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The knoell USA TSCA Training Series directs stakeholders to successfully navigate TSCA 
compliance for facilities that manufacture, process, export, import, distribute and 
store chemicals regulated under the Toxic Substances Control Act (TSCA). Some law 
firms can help navigate legal requirements once regulatory and compliance issues 
arise, but knoell USA, as a full service regulatory consulting company, assists you 
from the start to appropriately develop TSCA notifications along with reporting and 
record-keeping programs to successfully navigate the complex requirements of TSCA, 
eliminating compliance issues up-front. The knoell USA TSCA Training Series will 
provide you with:

What you will learn 
from knoell USA

 Interpretation of the amended TSCA 
law under the Lautenberg Chemical 
Safety for the 21st century Act

 How components of the new 
law translate into increased data 
requirements on the part of industry, 
and require stronger supply chain 
communication

 Expert knowledge on how to initiate, 
improve, or stay in compliance with 
TSCA regulations

 Recommendations to improve 
internal reporting and record-
keeping processes

 Insights into regulatory strategies and 
the optimal new chemical submission 
approach, PMN, SNUN, LVE, LOREX, 
TMEA and Polymer Exemptions

 Regulatory and technical approaches 
to address EPA concerns for new 
chemicals under review or existing 
chemicals under consideration for 
risk assessment actions



The knoell USA TSCA Training Series  
is available:

ONLINE | WEBINAR | LIVE

Do you need help navigating the turbulent waters of chemical regulation and 
management in the United States? With the passage of the Frank R. Lautenberg 
Chemical Safety for the 21st Century Act on June 22, 2016, the main framework 
for chemical management in the United States changed dramatically. The reform 
of the Toxic Substances Control Act (TSCA) gave EPA new authorities related to the 
management of industrial chemicals and profoundly changed the landscape of the 
new chemicals program. This customizable training series is designed to provide 
stakeholders with an overview of the new law, offer relevant insight on navigating 
TSCA compliance, highlight important changes in the new chemical review program 
and provide technical training on the risk assessment process. Each module can be 
delivered as a stand-alone session, or we will help you structure a tailored training 
series to meet the specific needs of your company. Understanding how to traverse 
the new TSCA framework will assist your company with proper business planning 
and help ensure chemicals get to market in a timely fashion.



Section 1
the Frank R. Lautenberg Chemical Safety 
for the 21st Century Act

Module 1: 
Overview of Key Regulatory Requirements  
for Industrial Chemicals 

This session will provide a high-level overview of the Toxic Substances Control Act 
(TSCA), as amended by the Frank R. Lautenberg Chemical Safety for the 21st Century 
Act, and will provide information on what’s needed to keep your company in 
compliance with TSCA.  Sections addressed in this module will include:  Section 4 
(Chemical testing of existing substances), Section 5 (Regulation of new substances), 
Section 6 (Regulation of existing substances), Section 8 (Chemical reporting and 
recordkeeping), Section 12 (Exports) and Section 13 (Imports).  

Module 2: 
New Chemical Notification Process (TSCA Section 5)

Understanding the Paradigm Shift in the New Chemical Review Program

Understanding the new chemical review framework assists companies with proper 
business planning and helps to ensure chemicals get to market in a timely fashion. 
This session will outline changes to TSCA Section 5, as amended by the Frank R. 
Lautenberg Chemical Safety for the 21st Century Act and demonstrate why the U.S. 
EPA is now regulating the majority of new chemical notifications. The session will 
highlight the various regulatory controls being used by the U.S. EPA and demonstrate 
how informed regulatory specialists can expedite the notification process.

Module 3: 
Recordkeeping Requirement Concerning Alleged Adverse Health or 
Environmental Effects (TSCA Section 8(c))

Understanding the Statutory Requirements and Recordkeeping Responsibilities

An established TSCA 8(c) program is essential for a company’s overall TSCA compliance 
program. This session will provide an overview of the section and an explanation of 
how allegations can come to the attention of your company and the requirements 
for manufacturers, importers and processors of chemical substances to maintain 
adequate records regarding allegations of adverse health or environmental effects.  

Module 4: 
Reporting Substantial Risks to Health or the Environment (TSCA Section 8(e))

What Constitutes Substantial Risk? What are the Responsibilities for Reporting to the U.S. EPA? 

Manufacturers, importers, processors and distributors of chemical substances in 
commerce have a reporting obligation when new information is obtained that 
supports a conclusion of substantial risk to health or the environment.  This session 
will provide an overview of Section 8(e) including what type of information may be 
reportable and what the reporting requirements are.
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Module 5: 
Export Notification (TSCA Section 12(b))

Understanding the Statutory Requirements and the Notification Process for the U.S. EPA

Exporters of certain chemical substances or mixtures are required to notify the U.S. 
EPA of these exports. This session will provide an overview of the section, including 
the two types of reporting (one-time and annual), threshold triggers for reporting 
and what type of information must be reported.

Module 6: 
TSCA Import Certification (TSCA Section 13)

The Import Certification Checklist and How to Comply with U.S. Regulatory Requirements

Importers of chemical substances or mixtures into the U.S. must make a certification 
regarding TSCA compliance.  This session will provide an overview of the 
requirements, including a definition of importing, a discussion of “positive” and 
“negative” certifications and how your company can properly ensure compliance.

Section 2
A Deeper Dive into U.S.  
New Chemical Notifications

Module 7: 
What Type of U.S. New Chemical Submission is Right for You?

Pros and Cons of Submitting a Pre-Manufacture Notice or Exemption Submission

With the changes to TSCA Section 5, as amended by the Frank R. Lautenberg Chemical 
Safety for the 21st Century Act, the type of submission used for a new chemical 
substance has become increasingly important. This session will explore the revised fee 
schedule for new chemical notifications, notification options available to companies 
intending to manufacture or import a substance into the U.S and the pros and cons of 
each submission type. The session will include discussion of Pre-Manufacture Notices 
(PMN), Significant New Use Notices (SNUN), Low Volume Exemptions (LVE), Low Volume/
Low Release Exemptions (LOREX), Test Market Exemption Applications (TMEA) and 
Polymer Exemptions (when requested by customer).
 

Module 8: 
Understanding Your Chemistry

Substance Identification and Nomenclature

This session is fully customized to the company’s particular areas of chemistry (e.g. 
polymers, undefined variable composition mixtures, organometallics) and will 
provide an overview of the important data elements related to each substance type 
such as %<500 Molecular weight (MW), %<1000 MW for polymers and particle 
size distribution for respirable particles or aerosols. The session will demonstrate 
the unique data sets required for your specific chemistries and the advantages of 
providing that information upfront to facilitate the U.S. EPA’s review.
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Module 9: 
TSCA Information Requirements and the Notification Form

Reading Between the Lines

This session will highlight information from the U.S. EPA’s “Points to Consider” 
draft document for new chemical notifications and is designed to assist submitters 
with chemical information development. The session will provide tips on 
additional information to provide the U.S. EPA regarding chemical properties, 
industrial operations and identified routes of exposure and release even when the 
notification/exemption forms do not explicitly request it. 

Module 10: 
Using Predictive Methods to Conduct a Preliminary Hazard,  
Exposure and Risk Assessment

Identifying the Advantages of Predictive Modeling 

This session will highlight available freeware tools that can be used to conduct a 
preliminary risk assessment before submitting new chemical notifications to the 
U.S. EPA to anticipate potential regulatory concerns and identify critical outcomes. 
Speakers will highlight useful approaches and predictive tools from the U.S. EPA 
and OECD to help identify risk-prone activities, identify targeted testing that may 
be useful, and potentially reduce the U.S. EPA review time by decreasing the need 
for back and forth communication during the notification period. This session is 
intended as a segue to the more detailed concepts presented in Section 3 below.

Section 3
Understanding the U.S. EPA  
Scientific Review Process and  
Application of Predictive Models
For companies interested in “hands-on” experience with the software in this 
section, these modules are offered with an additional student practicum using pre-
drafted example chemicals. Instead of presenters demonstrating the tools in each 
module, the class will work collectively to complete a model run and corresponding 
chemical profile. This option requires additional preparation and execution time 
and attendees will need to install the free U.S. EPA and OECD software on their 
computers prior to the class.
 

Module 11: 
Physical-Chemical Properties and Environmental Fate Profile

The Foundation of the Risk Assessment

This session will outline the U.S. EPA approaches for determining important 
physical-chemical properties of a substance along with methods to identify 
environmental media of concern and important removal pathways for each 
environmental compartment. Presenters will demonstrate how to use U.S. EPA’s 
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EPISuite program and the OECD QSAR Toolbox to complete a physical-chemical 
properties and environmental fate profile.

Module 12: 
Hazard Characterization

Tools and Approaches to Identify Human Health and Environmental Hazards

This session will highlight the U.S. EPA’s approaches for creating a screening level 
hazard assessment for human health and primary environmental media. The 
session will focus on principles for analog analysis including the use of various 
parameters for read across to fill data gaps (use of relevant information from 
analogous substance(s) to predict properties for the untested “target” substance). 
Presenters will demonstrate how to use the U.S. EPA’s ECOSAR program and the OECD 
QSAR Toolbox to complete a hazard profile.
 

Module 13: 
Evaluating Industrial Operations and the Downstream Exposure Impact to 
Workers, the General Population and the Environment

Tools and Approaches to Identify Potential Exposures and Releases

This session will highlight the U.S. EPA’s approaches and tools to model industrial 
operations including manufacturing, processing, commercial use and consumer use 
activities to calculate potential release and exposure concentrations of the chemical 
and the impact on workers, the general population and the environment. The 
session will outline various default assumptions used by the EPA and highlight the 
conservative approaches taken in the absence of analytical data. Tools will include 
the U.S. EPA’s ChemSTEER model for worker exposures and releases from industrial 
operations and the U.S. EPA‘s E-FAST model for downstream general population, 
consumer and environmental exposure calculations.
 

Module 14: 
Quantifying Potential Risk

Anticipating the Problem Areas

This session will outline the U.S. EPA’s process for quantifying potential risk and 
show participants how to bring together hazard and exposure information to 
identify areas of concern for the notified chemical. It will discuss how to address 
problem areas and identify data gaps and targeted testing needs to inform the U.S. 
EPA’s review and pre-empt future testing needs.
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www.knoellusa.com

Pennsylvania

knoell USA, LLC
3070 McCann Farm Drive
Suite 112
Garnet Valley, PA 19060

Phone 610.558.3001
Fax 610.558.6025
info@knoellusa.com
 

North Carolina

knoell USA, LLC
68 T.W. Alexander Drive
Alexander Business Suites
Research Triangle Park, NC 27709

Phone 610.558.3001
Fax 610.558.6025
info@knoellusa.com

knoell USA, LLC is the US subsidiary of the knoell group. Founded 
in 1996, knoell is an independent global service provider specia-
lizing in worldwide registration of chemicals. knoell USA supports 
the scientific community in the registration of chemicals, crop 
protection products, food contact materials. For further informa-
tion visit: www.knoellusa.com

Kelly Mayo-Bean
Kelly spent 15 years at the United States 
Environmental Protection Agency’s Office 
of Pollution Prevention and Toxics as 
Senior Regulatory Scientist. Kelly deve-
loped numerous U.S. EPA predictive tools 
and administered training programs on 
the U.S. new chemical review process 
and use of predictive models to conduct 
screening level risk assessments. Kelly 
became Associate Branch Chief in the 
Risk Assessment Division of the U.S. EPA, 
focusing on pre-notice communicati-
ons and scientific assessments for new 
chemicals, and acted as the Division 
liaison to the Chemical Control Division, 
responsible for issuing final determin-
ations and regulatory actions on new 
and existing chemicals.

Jeffrey Hafer
During a 36 year career, Jeff held a 
variety of positions at Rohm and Haas 
and Dow Chemical including Global 
Regulatory Specialist and Global Product 
Stewardship Manager. In 2013 he be-
came corporate TSCA manager for Dow 
Chemical. Jeff has served as chair of the 
American Chemistry Council’s Regulatory 

Advocacy and Information Network, the 
American Coatings Association’s Product 
Stewardship Committee, and the Emul-
sion Polymers Council. 

Joanne Houck
Joanne has over 35 years of experience in 
the refining, petrochemical and chemicals 
industry.  After her tenure as Manager of 
Product Stewardship and Toxicology at 
Sunoco, Inc., Joanne became Manager of 
Product Safety for Cray Valley USA.  Joanne 
leads the Product Stewardship and Regu-
latory Affairs Group at knoell USA.

Michael Derelanko
Mike has spent over 35 years as a 
toxicologist in the pharmaceutical and 
chemical industries. Mike began his 
career as a research toxicologist in the 
laboratories of Allied Chemical Corpo-
ration, which became AlliedSignal and 
then Honeywell International where he 
was corporate manager of toxicology 
and risk assessment. Mike continued his 
career at Adolor Corporation as director 
of nonclinical drug safety assessment. 
Mike leads the Toxicology and Risk as-
sessment Group at knoell USA.

knoell USA TSCA Training Series Instructors:
The knoell USA TSCA Training Series was developed by industry experts with over 120 
years of combined experience with TSCA regulations, environmental fate, hazard and 
exposure, product stewardship and toxicology.


