

ietics A

review program.

EPA will no longer send notices of deficiency to comy

CBI submissions do not meet all the statutory requirements.

This website informs businesses, policymakers, and the public about the confidential business
information (CBI) provisions of § 14 of the Toxic Substances Control Act (TSCA), as amended by the
Frank R. Lautenberg Chemical Safety for the 21st Century Act.

Fulfilling TSCA CBI (@) Get email alerts
About CBI under TSCA Requirements

. . o - Resources
= Overview = Making CBI claims in TSCA sub,

Sign up for TSCA and
Other Chemical

Safety News

@ Health and safety information = Substantiation of CBI claims at the time of
N . . + Annual TSCA CBI Training
# Frequent guestions initial submission
. - . - + The official text of TSCA a5
# Requesting access to CBl under TSCA & What to include in CBI suk 1
@ EPA review and determination of CBI claims Lautenbers Chernical
& Policies for Deficient TSCA CBI Sut
@ Statistics for the TSCA CBI Review Program Century is available in the
United States Cade on

FDSys, from the U.5.

Source: https://www.epa.qgov/tsca-cbi 90




TSCA CBI Site:
Review
Statistics

Source: https://www.epa.qov/tsca-
cbi/statistics-tsca-cbi-review-program

TSCA CBI Review Statistics

Since the enactment of the TSCA amendments in June 2016, EPA has establishad numercus new
processes, systems, and procedures to enable submitters to provide the information required when
meking confidentiality claims and to facilitste EPA's review, and where applicable, determinations on
these cleims. The stotistics provided below show EPA's progress toward meeting the requirements of
TSCA section 14(g). A "caze” is 8 submission made under s specific section of TSCA and sll
subsegquent submissions end amendments by the same submitter thet relate back to the first
submizsion.

CBI Review Statistics (cases received between June 22, 2016 and December 2, 2019)
Cases in which the specific chemical identity is subject to CBI review 2485
Casesi?m.»hid-n informetion other than the specific chemical identity is subject to 2328
CBl review

Cases in which both the specific chemical identity and information other then the &7
specific chemical identity is subject to CBI review

Total cases subject to (Bl review 5,496
Cazes resulting in final CBI determinations

Caszes with sll CBl claims subject to review, spproved 609
Caszes with sll CBI claima subject to review, denied 15
Cazes with CBl clsima subject to review, spproved-in-pert/denied-in-part 43
Total cases iting in final CBI d inats 667

* “Deniel - sppeal period pending” cases are those for which a CBI determination denying one or
more CBI claima in a case has been izsued to the submitter of the information, but for which the
required 30-day notification pericd following receipt of the determinetion under TSCA section 14(g)
(2{B) haz not yet pazsed.

Caszes with oll CBI claima screened and found to be exempt from review 1,07

Cazes with oll CBI claima withdrawn by submitter 433

Cases identified for CBI review, for which no determinetion required (e g, insome
instances, older EPA information systems do not specifically identify which

1,220
information is claimed as CBI and upon review, it is determined thet no claims -
require resew)

Total cases reviewed/screened with no final CBI determination necessary 2,724

Cazes currently undergoing CBI review

‘Cazes currently undergoing CBI review 2,105 91



TSCA Inventory Site: Inventory w/ IUD

- . - o
e o https://www.epa.gov/tsca-inventory - @ © || & TSCA Chemical Substancel... % | ||
B an official website of the United States government.

€ 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 an the EPA Web Archive or the January 19,2017 Web Snapshot.  Close X
o United States
= EPA Environmental Protection
\Y4 Agency
ns About EP. Search EPA.gov Q

QN (DY =
)2 (2) &)

CONTACTUS  SHARE (§)

TSCA Chemical Substance Inventory -

« Learn about the Review
of CBI Claims for the
Identity of Chemicals on
the TSCA Inventory

The Toxic Substances Control Act (TSCA) Chemical Substance

Inventory contains all existing chemical substances manufactured, M

processed, or imported in the United States that do not qualify for A "

an exemption or exclusion under TSCA. |

- Access the September
2019 TSCA Inventory

- Download materials
about NOA Form B
reporting

«+ Learn about the TSCA
Inventory Notification
Active-Inactive) Rule

Learn About the TSCA Access the TSCA
Inventory Inventory

Sign Up for Announcements

® Overview ® Download the Inventory Related to TSCA

Enter Your Email

® Why is a chemical on the Inventory? ® Help with your Inventory searches

® How are chemicals added to the Inventory? ® Alternate ways to access the Inventory
® Nanoscale substances and the Invento

® Completeness, accuracy and legal standin: Policy and Guidance

P LT

Amended TSCA and ® Policy statemefﬂts and guidance documents v

Source: https://www.epa.qgov/tsca-inventory
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1|0 PMNNO ACCNO  |UID .ID(P GenericName FLAG ACTIVITY
& 9179 P882470 119585 UID-2016-00001 20260628 Alkyl alkanoate, azobis PMN; S; 5 ACTIVE
3 2267 P050722 236090 UID-2016-00002 20260705 Carbon black, 4-[[2-(sulfooxy)ethyl]substituted]phenyl-modified, sodium salts PMN; S ACTIVE
4 2319 PO60004 277895 UID-2016-00003 20260705 Butanamide, 2-[{2-methoxy-4-nitrophenyl)azo]-N-(2-methoxyphenyl)-3-oxo, 4-[(17-substituted-3,6,9,12,15-pentaazaheptadec-1-yl)substituted] phenyl derivs., hydrochlorides PMN; S ACTIVE
5 2321 POG0007 238267 UID-2016-00004 20260705 Quino|2,3-blacridine-7,14-dione, 5,12-dihydro-2,9-dimethyl-, 4-[{17-substituted-3,6,9,12,15-pentaazahep 1-yl)substit. 1enyl derivs., hydrochlorides PMN; S ACTIVE
3 2340 POG0070 242650 UID-2016-00005 20260705 Copper, [29H,31H-phthalocyaninato{2-)-.kappa.N29,.kappa.N30,.kappa.N31, kappa.N32]-, 4-[(17-substituted-3,6,9,12,15-pentaazahep 1-yl)substit phenyl derivs., hydrochlorides PMN; S ACTIVE
7 832 PO10441 234798 UID-2016-00006 20260706 Modified phenolic resin PMN; S ACTIVE
8 4388 P140028 262454 UID-2016-00007 20260706 Substituted alkene, reaction products with isophorone diamine PMN; S ACTIVE
9 5011 P160270 189721 UID-2016-00008 20260708 Derivative of substituted acrylamide copolymer (PROVISIONAL) PMN; XU ACTIVE
10 9486 P8I08T2 113747 UID-2016-00009 20260711 Reaction product of a substituted-methyloxirane and a polyethylenepolyamine (PROVISIONAL) PMN ACTIVE
1 12576 P950342 157223 UID-2016-00010 20260711 Modified amidoamine (PROVISIONAL) PMN ACTIVE
12 4858 P150535 182435 UID-2016-00011 20260713 Propanoic acid, 3-hydroxy-2-(hydroxymethyl)-2-methyl-, compds. withhydroxyla hlocked polymethylenepolyphenylene isocyanate-polymeric diol (PROVISIONAL) PMN; XU ACTIVE
13 199 P0O0068S 270258 UID-2016-00012 20260715 Alkanediol (PROVISIONAL) PMN ACTIVE
14 2023 P0O50002 267608 UID-2016-00013 | 20260715 Methyl cyano amino ethyl ether (PROVISIONAL)} PMN ACTIVE
15 2029 PO50010 245217 UID-2016-00014 20260715 Trimethyl bis alkylamine bis (aminoethyl) ether (PROVISIONAL) PMN ACTIVE
16 2986 P080382 266570 UID-2016-00015 20260715 Propenenitrile, reaction products with alkylenediamine, hydrogenated, N-aryl derivs. (PROVISIONAL) PMN ACTIVE
17 3652 P110228 262250 UID-2016-00016 20260715 Benzaldehyde, reaction products with polyalkylenepolyamines, hydrogenated (PROVISIONAL) PMN ACTIVE
18 4341 P160047 189798 UID-2016-00017 | 20260715 Aromatic polyimide (PROVISIONAL) PMN; XU ACTIVE
19 5293 P800330 54478 UID-2016-00018 20260715 Trimethyl-(substituted)-alkanediamine PMN ACTIVE
20 726 P820268 34492 UID-2016-00019 20260715 Heteropolycycle, compound with ethylhexanoic acid PMN ACTIVE
21 8308 P871274 80694 UID-2016-00020 20260715 Ethoxylated alkyloxyalkylamine (PROVISIONAL) PMN ACTIVE
22 14405 P990846 177550 UID-2016-00021 20260715 .beta.-Alanine, N-(2-carboxyethyl)-N-[3-[(2-carboxyethyl)amino] propyl]-, N-[{isoalkyloxy)propyl]derivs. (PROVISIONAL) PMN ACTIVE
23 3893 P120149 199123 UID-2016-00022 20260718 Distillation bottoms from manufacture of brominated cycloalkanes PMN; S ACTIVE
24 1170 P0O20523 253942 UID-2016-00023 20260803 Diglyceride fatty acid, acetylated (PROVISIONAL)} PMN ACTIVE
25 2453 P060472 268781 UID-2016-00024 20260803 Fluoroalkyl methacrylate copolymer (PROVISIONAL) PMN; 5E ACTIVE
26 682 P090645 263128 UID-2016-00025 20260803 Substituted alkyl phsophate ester, ammonium salt (PROVISIONAL) PMN; 5E ACTIVE
27 683 PO90645 265259 UID-2016-00026 20260803 Substituted alkyl phosphate ester, ammonium salt (PROVISIONAL) PMN; 5E ACTIVE
28 681 PO90645 278978 UID-2016-00027 20260803 Substituted alkyl phosphate ester, ammonium salt (PROVISIONAL) PMN; 5E ACTIVE
29 2567 P060820 242570 UID-2016-00028 20260809 1,3,5-Trialkyl triazine (PROVISIONAL) PMN ACTIVE
30 2584 P0O70026 275140 UID-2016-00029 20260809 Alkyl ether trialkyl ammonium compound (PROVISIONAL) PMN ACTIVE
31 4372 P130951 269591 UID-2016-00030 20260809 Zinc carboxylate PMN; S ACTIVE
32 12311 P3413810 143501 UID-2016-00031 20260809 Amine/aldehyde condensate PMN; 5 ACTIVE
33 13732 P971095 137418 UID-2016-00032 20260809 Substituted alkyl aminomethylene polyphosphonic acid, salt PMN; 5 ACTIVE
34| 17717 33385436 23791 UID-2016-00033 20260810 Reaction product of polyalkenylphenol, alkylamine, formaldehyde andaliphatic acid ACTIVE
35 894 P0O10660 252530 UID-2016-00034 20260810 Alkylated aromatic (PROVISIONAL) PMN ACTIVE
36 895 P010661 247917 UID-2016-00035 | 20260810 Alkylated aromatic (PROVISIONAL) PMN ACTIVE P
|_PMNACC 092019 | < v




ChemView: UID List

e & https//chermvizw.epa.gov/chemvizsw - @ C | & ChemView | US EPA r

ChemView

Use this database to get information on chemical health and safety data received by EPA and EPA's assessments and regulatory actions for specific chemicals under the Toxic Substances Control Act (TSCA}. ChemView contains no confidential business information (C8I).
1f you do not receive results for a particular chemical, it does not mean EPA does not have information on that chemical; the data may not be posted yet but will be available in the future as EPA continues to populate the database.

 Learn more and find additional information about EPA's efforts in
« Read the ChemView User's Guide and Web Service Information

ing and managing chemicals

= To continuously improve Chemview, Contact Us with your feedback. D3t last upd /2018
-~ < EnoeT
o ; Sh tri 54 h:

Select Search Criteria: ow| 10 [v] |entries eare
Showing 0 to 0 of 0 entries Frst | Previous || Hex

Select Chemical Search Criteria and desired Output Selections.

Generate Results | Export Results || Claar All Entriss

‘Chemical Information
Clear Chemical Information

Chemical Name or Chemical Identifier
starts with | exact contsine

Use
Select a use -

Significant New Use Notification ¥
Select a SNUR use -

Chemical Group
Select a chemical group -

Chemical Category

Select a chemical category -
Effects/Endpoints
Select a chemical endpoint -

Show Output Selection

O select All/Deselect All Outputs

< Information Submitted to EPA

O Select All/Deselect All

~ EPA Assessments

[ Select All/Deselect All

~ EPA Actions

[0 select All/Deselect All

~ Manufacturing, Processing, Use, and Release Data Maintained by EPA
O select All/Deselect All

Generate Results | Export Results | Clear All Entries. v

Source: https://chemview.epa.gov/chemview/ 94




ChemView: UID List
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List of Export Lists
Export Chemical List
Export Use List
Export SNUR Use List
Export Category List
Export Endpaint List
Export EPA Unique 1d List
List of Export Chemical Group Lists
SCIL List
TSCA § 12(b) Export Notification Chemicals List
2014 Wark Plan List
Clean Air Act Hazardous Air Pollutants
Clean Water Act (CWA) Priority Pollutant List
HPV Chemicals List
PFAS List
TRI Chemicals List
Ten Chemical Substances for Initial Risk Evaluation under TSCA

List of Data Sources
TSCA§ 5 Orders

SNUR

Substantial Risk Reports

Notice Review D:

Source: https://chemview.epa.gov/chemview/
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1 |Case Numbers IACCESSiDn Number EPA Uniqueld Generic Name Expiration Date
2 [P-05-0760 268941 UID-2016-00126 Pyrazolylazo pyrazol derivative (PROVISIONAL) 10/20/2026
3 |P-05-0764 "250250 UID-2016-00127 Substituted pyrazole-3-carboxylic acid azo dye, metal salt (PROVISIONAL) 10/20/2026
4 |P-05-0765 "239475 UID-2016-00128 Substituted benzenedicarboxylic acid anthraguinone dye, metal {PROVISIONAL) 10/20/2026
5 |P-06-0367 "170601 UID-2016-00129 Fluoroelastomer (PROVISIONAL) 10/21/2026
6 |P-06-0612 7258890 UID-2016-00130 Substituted carbohydrate (PROVISIONAL) 10/24/2026
7 |P-10-0395 252983 UID-2016-00131 Aromatic carboxylic acid salt (PROVISIONAL) 10/24/2026
8 |P-13-0465 "47939 UID-2016-00132 Caprolactone homopolymer esters with substituted benzotriazole 10/24/2026
9 |P-82-0172 "38943 UID-2016-00133 Chromophore substituted poly (oxy alkylene) (PROVISIONAL) 10/24/2026
10 |P-15-0252 "2a2907 UID-2016-00134 Titanium salt, reaction products with silica 10/25/2026
11 |P-06-0176 74272 UID-2016-00135 Acrylate ester (PROVISIONAL) 10/27/2026
12 |P-11-0020 '151913 UID-2016-00136 Alkenyl dicarboxylamide (PROVISIONAL) 10/27/2026
13 |P-93-0191 "141947 UID-2016-00137 Di(alkanepolyol)ether, polyacrylate (PROVISIONAL) 10/27/2026
14 |P-16-0137 "185092 UID-2016-00138 Dicarboxylic acid polymers with alkane diols and desmodur £23 (PROVISIONAL) 10/28/2026
15 |p-14-0060 "250169 UID-2016-00139 1,1-Methyler i atobenzenel, polymer with polycarboxylic acids and alkane polyols {PROVISIONAL) 10/31/2026
16 |P-14-0562 277668 UID-2016-00140 Hydroxylated vegetable oil (PROVISIONAL) 10/31/2026
17 |P-16-0492 01617 UID-2016-00141 Polyester-amide polymer of 'isophthalic acid' with diamino-alkane, cyclohexane-dialcohol, alkanetriol, ocyanate and acrylic acid-ethylene copolymer (PROVISIONAL) 12/21/2026
18 |P-16-0466 "183170 UID-2016-00142 2,5-Furandione, telomer with ethenylbenzene and (1-Methylethyl}benzene, amides with polyethylene-palypropylene glycol aminoalkyl Me ether, alkali salts (PROVISIONAL) 12/28/2026
19 |P-14-0166 "1322070 UID-2017-00001 Fatty acid amide 02/23/2027
20 |P-13-0149 "253066 UID-2017-00002 Substituted phenylated methacrylate (PROVISIONAL) 03/03/2027
21 |P-15-0749 14563 UID-2017-00003 Naturally-occurring minerals, reaction products with hetero substituted alkyl acrylate polymer, kaolin and sodium silicate (PROVISIONAL) 03/16/2027
22 |P-15-0449 "194275 UID-2017-00004 Alkyl methacrylate polymer with styrene, amino acrylate and acrylicacid (PROVISIONAL) 03/31/2027
23 |P-16-0079 "13a468 UID-2017-00005 Benzenedicarbonyl dichloride, palymer with 4,4'-(1-methylethylidene)bis hydroxy carbomonocycle (PROVISIONAL) 04/10/2027
24 |P-15-0487 "213695 UID-2017-00006 Multi-walled carbon nanctubes 04/12/2027
25 | P-15-0490 "203964 UID-2017-00007 Multi-walled carbon nanctubes 04/12/2027
26 |P-15-0491 10685 UID-2017-00008 Multi-walled carbon nanotubes 04/12/2027
27 |P-13-0285 "219499 UID-2017-00009 Substituted aromatic polyamic acid polymer (PROVISIONAL) 04/19/2027
28 |P-16-0034 "133067 UID-2017-00010 Cashew, nutshell lig., polymer with epichlorohydrin, amines formaldehyde, phenal, and glycal (PROVISIONAL) 04/21/2027
29 |P-15-0307 "207466 UID-2017-00011 Substituted bis[phenol] palymer with substituted benzene (PROVISIONAL) 04/26/2027
30 P-16-0184 "13057 UID-2017-00012 Polyester carboxylate (PROVISIONAL) 05/10/2027
31 |P-96-1182 "209100 UID-2017-00013 Inorganic acid, compds. with [(substituted-propyl)imino]bis[alkanol]-bisphenol A-epichlorohydrin-hexahydro-1,3-isobenzofurandione-polyethylene glycol ether with bisphenol A(2:1) polymer-disubstituted amine-alkanolamine reacti05/10/2027
32 |P-16-0289 "180815 UID-2017-00014 Benzene dicarboxylic acid, polymer with alkane dioic acid and aliphatic diamine (PROVISIONAL) 05/26/2027
33 |P-17-0272 "208027 UID-2017-00015 Fatty acid amide alkyl amine salts (PROVISIONAL) 08/16/2027
34 |P-88-2470 "119585 UID-2016-00001 Alkyl alkanaate, azobis 06/28/2026
35 |P-05-0722 "35090 UID-2016-00002 Carbon black, 4-[[2-(sulfooxy)ethyl]substitut renyl-madified, sodium salts 07/05/2026
36 |P-06-0004 277895 UID-2016-00003 Butanamide, 2-[{2-methoxy-4-nitrophenyljazo]-N-(2-methoxyphenyl) , 4-[[17-substituted-3,6,9,12,15-pentaazaheptadec-1-yl)substituted] phenyl derivs., hydrochlorides 07/05/2026 -

| Export Results

1

Source: https://chemview.epa.gov/chemview/
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ChemView:

& https://chemview.epa.gov/chemview/#

New Chemical Notices

- 8 C | & ChemView |USEPA * | G Motices of Commencement Re...

Print | E-mail Url

Home e

New Chemical Notices View New Chemical Notice Documents .,
Chemical Name: Copper ethanolamine complex, mixed

Chemical Identifier: 14215-52-2

Receipt Date of Notice: June 7, 2019

Notice Number: P-19-0109

Type of Notice: Premanufacture Notice (PMN)

Company Name: ARCH CHEMICALS, INC.

Type of Activity: Domestic Manufacture

Maximum 12-menth production volume during the first 3 years(kg/yr): CBI
Type of EPA Review: 90-day

Use(s):
= Chemical is used as a component of a hoof cleaning formulation to improve the wettability of the overall dleaning solution on the hoof

All Versions (including attachments) of this notice from most recent to original:

Latest Version

—Version Received: 06/07/2019 (Download zip)

Submission Form
CBI_SUBSTANTIATION - 090225268045a22d_CBI SubstantiationPMN.doox
CHEMICAL_STRUCTURE_DIAGRAM - 090225268045a220_Structure Diagram_Copper ethanolamine complex.docox
HEALTH_TOXICITY - 090225268045a221_PSL 6009 Cutrine Ultra Oral LD50 [MRID 45533205]_24.pdf
HEALTH_TOXICITY - 090225268045a222_PSL 6010 Cutrine Ultra Dermal LD50 [MRID 45533206] 26.pdf
HEALTH_TOXICITY - 090225268045a223_PSL 6011 Cutrine Ultra eye irritation [MRID 45533208]_24.pdf
HEALTH_TOXICITY - 090225268045a225_PSL 6013 Cutrine Ultra dermal sensitization [MRID 45533211] 23.pdf
HEALTH_TOXICITY - 090225268045a226_PSL 6048 Cufrine Ultra Inhalation LC50 [MRID 45533207]_23.pdf
HEALTH_TOXICITY - 090225268045a227_PSL 10992 Cutrine Ultra eye irritation [MRID 45533209] 20.pdf
. | PMN_( 6 -chem properties of Pesticide Formulation containing PMN.pdf
PMNI_PMN_OTHER - 090225268045a208_OPP RED Document_14215-52-2_Copper.pdf
PMNI_PMN_OTHER - 090225268045a224_PSL 6012 Cutrine Ultra skin irritation [MRID 45533210]_16.pdf
PROCESS_DIAGRAM_OTHER - 090225268045a22a_Chemical Manufacturing Process_Non-CBI redacted version (3).docx
PROCESS_DIAGRAM_OTHER - 090225268045a22c_Commercial Use Diagram_Non-CBI redacted version.docx

Source: https://chemview.epa.gov/chemview/
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SANITIZED SUBMISSION

ge 1
Form Approved. O.MB._MNos. 2070-0012 and 2070-0038
U.S. ENVIRONMENTAL PROTECTION AGENCY AGENCY USE ONLY
PREMANUFACTURE Date ofreceipt | DG/O7/Z010
o E P A NOTICE
FOR NEW CHEMICAL SUBSTANCES

T Eending Ey Co

Offos of Palluticn Prewention and Toxioc | OfMies of Poliution Provention and Taxlos.

If canding by US Mall:
Submission Report Number

U EPA. 1201 Conclifution Ave HW US EPA, 1200 Fenncylvants e MW
WASHINGTON, D.C. 20480 WASHINGTON. D.C. 20858

Total Number of Pages | TS Number
2 HG785D
GENERAL INITRUCTIONE
+ voumm o mn reazorany By yeu. ¥ J0u 00 o v B0 o,
i reyctors M 1 vt o e Tove. S Coreo At

Before you compicte ihi

oo mben Servce 3 aing S0-SEA 434, o P ST FEASETE)
® Fafas haz bean remited for thiz notice (50 CFR TOO.4F), maicate in the Bowes sbos Fue TS fas Mantfication number you have genersted Remember, yourfes 1D mumber muzt 3z

appearon . For mam

Help Inztrucions In the e-PUN ol

Part | - GENERAL INFORMATION

“fou must provide the currentry comect Ghemical AbSiracts (CA)
MNarme of the new chemical sudstance, even I you cialm the
Id=nify as corfidential. You may authoriz ancter person to
submit chemical identity Information for you, but your submission
Wil N0t be compiete and the review will not begin untl P4,
receives fils INfOMation. A letter In SUppor: of your submissicn
should referenos your TS fes isentfcation number. For 3l

Saction 5 Notice SUBMISSIONS (paper or esactorka) you must
submit an orginal notios Including I test data; If you cialmed any
Informiation 3s confidential, an original sanitized copy must aiso be
submitied.

Part Il - HUMAN EXPOSURE AND ENVIRONMENTAL
RELEASE

If there are seversl manufacture, processing. of use operations to
be deccribed In Part Il s2ctons A and 5 of this notios, reproducs
the sections 35 nesded.

Part Il - LIST OF ATTACHMENTS

For paper submissions, attach addtional shests I there Is not
Enolgn space o answer a quastion fuly. Label each contnuation
sheet with the comesponaing seation headng. In Part I, kst thase
attachments, any test K3t or other dats and any opbonal
Informiaticn Insiuded In the rotice:

OPTIONAL INFORMATION

You may InGiide any INformation that you want EPA to cansier In
evalialing e new substanoe. On page 11 of ihls form, 5pace nas
DEEN provided T YOU 10 025CTDE POILTION preventon and
TECYZINg INTIMMAN0N you M2y Nave rEgarng e new sUDSIENCe.
“Binding” bowes are Inciuged Moughois this form for you to
Indicate your wilingness o be bound to certain statements you
makz In his section, Such 3 Use, procucion volume, protective
equipment ... The Intention Is to reduce delays Mat routnely
accompany the development of consent ordeds of Significart New
Use Rules. Checting 3 “Bndng” bax In 3 PMN doss not by fset
prohibit the submitter from iater deviating from the Informiation
(€xcept chemical entity) reported In the form; nowever, in the
case of sxemption apolications (such a5 TMEA, LVE, LOREX)
certain Infomation provided In such notficatians Is binding on the
submitier when the Agency approves the ex=mption agpication,
espectally If the production voiume "binding” bax Is chosen In a
LVE

CONFIDENTIALITY CLAIMS

You Ay Ci3im any INTOFMEN0N IN i NOICE 35 CONMental. To
assert a cialm on Me 10, Mark () e confaential Dox Next o
me ITOTMaT0n INGT yOU CE3M 35 CONNDSNTal. To 3858 3 caim In
an attachment, cinclé o brackel the nformation you clalm as.
confidential. If you ciaim Information In ihe notices as confidential,
¥0u must @50 provide 3 saniized verelon of e notice, (Including
aftachments). For aodional Instructions on clalming Information
as read the Instiuctions Manual.

TEST DATA AND OTHER DATA

You are required to suomit 3l test data In your possassion of control and (o provide 3
descrigtion of 3 ofher data knawn to or redsonaly ascenainabie by you, If these data ane
related 1o the hea® and enviranmental efects on the manufaciuse, processing, dsTbution In
commesce, use, of dlsposal of hie new chemical substance. Standard iterature cliations may
b2 subitizd for data In the cpen scientic iterature, Complets test data (written In Englsh),
DOt SUMMANes of g3ta, MUSt be SubMitted I ey db N0t 30pEar In he coen IEfature. You
shoLid cieany |entfy wheiher (=5t 0ata 15 0 M2 SUBSEnGce OF AN an analod. A, the
chemical composiion of the tested materlal shoukd be characterized. Following are sxamples
of test data and ofer data. Data shoukd De submitied according 1o the rquirements of
§720.50 of the Premanifacture Notfication Rule (40 CFR Part 720).

Test Data {Check Below any Included In this nofice)

Endranmental fate data I:‘ Other Data
Health efects 6ats [ sk assecsments
Endronmental efiects 6t |:| Stuctureiactiity reiationships

PhysicaliChemical Properties (A physical and chamical properties workshest is
Inzated on the [ast page of this form )

] vestastanct in the possessian or controi o e sutmiter

TYPE OF NOTICE [Check Only Ong]
PMN (Fremanuracaure Notice)

SHUN (Significant New Use Notcs)

TMER, (Test Marketing Exempton Apphcation)

LVE {Low Volume Exemption) @ 40 GFR 723.50(c)(1)

LOREX {Low Release/Low Exposurs Exemption) @ 40 CFR 723.50{c)(2)
LVE Modification

LOREX Modification

Mock Submission

Mark (X) if pending Letter of Support

1S THIS A CONSOLIDATED PMM (YiN)?

\Z oooggoodg

# of chamicals o polymers (Prenotice Communication # requined, entar on
N

1

Mark () If any Information In this notice Is almad as confidertial,

EPA FORM 7710-25 (Rew. 6-08)

Replaces previous editions of EPA Form 7710-25
Page 2
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e & https://chemview.epa.gov/chemview/#Version

ChemView

Use this database to get information on chemical health and safety data received by EPA and EPA's assessments and regulatory actions for specific chemicals under the Toxic Substances Control Act (TSCA). ChemView contains no confidential business information (CBI).
If you do not receive results for a particular chemical, it does not mean EPA does not have information on that chemical; the data may not be posted yet but will be available in the future as EPA continues to populate the database.

+ Leam more and find additional information about EPA's efforts in assessing and managing chemicals
+ Read the ChemView User's Guide and Web Service Information
+ To continuously improve Chem\View, Contact Us with your feedback

s
Select Search Criteria:

Select Chemical Search Criteria and desired Output Selections.

Generate Results | Export Results | Clear All Entries.

Chemical Information
Clear Chemical Information

‘Chemical Name or Chemical Identifier
starts with | exact | contains

Use
Select a use -

Significant New Use Notification ¢
Select a SHUR use -

Chemical Group
Select a chemical group -

(Chemical Category

Select a chemical category -
Effects/Endpoints
Select a chemical endpoint -

Show Output Selection

@] Select AlliDeselect All Outputs
= Information Submitted to EPA

O Select All/Deselect All
= EPA Assessments

O Select AlljDeselect All

= EPA Actions

[ select AlljDeselect All

O wm Significant New Use Rules
Proposed Significant New Use Rules

Final Significant New Use Rules
B Premanufacture Notice Review Determinations
[0 pm TSCAES Orders

O = Chemicals Subject to TSCA § 12(b) Expart Notification

Show 10 [+] |entries

= Chemical Name/

Chemical Idenifier
I = Benzoic acid. 2 6-dichloro-. sodium salt (1:1)
& 10007-84-8
x = Benzsic acid, 3-bromo—4-Auoro-
Q 1007-16-5
o = Benzoic acid, 2, 4~difiuoro-, sthyl sster
el 108928-00-3
b = Benzoic acid, 4-bromo-2-fluoro-
Q 112704-79-7

= Benzoic acid, 3-chlaro-, ethyl ester

& 1128-76-3

Y = Benzoic acid, 4-bromo-3-fluoro-, ethyl ester

el 1130165-74-0

] - Benzoic acid, 3,4.5-trifluoro-, sodium salt (1:1)
1180493-12-2

¥ = Benzoic acid. 2.3~dichloro-. sodium salt (1:1)
D 118537841

X = Benzoic acid, 2,3.4.5-tetrafluoro-

12 1201-21-8

X - Benzoic acid, 3.4.5-trifluaro—

Lt 121602-33-5

Showing 1 to 10 of 320 entries

PMN Review Determinations

-&c

OData last updated on 11/8/2019

e Lo Lo ] o]

Search:

“ EPA Actions.

Wiew far All

Source: https://chemview.epa.gov/chemview/
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Premanufacture Notice Review Determinations ~

Chemical Name: Benzoic acid, 2,6-dichloro-, sodium salt (1:1)
Chemical Identifier: 10007-84-8

Federal Register Citation: 84 FR 43266 August 20, 2019
Code of Federal Regulations: 40 CFR 721.11053

Chemical Category: Esters

PMN Determination for: Benzoic acid, 2,6-dichloro-, sodium salt (1:1)
PMN Number: P-17-0071
PMN Determination Date: April 20, 2017

What is the TSCA §5 Determination?
= Insufficient information to permit a reasoned evaluation and the chemical substance may present an unreasonable risk of injury to health or the environment (TSCA § 5(a)(3)(B)(ii)(1))

Is there a TSCA §5 Order related to the chemical substance?
= Yes:
= TSCA § 5 Order

What is the Basis for the Order:
= Insuffident Information and May Present an Unreasonable Risk. EPA is unable to determine whether the PMN substance will present an unreasonable risk to human health or the environment. Information available to EPA indicates that there is a
potential for human or environmental exposure to the PMN substance. Therefore, pursuant to TSCA §s 5(a)(3)(B)(ii)(I) and 5(e)(1){(A)(i))(I), EPA has determined that the uncontrolled manufacture, processing, distribution in commerce, use, or
disposal of the PMN substance may present an unreasonable risk of injury to human health or the environment and the limitations imposed in the Order are necessary to protect against such risk.

Does the chemical have a specific or generic name?
= Benzoic acid, 2,6-dichloro-, sodium salt (1:1) 10007-84-8

Does the substance have a Polymer Exemption flag?
= No

What is the health concern rating associated with the substance?
= A moderate concern for human health hazard

What is the environmental concern rating associated with the substance? w
Al £ | bz

Source: https://chemview.epa.gov/chemview/




COMING SOON
= 2016 CDR data update

= UID list update- Updated yesterday

= Aggregate CBI review and
determination statistics update-
Updated yesterday

= CBIl determination information table-
Provided yesterday
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