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Agenda

• Background

• Commonly missed information in TSCA Section 5 
submissions

• How EPA evaluates sites not controlled by the submitter

• Q&A from 2nd webinar: “Information Evaluation 
Considerations”

• Q&A Session
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Background
• EPA is looking for ways to improve efficiency in the new chemical review process. 

Reducing “rework”1 is one area for potential efficiency improvement.

• On July 27, 2022, EPA presented an analysis of common rework issues that cause 
EPA to have to rework engineering assessments. EPA’s analysis shows that 
companies often lack understanding of what information is needed for a Section 5 
engineering assessment.

• On October 18, 2022, EPA presented how it evaluates qualitative and quantitative 
engineering information included in the submissions, including multiple case 
studies with specific rationale on why EPA did or did not accept the submitted 
data. 

• In this webinar, EPA will discuss:

- Commonly missed information in TSCA Section 5 submissions 

- How EPA evaluates environmental release information when the operation 
occurs at a non-submitter site

1 Intake, review, and revision(s) to risk assessments when additional information is submitted
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Commonly Missed Information

Missing information in the original submission 
often results in delays in review or EPA having to 
apply conservative assumptions to fill in the 
information gap.
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Commonly Missed Information (continued)
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Commonly Missed Information (continued)

• Information that must be included in the TSCA 
Section 5 submission is specified under §720.45.  
– Each person who submits a notice must include the 

information specified in the notice form to the extent it 
is known to or reasonably ascertainable by the 
submitter. 
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Commonly Missed Information (continued)
• Physical form of the new chemical substance (NCS) throughout its industrial and 

commercial lifecycle from manufacturing (including import), processing, and use

– Physical form of the NCS (including % concentration) should be completed for each lifecycle stage 
and worker activity in both Part II, Section A (sites controlled by submitter) and Section B (sites 
controlled by others, below)

– If the information is provided as a narrative, specify the physical form and concentration of the NCS 
in the formulation and/or final products

– Solids are assumed to have the potential to be airborne unless supporting information is provided

– Other related data, such as particle size distribution, should be provided if available
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Commonly Missed Information (continued)
• Number of Sites associated with manufacturing (including import), processing, 

and industrial/commercial use

– If the exact number of processing/use sites is not known at the time of application, 
provide an estimate or range if reasonably known or ascertainable (e.g., 1-5 sites v. 100-
500 sites) 

– Provide identity (including location) of sites if known 
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Commonly Missed Information (continued)

• For low-volume exemption cases, review and consider the binding option for the maximum 
12-month production volume (PV) in Part I, Section C. 
- If the PV is not bound, EPA will review the NCS at the maximum PV of 10,000 kg/yr
- If you choose not to bind this volume, and your stated maximum 12-month production is 

substantially lower than 10,000 kg/yr, indicate how the operation, release, and exposure 
information is likely to change if the production of the NCS is scaled up:
o Increase in production batch size or number of batches
o Number of manufacturing, processing, and use sites
o Release/exposure information
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Commonly Missed Information (continued)

• Number of workers – Estimate the number of workers exposed for all sites 
combined
- The number of workers should include all employees who are reasonably likely to be exposed to the 
NCS. This would include both workers who directly handle the NCS and workers who may be exposed as 
“bystanders.”
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Commonly Missed Information (continued)
• Clearly describe the intended use, including uses of products containing the 

NCS at downstream customer sites 

• If the chemical is a component of coating, paint, or adhesive, specify the 
application method/process (e.g., spray coating, roll coating, roller, syringe, 
bead)

– For coating products with an unknown/unidentified process, spray-application is typically 
assumed unless basis/supporting information is provided to rule out the possibility of spray 
application

• If an engineering control is present, describe the type of control and control 
efficiency, including documentation that supports the control efficiency 
estimate

• Check through the entire submission to ensure consistency in all 
information/narrative/attachments (e.g., information such as physical form, 
release quantity, NCS concentration, and exposure duration and frequency 
should be consistent across the PMN submission and attachments).
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Evaluating Environmental Releases for 
Sites not under Submitter Control
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Sites not under Submitter Control

• EPA assesses environmental releases of new chemicals from manufacturing, 
processing, and use as part of the engineering assessment

• Submissions often make statements about the specific operation, 
process, and waste disposal method, including the environmental 
media. 

• Where the operation is not under submitter control, EPA considers 
the following when evaluating “media of release”: 

- Technical constraint

- Administrative control

- Generic Scenario, Emission Scenario Document, or other EPA guidance 
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Sites not under Submitter Control (continued)

•Technical Constraint:

- Constraint due to physical-chemical properties of the new 
chemical substance, e.g., NCS reacts with water, such that 
water or aqueous solution cannot be used to clean the 
equipment or transport containers

- Constraint related to the type of equipment/process

- Submissions should explain the constraint in writing and 
provide supporting technical information, such as a 
description of the process and equipment. 
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Sites not Under Submitter Control (continued)
• Administrative Control:

• Company-specific Stewardship Program, such as documentation of an agreement 
between the submitter and its customers on how wastes containing the NCS must 
be managed

• Third-party (downstream sites not controlled by the submitter) documents 
such as Standard Operating Procedures (SOPs), Environment, Health and 
Safety (EHS) Policies describing site-specific waste management practices 
and/or requirements

• Generic Scenario, Emission Scenario Document, or other EPA 
guidance:
• Media of release can be based on knowledge of specific industry sectors
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Q&As from 2nd Webinar: 
“Information Evaluation Consideration”
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Questions?
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Additional Information

• Materials for webinar series:

• Webinar #1: Kick-Off Meeting (July 27, 2022)

• Webinar #2: Information Evaluation Considerations (October 18, 2022)

• Webinar #3: Commonly Missed Information (February 28, 2023)

• Supporting materials:

• Summary of EPA’s Analysis (supplemental document)

• Analysis Methodology and Results (supplemental document)

• EPA’s webpage: 

• TSCA New Chemicals Engineering Initiative to Increase Transparency and Reduce 
Rework
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https://www.epa.gov/system/files/documents/2022-07/TSCA%20New%20Chemical%20Engineering%20Initiative%2C%20Kick%20Off%20Meeting%20Materials.pdf
https://www.epa.gov/system/files/documents/2022-10/TSCA%20Engineering%20Outreach%20Webinar%20-%20Info%20Evaluation%20Consideration%202022-10-12%20508.pdf
https://www.epa.gov/system/files/documents/2022-06/Engineering%20Initiative%20Analysis.pdf
https://www.epa.gov/system/files/documents/2022-07/TSCA%20New%20Chemical%20Engineering%20Initiative%2C%20Analysis%20Methodology%20and%20Results.pdf
https://www.epa.gov/reviewing-new-chemicals-under-toxic-substances-control-act-tsca/tsca-new-chemical-engineering#analysis
https://www.epa.gov/reviewing-new-chemicals-under-toxic-substances-control-act-tsca/tsca-new-chemical-engineering#analysis


List of Acronyms
GS = Generic Scenario

ESD = Emission Scenario Document

NCS = New Chemical Substance

SOP = Standard Operating Procedures
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