
1. Overview
Learning Objectives:

When you see the above icon it 

indicates that one of the learning 

objectives is being covered.

At the end of section one you should 
be able to:

 Provide a brief overview of the 
scope of the TSCA act.

 State if this regulation impacts 
your work or not.

 State what motivated the U.S. to 
enact the Toxic Substance Control 
Act (TSCA).



An Act to regulate commerce 

and protect human health and 

the environment by requiring 

testing and necessary use 

restrictions on certain 

chemical substances, and for 

other purposes.

Provide a brief overview of the 

scope of the act.



Does TSCA apply to your work?

 Are you involved in bringing new products to market in the 

United States?  

 If you, or a toll manufacturer you hire, are involved in 

making a Neo product for sale in the United States – you 

have specific duties.

 If you sell Neo products into the United States – you have 

specific duties. State if this regulation 
impacts your work or not.



How it all got started…

• Why did the U.S. Congress 
decide to write this legislation?
_________________________
_________________________
_________________________
_________________________
_________________________
_________________________
_________________________
_________________________
_________________________

 State what motivated the U.S. to enact the 

Toxic Substance Control Act (TSCA).



I HAVE signed S. 3149, the Toxic Substances Control Act. I believe this 

legislation may be one of the most important pieces of environmental 

legislation that has been enacted by the Congress.

This toxic substances control legislation provides broad authority to 

regulate any of the tens of thousands of chemicals in commerce. Only a few 

of these chemicals have been tested for their long-term effects on human 

health or the environment. Through the testing and reporting requirements 

of the law, our understanding of these chemicals should be greatly 

enhanced. If a chemical is found to present a danger to health or the 

environment, appropriate regulatory action can be taken before it is too late 

to undo the damage.

The legislation provides that the Federal Government, through the 

Environmental Protection Agency, may require the testing of selected new 

chemicals prior to their production to determine if they will pose a risk to 

health or the environment. Manufacturers of all selected new chemicals will 

be required to notify the Agency at least 90  days before commencing 

commercial production. The Agency may promulgate regulations or go into 

court to restrict the production or use of a chemical or to even ban it if such 

drastic action is necessary.

Statement on signing TSCA

www.presidency.ucsb.edu



2. TSCA Inventory
Learning Objectives:

At the end of section two you should be able to:

 Determine when our products must be on the 
TSCA inventory.

 Find a copy of the TSCA inventory.

 Know what to do if you cant find the substance 
on the published TSCA Inventory. 

 Understand the function of “flags” and how it 
might impact our ability to market the product.



PMN Exemption 10,000kgs or less

§ 7 2 3 .5 0  Chem ical substances m anufactured in quant it ies of 1 0 ,0 0 0  k ilogram s or  less 

per  year , and chem ical substances w ith low  environm ental releases and hum an 

exposures.

Link to an am endm ent  published at 80 FR 42746, July 20, 2015.

( a) Purpose and scope.

( 1 ) This sect ion grants an exem pt ion from  the prem anufacture not ice requirem ents of sect ion 

5(a) (1) (A)  of the Toxic Substances Cont rol Act  (15 U.S.C. 2604(a) (1) (A) )  for the m anufacture 

of:

( i) Chem ical substances m anufactured in quant it ies of 10,000 kilogram s or less per year.

( ii) Chem ical substances with low environm ental releases and hum an exposures.

( 2 ) To m anufacture a new chem ical substance under the term s of this exem pt ion a 

m anufacturer m ust :

( i) Subm it  a not ice of intent  to m anufacture 30 days before m anufacture begins, as required 

under paragraph (e) of this sect ion.

( ii) Com ply with all other provisions of this sect ion.

( 3 ) This sect ion does not  apply to m icroorganism s subject  to part  725 of this chapter.

Researchers and potential importers – please highlight the requirements for this exemption.

http://frwebgate.access.gpo.gov/cgi-bin/getpage.cgi?dbname=%7B2015%7D_register&position=all&page=42746
https://www.law.cornell.edu/uscode/text/15/2604
https://www.law.cornell.edu/cfr/text/40/723.50


Small Quantities Solely for R&D

§ 7 2 0 .3 6  Exem pt ion for  research and developm ent .

( a) This part  does not  apply to a chem ical substance if the following condit ions are m et :

( 1 ) The chem ical substance is m anufactured or im ported only in sm all quant it ies solely for 

research and developm ent .

( 2 ) The m anufacturer or im porter not ifies all persons in its em ploy or to whom  it  direct ly 

dist r ibutes the chem ical substance, who are engaged in experim entat ion, research, or analysis on 

the chem ical substance, including the m anufacture, processing, use, t ransport , storage, 

and disposal of the substance associated with research and developm ent  act iv it ies, of any r isk to 

health, ident ified under paragraph (b) of this sect ion, which m ay be associated with the substance. 

The not ificat ion m ust  be m ade in accordance with paragraph (c) of this sect ion.

( 3 ) The chem ical substance is used by, or direct ly under the supervision of, a technically qualified 

individual.

( b)

( 1 ) To determ ine whether not ificat ion under paragraph (a) (2) of this sect ion is required, 

the m anufacturer or im porter m ust  review and evaluate the following inform at ion to determ ine 

whether there is reason to believe there is any potent ial r isk to health which m ay be associated 

with the chem ical substance:

Researchers and potential importers – please highlight the requirements for this exemption.

For more, please see 40 CFR 720.36

https://www.law.cornell.edu/definitions/index.php?width=840&height=800&iframe=true&def_id=6e3bfd09fa06c2c29dfdf4cab4b5579e&term_occur=1&term_src=Title:40:Chapter:I:Subchapter:R:Part:720:Subpart:B:720.36
https://www.law.cornell.edu/definitions/index.php?width=840&height=800&iframe=true&def_id=6e3bfd09fa06c2c29dfdf4cab4b5579e&term_occur=2&term_src=Title:40:Chapter:I:Subchapter:R:Part:720:Subpart:B:720.36
https://www.law.cornell.edu/definitions/index.php?width=840&height=800&iframe=true&def_id=8257e04bc6aa55312f997ab36bf5e306&term_occur=1&term_src=Title:40:Chapter:I:Subchapter:R:Part:720:Subpart:B:720.36
https://www.law.cornell.edu/definitions/index.php?width=840&height=800&iframe=true&def_id=153dbd1654007dae9668bb15abac3660&term_occur=1&term_src=Title:40:Chapter:I:Subchapter:R:Part:720:Subpart:B:720.36
https://www.law.cornell.edu/definitions/index.php?width=840&height=800&iframe=true&def_id=3172473a3ad0e63edc70e969db8990aa&term_occur=1&term_src=Title:40:Chapter:I:Subchapter:R:Part:720:Subpart:B:720.36
https://www.law.cornell.edu/definitions/index.php?width=840&height=800&iframe=true&def_id=e15b4deba881119d03b80663b7bd8534&term_occur=1&term_src=Title:40:Chapter:I:Subchapter:R:Part:720:Subpart:B:720.36
https://www.law.cornell.edu/definitions/index.php?width=840&height=800&iframe=true&def_id=6e3bfd09fa06c2c29dfdf4cab4b5579e&term_occur=3&term_src=Title:40:Chapter:I:Subchapter:R:Part:720:Subpart:B:720.36
https://www.law.cornell.edu/definitions/index.php?width=840&height=800&iframe=true&def_id=6e3bfd09fa06c2c29dfdf4cab4b5579e&term_occur=4&term_src=Title:40:Chapter:I:Subchapter:R:Part:720:Subpart:B:720.36
https://www.law.cornell.edu/definitions/index.php?width=840&height=800&iframe=true&def_id=8257e04bc6aa55312f997ab36bf5e306&term_occur=2&term_src=Title:40:Chapter:I:Subchapter:R:Part:720:Subpart:B:720.36
https://www.law.cornell.edu/definitions/index.php?width=840&height=800&iframe=true&def_id=0672f1dfddbefb13dfbb939d76604231&term_occur=1&term_src=Title:40:Chapter:I:Subchapter:R:Part:720:Subpart:B:720.36
https://www.law.cornell.edu/definitions/index.php?width=840&height=800&iframe=true&def_id=f1f215402cb05d4f8e515b6c240ec33a&term_occur=1&term_src=Title:40:Chapter:I:Subchapter:R:Part:720:Subpart:B:720.36
https://www.law.cornell.edu/definitions/index.php?width=840&height=800&iframe=true&def_id=6a9bd1cc6dc5663b2053452bd631abed&term_occur=1&term_src=Title:40:Chapter:I:Subchapter:R:Part:720:Subpart:B:720.36
https://www.law.cornell.edu/cfr/text/40/720.36
https://www.law.cornell.edu/cfr/text/40/720.36
https://www.law.cornell.edu/definitions/index.php?width=840&height=800&iframe=true&def_id=6e3bfd09fa06c2c29dfdf4cab4b5579e&term_occur=5&term_src=Title:40:Chapter:I:Subchapter:R:Part:720:Subpart:B:720.36
https://www.law.cornell.edu/definitions/index.php?width=840&height=800&iframe=true&def_id=538d455785f2b70b918eff0aaae61f2f&term_occur=1&term_src=Title:40:Chapter:I:Subchapter:R:Part:720:Subpart:B:720.36
https://www.law.cornell.edu/cfr/text/40/720.36
https://www.law.cornell.edu/definitions/index.php?width=840&height=800&iframe=true&def_id=153dbd1654007dae9668bb15abac3660&term_occur=2&term_src=Title:40:Chapter:I:Subchapter:R:Part:720:Subpart:B:720.36
https://www.law.cornell.edu/definitions/index.php?width=840&height=800&iframe=true&def_id=3172473a3ad0e63edc70e969db8990aa&term_occur=2&term_src=Title:40:Chapter:I:Subchapter:R:Part:720:Subpart:B:720.36


TSCA Inventory  - Flags

• E - indicates a substance that is the subject of a Section 5(e) Consent Order under TSCA.

• F - indicates a substance that is the subject of a Section 5(f) Rule under TSCA.

• N - indicates a polymeric substance containing no free-radical initiator in its Inventory name but is considered to cover 
the designated polymer made with any free-radical initiator regardless of the amount used.

• P - indicates a commenced Premanufacture Notice (PMN) substance.

• R - indicates a substance that is the subject of a Section 6 risk management rule under TSCA.

• S - indicates a substance that is identified in a final Significant New Uses Rule.

• SP - indicates a substance that is identified in a proposed Significant New Uses Rule.

• T - indicates a substance that is the subject of a final Section 4 test rule under TSCA.

• TP - indicates a substance that is the subject of a proposed Section 4 test rule under TSCA.

• XU - indicates a substance exempt from reporting under Chemical Date Reporting Rule (formerly the Inventory Update 
Reporting Rule), i.e., Partial Updating of the TSCA Inventory Data Base Production and Site Reports (40 CFR 711).

• Y1 - indicates an exempt polymer that has a number-average molecular weight of 1,000 or greater.

• Y2 - indicates an exempt polymer that is a polyester and is made only from reactants included in a specified list of low-
concern reactants that comprises one of the eligibility criteria for the exemption rule.

Please highlight any TSCA flag, that if it was on your product it would concern you.



3. Chemical Substance
Learning Objectives:

At the end of section three you should be able to:

 Apply the term “chemical substance”.

 Recognize the “hydrates” exemption from the list.



What a chemical 

substance is.

Apply the term 

“chemical substance”.

What a chemical 

substance is not



Mixture Definition

Please read the definition, highlight key parts and make notes.



4. Chemical Data Reporting
Learning Objectives:

At the end of section four you should be able to:

 State who must participate in Chemical Data 
Reporting.

 State how frequently you must supply chemical 
inventory information to the EPA.

 Determine if a substance is greater than the 
reporting threshold or not. 



5. Allegation of Adverse Effects
Learning Objectives:

At the end of section five you should be able to:

 Determine when allegation reporting is applicable.

 Given an allegation about a chemical, determine if it 
meets the definition of a TSCA allegation.

 State how to report a TSCA allegation, 

 State your responsibility for reporting a TSCA allegation.  

 Recognize the company’s obligation to report substantial 
risks to the EPA when they are identified.



We must keep records of allegations about:

• products we produce in the U.S. at a Neo 
factory or at one of our toll manufacturer’s 
facilities,

• products we import into the U.S.,

• raw materials and other products we buy for 
use in our U.S. based manufacturing facilities.

It also applies to our customers.  If they notice 
health or environmental issues, they must keep 
records of allegations of adverse effects.   

Determine when allegation 

reporting is applicable.

Please read when allegations of adverse 

reaction must be reported and highlight any 

scenario where you might hear an allegation.  



Important Terms

• Allegation - an oral or written statement made without proof or regard 
to evidence, stating that a chemical substance or mixture has caused a 
significant adverse reaction to health or the environment.

• Significant Adverse Reaction - a reaction that may indicate a substantial 
impairment of normal activities, or long lasting or irreversible damage 
to health or the environment.

This does not include allegations of well known 

effects unless it is determined that the effect is 

much stronger than previously known.  
Please highlight the key 

elements of these definitions.  



1. Important Terms Exercise

• Allegation - an oral or written 
statement made without proof or 
regard to evidence, stating that a 
chemical substance or mixture has 
caused a significant adverse reaction 
to health or the environment.

• Significant Adverse Reaction - a 
reaction that may indicate a 
substantial impairment of normal 
activities, or long lasting or 
irreversible damage to health or the 
environment.

An employee at our Quapaw plant, in the U.S., alleges 

that sulfuric acid causes skin burns.  Is this an example 

of a TSCA allegation? __________________________

We already know this

Sulfuric Acid SDS

This does not include allegations of well 

known effects unless it is determined 

that the effect is much stronger than 

previously known.  



2. Important Terms Exercise

A customer in New York tells one of our sales 

representatives that a small amount of neodymium 

oxide was spilled on the ground near his factory 

and cleaned up, but he suspects that a small 

amount of it made it’s way into a nearby stream.  

He walks by the stream everyday and it is his 

opinion that there are more dead fish than normal.  

He thinks a small amount of Nd Oxide caused an 

increase in fish deaths.  The sales representative 

checks our Safety Data Sheet and toxicology 

information and can find nothing to indicate that 

Nd Oxide would cause a fish kill.  

Is this an example of a TSCA allegation? 

__________________________

• Allegation - an oral or written 
statement made without proof or 
regard to evidence, stating that a 
chemical substance or mixture has 
caused a significant adverse reaction 
to health or the environment.

• Significant Adverse Reaction - a 
reaction that may indicate a 
substantial impairment of normal 
activities, or long lasting or 
irreversible damage to health or the 
environment.

This does not include allegations of well 

known effects unless it is determined 

that the effect is much stronger than 

previously known.  



Your report can be 

in electronic form, 

but this 

information must 

be on the report.  

Distribution Policy:

 Executive Vice President

 Your Supervisor

 V.P. HESS

Significant Adverse Reaction Reporting



TSCA 8(e) – Substantial Risk Notification

“Any person who manufactures, processes or distributes in commerce a 
chemical substance or mixture and who obtains information which 
reasonably supports the conclusion that such substances or mixtures 
present a substantial risk of injury to health or the environment shall 
immediately inform the Administrator of such information unless such 
person has actual knowledge that the Administrator has been 
adequately informed of such information.”  

TSCA 8(c) requires us to keep records of significant 

allegations.  Highlight what is different about 8(e) 

requirements.



What is substantial risk?

• Human Effects
• Cancer

• Birth defects

• Mutagenicity

• Death

• Serious or prolonged incapacitation

• Environmental Effects (Non-Emergency)
• Pronounced bioaccumulation

• Ecologically significant changes in a species

• Population

• Behavior

• Growth

• Survival

• Facile transformation or degradation to a 
chemical having unacceptable risk

• Environmental Incidents (Emergency)
Any contamination that:

• Causes human health effects

• Seriously threatens non-human organisms 
with large-scale or ecologically significant 
population destruction

In some way, the term “substantial risk” is 

self explanatory.  Please highlight anything 

that you would not have assumed to be 

within the scope of “substantial risk.”



Rules on Substantial Risk Notification

The rules for when and how to report 8(e) Substantial 
Risk Notifications were published on June 3, 2003 in 

the Federal Register.

In the event that we need to make an 8(e) notification, we 

intend to consult the regulations and enlist the help of an 

Occupational Physician from Intrinsik.  We may also enlist the 

help of a firm of TSCA experts named Bergeson and Campbell.  



6. TSCA Reform
Learning Objectives:

At the end of section six you should be able to:

 Provide a summary of the key changes required 
by TSCA reform.
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