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Amended Law 

“The Frank R. Lautenberg Chemical Safety for the 21st 
Century Act” 

o  Amended and updated the Toxic Substances Control Act 
(TSCA) 

o  Signed by the President on June 22, 2016 
o  Effective immediately 
 

Significance 
o  First major update to TSCA in 40 years (1976) 
o  Passed with overwhelming bipartisan support in both the 

U.S. House and Senate  
o  Received support from chemical industry and downstream 

users of chemicals, NGOs, and other stakeholders 
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Changes Related to Existing Chemicals 
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•  Mandatory duty on EPA to evaluate existing chemicals – clear and 
enforceable deadlines. 

 

•  Chemical assessment is risk-based; without consideration of costs or 
other non-risk factors. 

 

•  Must consider risks to potentially exposed or susceptible subpopulations 
determined to be relevant to the evaluation. 

 

•  Unreasonable risks identified in risk evaluation must be addressed. 
 

•  Expanded authority to more quickly require development of chemical 
information when needed. 



Existing Chemicals under TSCA 
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TSCA Inventory for Active/Inactive 

Chemicals 
 

•  Required industry to report on “Active” chemicals - the 
chemicals they manufactured (optional for processors) in 
previous 10 years 

•  Reporting period ended October 5, 2018 
•  Currently there are ~38,000 active chemicals on the 

Inventory (last reporting August 2019).  On the web and 
searchable by chemical name or CAS Registry Number. 
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Prioritization 
Risk-based screening process and criteria for 
designating a chemical substance as either: 
 

High-Priority Substance - triggers immediate initiation of 
risk evaluation 
•  May present an unreasonable risk of injury to health or the 

environment because of a potential hazard and a potential route of 
exposure under the conditions of use, including an unreasonable 
risk to a “potentially exposed or susceptible subpopulation” without 
consideration of costs or other non-risk factors. 

Low-Priority Substance 
•  EPA concludes, based on information sufficient to establish, that 

the chemical does not meet the standard for high-priority. 
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Risk Evaluation 

3-3.5 year process to determine if a chemical presents an 
unreasonable risk of injury to health or the environment 
under conditions of use 

o  Without consideration of cost or other non-risk factors 
o  Including unreasonable risk to potentially exposed or 

susceptible subpopulation(s) determined to be relevant to the 
evaluation 

 

For each risk evaluation completed, EPA must designate a 
new high-priority chemical 
 

By December 2019, EPA must designate 20 high-priority 
chemicals for risk evaluation and 20 low-priority 
chemicals. 



 
Initial 10 Risk Evaluations 

  

The initial 10 chemicals identified on Dec. 19, 2016 
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1,4-Dioxane 
1-Bromopropane 
Asbestos 
Carbon Tetrachloride 
Cyclic Aliphatic Bromide Cluster (HBCD)  

Methylene Chloride 
N-Methylpyrrolidone 
Pigment Violet 29 
Trichloroethylene 
Perchloroethylene 
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EPA must make an affirmative finding on new chemicals or significant new 
uses of existing chemicals, before those chemicals can enter the market. 
 
Reviews underway at time of enactment were considered “resubmitted” and 
review period restarted; additional notices continued to be received. 
 
Current focus: Continue to improve processes to meet requirements in law. 

Issues raised by stakeholders 
•  Worker protection 
•  Reasonably foreseen conditions of use 
•  How much information can be made publicly available 

 

New Chemicals 



10 

 
Section 4(h) – “…develop a strategic plan to promote the 
development and implementation of alternative test methods and 
strategies to reduce, refine, or replace vertebrate animal testing…” 
 

Final Strategic Plan released June 22, 2018 
 

•  Describes a multi-year process for adoption and integration of new 
approach methods that are appropriate and fit-for-purpose for making 
TSCA decisions. 

•  Includes List of Alternative Test Methods and Strategies, which the 
Agency plans to update annually. 

  

Non-animal Testing Strategy 



  
 For More Information  
General TSCA:  
https://www.epa.gov/assessing-and-managing-chemicals-
under-tsca/frank-r-lautenberg-chemical-safety-21st-century-act 
Evaluating Existing Chemicals:  
https://www.epa.gov/assessing-and-managing-chemicals-
under-tsca/how-epa-evaluates-safety-existing-chemicals 
Reviewing New Chemicals: 
https://www.epa.gov/reviewing-new-chemicals-under-toxic-
substances-control-act-tsca 

   Contact EPA at 
https://www.epa.gov/assessing-and-managing-chemicals-
under-tsca/forms/assessing-and-managing-chemicals-under-
tsca 
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