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The Frank R. Lautenberg Chemical Safety for the 21st Century Act is the first major revision to the nation’s primary law 
regulating chemical use in the United States.  This law will change how USEPA regulates both existing and new chemicals.   

The original regulation gave the EPA the authority to govern the manufacture, import, processing, distribution, use and disposal 
of chemical substances.  It required chemical manufacturers to report manufacturing and import data, keep manufacturing 
records, report and test new chemicals, and placed restrictions related to chemical substances and/or mixtures.  The Lautenberg 
Act left many of the original requirements in place but tightened up requirements on manufacturers and the EPA’s process to 
review and approval of new chemical manufacturing. 

What is Covered Key Changes 

New 
Chemicals 
(Section 5) 

The EPA has the authority to regulate new 
chemical substances prior to their manufacture, 
import, processing or distribution for com-
mercial purposes by imposing bans, limitations 
or requiring testing.  Facilities are required to 
submit Premanufacture Notifications (PMN) 
90 days prior to manufacturing or importing 
substances for non-exempt commercial 
purposes.  Also required are notifications prior 
to manufacture or processing of specifically 
listed existing chemical substances that the 
EPA determines as “significant new uses” 
(SNUNs) as required by “Significant New Use 
Rules” (SNURs). 

 USEPA must make an affirmative finding on the safety of any new 
chemical before it enters commerce within 90 days of receiving a 
Pre-manufacture Notification. 

 The agency can regulate new chemicals through the rule making 
process (similar to the current law). 

 The agency can consider and manage chemicals that are part of 
an article. 

 Any PMNs submitted before enactment of the law on June 22, 
2016 that had not been approved, will now be considered under 
the new regulations and the 90 day deadline will be “reset” to 
have a June 22, 2016 submission date.   

 Agency authority on SNURs has not changed. 

 The Agency can take actions to address potential concerns 
including bans, limitations, and additional testing requirements.   

PBT 
Chemicals 
(Section 6) 

The Agency uses the TSCA Workplan to focus 
the activities of the Existing Chemicals Program 
so that certain chemicals having the highest 
potential for exposure and hazard are assessed, 
and, if warranted, are subject to risk reduction 
actions.  Specific chemicals known as Persistent, 
Bio-accumulative or Toxic (PBT) are prioritized 
by the Workplan.  The most recent version of 
the TSCA Workplan is dated August 2014. 

 Fast-track process of the reviewing persistent, bio-accumulative 
or toxic chemicals (PBT) on the TSCA Workplan. 

 Reviews on PBTs need only consider exposure and use and does 
not require a risk evaluation. 

 USEPA must propose action to reduce exposure to PBT 
chemicals to the extent practicable by July 2019 and finalize 
regulations 18 months later. 

Existing 
Chemicals 
(Sections 6 
and 7) 

The original law authorizes the EPA to adopt 
rules regulating the manufacture, processing, 
commercial distribution, use, and/or disposal 
of existing chemicals when there was a 
reasonable basis to conclude a chemical 
presents or would present an unreasonable 
risk of injury to health or the environment. It 
allows the EPA the capacity to prohibit or limit 
certain activities but those restrictions must 
be established through rule making based 
upon findings related to certain chemicals. 

 

 By June 2017, USEPA must finalize rule for screening chemicals 
to identify “high” & “low” priority chemicals for risk evaluations. 

 “High Priority” designations trigger a deadline for EPA to 
complete a risk evaluation to determine the chemical’s safety. 

 “Low Priority” designations require no further action, however 
new information may move that chemical to “high priority” 
status at a later date. 

 By March 2017, the Agency must initiate risk evaluations on at 
least 10 high-priority chemicals and have at least 20 ongoing risk 
evaluations by 2020. 

 The risk-based standard has been revised to exclude cost 
considerations and include assessment of ‘high-risk’ populations.  
Vertebrate testing is discouraged. (continued) 

Existing 
Chemicals 

  If a chemical is found to pose an ‘unreasonable’ risk, EPA must 
take final risk assessment management action within 2 years of 
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What is Covered Key Changes 

(Sections 6 
and 7) 

(continued) 

completing the risk evaluation (may be extended to four years).  
Action, including bans and phase outs, must begin as soon as 
possible but no later than 5 years after the final regulation. 

 Industry can request and pay for chemical risk assessments.  Costs 
for risk assessments are determined by whether the chemical is 
on the TSCA Workplan with those on the Workplan list reducing 
costs by 50%.  Industry requested risk assessments do not count 
towards the EPA required 20 ongoing risk evaluations. 

TSCA 
Chemical 
Inventory 
(Section 8) 

The Agency maintains an inventory of 
commercially manufactured or imported 
chemicals.  The current list contains over 
84,000 chemicals and new chemicals are 
added as approved. 

 USEPA will request chemical manufacturers and possibly 
processors to provide data on chemicals used in the marketplace 
over the last ten years. 

 This data will be used to “reset” the TSCA Chemical Inventory by 
designating chemicals as “active” or “inactive.” 

 USEPA must issue a proposed chemical inventory reset rule 
within one year of enactment of this law (June 2017). 

Confidential 
Business 
Information 
(Section 14) 

The law extends confidential business 
information (CBI) protection (reverse-FOIA 
provision) to certain information submitted 
to the EPA, excluding health and safety data.  
It originally required the submitter to provide 
a statement concerning the need for the CBI 
claim and a certification that the statement 
of need is true and correct.   

 Companies asserting CBI claims must substantiate the claim, 
similar to the current law, but now, specific language for signed 
CBI claim supporting statements must be used, effective June 22, 
2016.  Language must be used whether claim is submitted on 
paper or via the TSCA electronic reporting system.  

 Companies, when submitting a chemical identity as CBI, must 
provide a non-CBI structurally description generic name when 
submitting CBI claim. 

 The Agency must review all past CBI claims for chemical identity 
to determine whether or not they are still warranted. 

 The Agency must review all CBI claims for chemical identity, as 
well as a representative sample of at least 25% of all other CBI 
claims.  Reviews must occur within 90 days of receipt.  

 Most CBI claims will now expire after 10 years unless the submitter 
reasserts and substantiates or re-substantiates the CBI claim. 

 

While some of the rule changes require or take immediate action, the Agency has targeted issuing proposed rules for 
evaluating high-risk chemicals and updating the chemical inventory by mid-December 2016. The agency intends issue a final 
fees rule by June 22, 2017.   

To keep abreast of USEPA’s progress, go to https://www.epa.gov/assessing-and-managing-chemicals-under-tsca/frank-r-
lautenberg-chemical-safety-21st-century-act 

Contact TRC for assistance with the following TSCA requirements:  

 Pre-manufacture Notifications 
 Significant New Use Notifications 
 TSCA applicability determinations 

 TSCA notification and reporting requirements 
 TSCA chemical data reporting 
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