New Chemicals Decision Guidelines Manual
Detailed Outline

This New Chemicals Decision Guidelines Manual will summarize how EPA reviews
new chemical submissions and the policies and decision guidelines used in making decisions
under section 5 of the Toxic Substances Control Act (TSCA). This document will provide an
overview of both risk assessment and risk management approaches. In addition to providing an
overview of the review of new chemical submissions, the manual is intended to help
stakeholders determine what forms of regulation and restrictions on the manufacture,
distribution, use, and/or disposal of a new chemical substance may arise from an EPA
determination.

EPA is providing an outline for the New Chemicals Decision Guidelines Manual for
public comment. In particular, EPA is interested in hearing whether there are other sections that
should be added to the outline and thus to the document.

Background

EPA has reviewed more than 55,000 new chemical submissions since 1979. During this
time, EPA developed several procedures, policies, and decision guidelines to assist OPPT
personnel in assessing data obtained during the review and in developing subsequent
recommendations, if any, for the regulation of the new chemicals. EPA has codified these
procedures, policies, and decision guidelines into draft decision guidelines documents, the most
recent of which was developed in 2001 and was intended for internal use by OPPT in the
evaluation of new chemical submissions. EPA intends to use the 2001 document as a model for
an updated document - the New Chemicals Decision Guidelines Manual, which will be adapted
for both internal and external use. EPA is updating its procedures, policies, and decision
guidelines to reflect the amendments to TSCA under the Frank R. Lautenberg Chemical Safety
for the 21st Century Act.
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New Chemicals Decision Guidelines Manual
Detailed Outline

INTRODUCTION
1.0 Purpose
1.1 Applicability
1.2 TSCA Section 5 Authority to Regulate New Chemicals
1.2.1 Overview
1.3 Reporting Guidelines
1.3.1 Submitted Information
1.3.2 Consolidated Case Guidance

. Chemicals
. Biotechnology Submissions
1.3.3 New Chemical Program Submission Statistics/Review Period
1.4 Assessment of New Chemical Substance Submissions
1.4.1 Assessment of Chemical Submissions
. Characterization of Conditions of Use
. Assessment of Physical-Chemical Properties
. Assessment of Hazards: Hazard Assessment
. Assessment of Exposure: Exposure Assessment
. Assessments in Exposure-Based Cases
1.4.2 Assessment of Biotechnology Submissions
. Characterization of Conditions of Use
. Assessment of Product Identity: Taxonomy
Assessment
. Assessment of Introduced Genetic Materials Genetic
Construction Assessment
. Assessment of Hazards: Hazard Assessment
. Assessment of Exposure: Exposure Assessment
15 Risk Assessment
1.5.1 Risk Assessment for Health Hazards
. Chemical Health Hazards
. Biotechnology Health Hazards
1.5.2 Risk Assessment for Ecotoxicity or other Environmental
Hazard
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1.6

2.0
2.1

2.2

3.0

3.1
3.2

3.3

. Chemical Environmental Hazards
. Biotechnology Environmental Hazards

Affirmative Determinations, Risk Management and Regulatory
Options

1.6.1 Section 5(a)(3)(C) and Section 5(g) - Not Likely to Present an

1.6.2

1.6.3

Unreasonable Risk

. Section 5(a)(2) SNUR and Section 5(a)(3)(C) and
Section 5(g) Not Likely to Present an Unreasonable
Risk
. Polymer exemption regulatory flag on Inventory
Section 5(a)(3)(B)(i) and Section 5(e) - Insufficient
Information to Permit a Reasoned Evaluation

Section 5(a)(3)(B)(ii)(l) and Section 5(e) - In the Absence of
Sufficient Information to Permit a Reasoned Evaluation, May

Present an Unreasonable Risk
. Unreasonable and Uncontrollable Risks

1.6.4 Section 5(a)(3)(B)(ii)(1) and Section 5(e) - Substantial
Production, Exposure, and/or Release

1.6.5 Section 5(a)(3)(A) and Section 5(f) - Presents an Unreasonable

Risk
PRE-NOTICE CONSULTATION
Benefits
Background Information
2.1.1 Policies and Guidance
2.1.2 Points to Consider Document
2.1.3 TSCA Chemical Categories Document
Helpful Information to Bring to the Pre-Notice Consultation

TSCA SECTION 5 APPLICABILITY

Chemicals Not Subject to Section 5

Premanufacture Notices and Significant New Use Notices
Biotechnology Submissions

3.2.1 Microbial Commercial Activity Notices (MCAN)
3.2.2 TSCA Experimental Release Applications (TERA)
3.2.3  Significant New Use Notices

Exemptions to Section 5 Reporting

3.3.1 Chemicals
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7.0

7.1
7.2

8.0

8.1

3.3.2 Research and Development Exemptions
3.3.3 Low Volume Exemptions (LVEs)

3.3.4 Low Environmental Release and Human Exposure (LoREX)
Exemptions

3.3.5 Test Marketing Exemptions
3.3.6 Polymer Exemptions
3.3.7 Biotechnology Exemptions
. R&D and Closed System Exemptions
CONDITIONS OF USE
4.0.1 Characterization of Conditions of Use
4.0.2 Intended Uses
4.0.3 Reasonably Foreseen Uses
ESTIMATING PHYSICAL-CHEMICAL PROPERTIES OF CHEMICALS
5.0.1 Chemical Analogs
5.0.2 Modeling Approaches
5.0.3 Nanoscale materials
CHARACTERIZATION OF BIOTECHNOLOGY SUBMISSIONS
6.0.1 Assessment of Product Identity: Taxonomy Assessment

6.0.2 Assessment of Introduced Genetic Materials/Genetic
Construction Assessment

CHEMICAL CATEGORIES
Existing TSCA Chemical Categories (Listed in Appendix A)
7.0.1 Boundaries of Categories
7.0.2 Testing Strategies
Development of New Categories
Persistent Bioaccumulative Toxics (PBT) Policy
7.2.1 Evaluation Criteria and Process
7.2.2 Testing Strategy

HAZARD ASSESSMENT
Overview of the Hazard Assessment Process
8.0.1 Review of Submitted Test Data
8.0.2 Selection and Use of Analogs
Chemical Human Health Hazard Assessment
8.1.1 Data Analysis by Assessors
8.1.2 Types of Health Hazards
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8.1.3 Selection and Use of Analogs
8.1.4 Susceptible Populations
8.1.5 Quantitative Hazard Assessment
8.1.6 Qualitative Hazard Assessment
8.2 Chemical Environmental Health Hazard Assessment
8.2.1 Data Analysis by Assessors
8.2.2 Types of Environmental Hazards
. Environmental Toxicity Profile
8.2.3 Use of Models
8.2.4 Selection and Use of Analogs
8.2.5 Assessment Factors

8.2.6 Use of Models

8.2.7 Acute-to-Chronic Toxicity Ratio
8.2.8 Concentration of Concern (CoC)

8.3 Biotechnology Hazard Assessment
8.3.1 Human Health Hazard
. Colonization and pathogenicity
. Toxin production
. Immunological Effects
. Antibiotic resistance
8.3.2 Environmental Effects
. Pathogenicity
. Toxigenicity
. Ecosystem effects including competition with native
species
ENVIRONMENTAL FATE
9.0 Chemicals

9.0.1 Partitioning
9.0.2 Bioavailability
9.0.3 Degradation
. Abiotic degradation
. Biodegradation
9.0.4 Bioaccumulation
9.1 Biotechnology

9.1.1 Survival/replication of microorganism in individual
environmental media
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10

11

12

10.0

10.1
10.2

11.0

11.1
11.2
11.3
12.0

12.1

9.1.2 Persistence of Genes in individual environmental media
. Gene transfer probabilities by various modes
9.1.3 Dispersal of Microorganisms

CHEMICAL AND BIOTECHNOLOGY EXPOSURE ASSESSMENTS

Potentially Exposed Subpopulations

10.0.1 Susceptible Subpopulations
Quantifying Releases to Environmental Media
Estimating Potential Dose Rates

10.2.1 Estimating Potential Dose Rates from Ingestion of Surface Water
and Fish by the General Population

10.2.2 Estimation of Potential Dose Rates from Ingestion of Ground
Water by the General Population

10.2.3 Estimation of Potential Dose Rates from Inhalation of Ambient
Air by the General Population

10.2.4 Estimation of Potential Dose Rates from Inhalation of Indoor Air
by Consumers

10.2.5 Estimating Potential Dose Rates from Dermal Contact with
Consumer Products

10.2.6 Estimating Exposures to Workers
. New Chemical Exposure Limits (NCELS)
10.2.7 Estimating Exposures to Non-Humans

EXPOSURE-BASED POLICY FOR CHEMICALS

Qualitative and Quantitative Criteria
11.0.1 Substantial Production Volume
11.0.2 Significant or Substantial Human Exposure

. Worker Exposure Triggers
. Consumer Exposure Triggers
. Ambient or General Population Triggers

11.0.3 Substantial Environmental Release Trigger
Testing Requirements

Polymer triggers

PBT Triggers

RISK ASSESSMENT

Overview
12.0.1 Summary of Hazard and Exposure Assessments
Human Health Risk Assessment
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12.2

12.3

12.4

13

14
14.0
141
14.2

12.1.1 Cancer

. Worker Risk Estimates for Cancer
. Consumer and/or General Population Risk Estimates for
Cancer

12.1.2 Non-Cancer Effects

. MOE approach

. Qualitative risk assessments
Environmental Risk Assessment
12.2.1 Percentile Stream Flow Method
12.2.2 Probabilistic Dilution Method
12.2.3 Acute vs Chronic
Risk Assessment for Releases Other Than To Streams
12.3.1 Terrestrial Ecosystem
12.3.2 Release from Landfills
12.3.3 Estuaries and Lakes
Biotechnology Risk Assessment
12.4.1 Human Health Risk Assessment

. Pathogenicity

. Toxigenicity

. Immunological Effects

. Antibiotic resistance

. Horizontal Gene Transfer (HGT)
12.4.2 Environmental Effects Risk Assessment

. Survival

. Competition

. Dispersal

. Horizontal Gene Transfer

. Generic Scenarios for dilution methods (log6

reduction)?

P2 FRAMEWORK
RISK MANAGEMENT

Overview of Risk Management
Reasonable vs. Unreasonable Risks
Statutory Determinations

14.2.1 5(a)(3)(C) and Section 5(g) Not likely to Present an
Unreasonable Risk
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15
15.0
15.1
15.2
15.3

. Section 5(a)(2) SNUR and 5(a)(3)(C) and Section 5(g)
Not likely to Present an Unreasonable Risk
. Polymer exemption regulatory flag on Inventory

14.2.2 Section 5(a)(3)(B)(i) and Section 5(e) - Insufficient Information
to Permit a Reasoned Evaluation

. Testing
14.2.3 Section 5(a)(3)(B)(ii)(l) and Section 5(e) - In the absence of

sufficient information to permit a reasoned evaluation, may
present an unreasonable risk

. Unreasonable and uncontrollable risks
. Unreasonable and “controllable” risks
. Testing

14.2.4 Section 5(a)(3)(B)(ii)(1l) and Section 5(e) - Substantial
Production, Exposure, and/or Release

14.2.5 Section 5(a)(3)(A) and Section 5(f) Presents an Unreasonable
Risk

APPENDICES

Appendix A Chemical Categories

Appendix B Exposures Assessment Tools and Models
Appendix C Sources of Information

Appendix D List of Acronyms
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