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● Principal Industrial Hygiene  Scientist

Southern California Joint Technical Symposium (JTS)

2TSCA “Existing Chemical” Program - What Safety Professionals need to know

● Personal opinions of the presenter only – not the opinions of Tetra Tech , JTS 
organizers or anyone else

● Best efforts were made to ensure accuracy as of October 2026 however information 
change or be incorrect – make sure to conduct an independent confirmation before 
taking any compliance actions.

● This presentation includes a general discussion of legal issues however I am not an 
attorney, and this presentation is not intended to provide legal advice – please refer 
to a qualified attorney for relevant legal opinions
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● Toxic Substances Control Act of 1976
 Intended as comprehensive legislation that would 

identify and control potentially dangerous chemicals.
 Passed with strong, bi-partisan support.

● Authorized US EPA to: 
 “prevent unreasonable risks of injury to health or the 

environment associated with the manufacture, 
processing, distribution in commerce, use, or disposal of 
chemical substances”.

● Regulated asbestos, also PCBS, new chemicals and 
“significant new uses” of existing chemicals .

TSCA - 1976

3TSCA “Existing Chemical” Program - What Safety Professionals need to know

● 1971 President's Council on Environmental Quality report recommended 
comprehensive legislation to identify and control dangerous chemicals.

● In 1973, the Michigan Chemical Company accidentally shipped bags of 
Polybrominated Biphenyl (PBB) fire retardant to a livestock feed plant
 Mixed into animal feed,  distributed to farmers across Michigan
 Millions ate contaminated food before issue was discovered in 1974

● TSCA signed into law by President Gerald Ford on October 11, 1976
 PBB production banned in 1976 under TSCA 

TSCA Origins

TSCA “Existing Chemical” Program - What Safety Professionals need to know #
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TSCA provide federal authority for:
● Testing of Chemical Substances (Section 4)
●New and Significant New Use Rules (Section 5)

Pre-Manufacture Notification (PMN)

●Regulation of Existing Chemicals (Section 6)
● Reporting and Recordkeeping (Section 8) 
Intended to assess chemical risks, require testing, regulate hazardous 
substances, and ensure public and environmental safety.
● Implemented through EPA regulations (40 CFR)

And possibly additional state regulations 

What Does TSCA Do?

TSCA “Existing Chemical” Program - What Safety Professionals need to know #

●Polychlorinated Biphenyls – PCBs (1979)
Manufacture, processing and distribution
Storage, clean-up and disposal

● Asbestos  (1986)
AHERA – starting point for many IH careers!
 Inspection/management in in schools

● Lead-based Paint (1996)
 Inspections, abatement in “target housing” 

and child-occupied facilities.
Training, certification, and lead-safe work 

practices for contractors

TSCA Accomplishments

TSCA “Existing Chemical” Program - What Safety Professionals need to know #
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TSCA “Existing Chemical” Program - What Safety Professionals need to know #

Problem - TSCA (1976) exempted the majority of “existing” chemicals 
with no mandate or mechanism for review

Structure (“cost/benefit”) made it difficult to restrict harmful chemicals.
Lack of transparency (“confidential business information”)
No enforceable deadlines

Solution - Frank R. Lautenberg Chemical Safety for the 21st Century Act 
(2016)

● Frank Lautenberg Chemical Safety for 
the 21st Century Act
Response to criticism, intended to 

modernize TSCA

●Mandated the EPA to:
1. Conduct risk-based chemical evaluations.
2. With clear and enforceable deadlines

— 10 ongoing risk evaluations in the first 180 
days, 20 ongoing risk evaluations in 3.5 years

3. And increased chemical information 
transparency 

4. Including a consistent source of funding

TSCA - 2016
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Risk = frequency x severity
Risk Assessment:
1. ID Hazards (Severity)
2. Assess likelihood (Frequency)
3. Assess risk
Add controls to reduce risk

Risk Assessment 101
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(Side Topic #1)

TSCA Existing Chemical Evaluation Process
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Risk Evaluation
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● If the EPA conducts a risk evaluation and determines a chemical presents:
 an unreasonable risk of injury to health or the environment 
 without consideration of costs or other non-risk factors, 
 including an unreasonable risk to a potentially exposed or susceptible subpopulation 

identified as relevant to the risk evaluation, under the conditions of use
 such as infants, children, pregnant women, workers, or the elderly”

Then:
● EPA must apply one or more requirements as needed so the chemical 

substance or mixture no longer presents such risk.
 Prohibit or restrict manufacture, processing or distribution 
 Prohibit or restrict uses or above a specific concentration in products 
 Establish “Workplace Chemical Protection Program (WCPP), including “existing 

chemical exposure limits” (ECELs)

Risk Management

TSCA “Existing Chemical” Program - What Safety Professionals need to know 13

Wait… Workers are a “susceptible subpopulation”?

(what is “unreasonable”?)

(No cost/benefit analysis?)

(“Must?”)
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What about OSHA?

#TSCA “Existing Chemical” Program - What Safety Professionals need to know

EPAOSHA

Mission is to “protect human health and 
the environment”. Includes susceptible 
and highly exposed populations.

Mission is “to assure safe and 
healthful working conditions for 
working men and women….”

“…determine whether a chemical 
substance presents an unreasonable risk 
of injury to health or the environment, 
without consideration of cost or other 
non-risk factors”

Risk evaluation is based on “the 
extent feasible” (economic and 
technical)

“Unreasonable risk” –Not Defined by 
TSCA

“Significant risk” –1 in 1,000. 
Defined by the U.S Supreme Court

Goal is for exposure limits to eliminate 
“unreasonable risk”

Some exposure limits have residual 
risk (may be significant)

Civil and Criminal EnforcementPrimarily Civil Enforcement

$93,058/violation/day – no maximumMaximum $16,550 /violation (Serious)

OSHA vs. EPA

TSCA “Existing Chemical” Program - What Safety Professionals need to know #

EPA

OSHA

(Side Topic #2)
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● TSCA requires EPA to develop controls for 
“unreasonable risks” associated with specific 
“conditions of use” (COUs)
Current TSCA risk assessments are very (unrealistically?) 

conservative 
 (and what is “unreasonable” anyway?)

●Options:
Prohibit use /ban material (e.g., chrysotile asbestos) or 

specific uses
Allow limited “critical” COUs to continue when there are 

no alternatives
Establish “Risk Management” rules for COUs with 

manageable risks
— Workplace Chemical Protection Program (WCPP),  “existing 

chemical” exposure limits” (ECELs) 

Management of “Unreasonable Risk”

16TSCA “Existing Chemical” Program - What Safety Professionals need to know

Sample Method?ECELACGIH TLVOSHA PELChemical

High volume (1200 L) needed0.005 fiber/cc0.1 fiber/ccAsbestos

May exceed method air volumes2 ppm50 ppm25 ppmMethylene Chloride

Whole Air (TO-15)0.1 ppm100 ppmPerchloroethylene (Perc)

Passive badge w/ low LOQ0.03 ppm10 ppmCarbon Tetrachloride (CTC)

No0.0011 ppm100 ppmTrichloroethylene (TCE)

May exceed sample volumes0.05 ppm0.1 ppmNoneN-bromopropane

17

Current/Proposed ECELs:

● “Toxicology” approach, not epidemiology
 “Human Health Risk Assessment” model using highly conservative assumptions

● ECEL process does not address practicality or feasibility
 “..without consideration of costs or other non-risk factors.”
 Dramatically lower than other OELs

● Current ECELs challenge existing analytical methods for air samples 
● Other practical issues - asbestos ECEL (0.005 f/cc) - similar to background levels

TSCA “Existing Chemical” Program - What Safety Professionals need to know

(Side Topic #3)
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Example – Methylene Chloride Risk Management
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Occupational Exposure Limits (OELs), as 8-hr time-weighted average (TWA) exposure:
OSHA PEL = 25 ppm
ACGIH TLV = 50 ppm
EU-OEL = 100 ppm
DFG MAK = 50 ppm
EU DNEL =  50.7

Label Elements
Signal Word – DANGER
Causes skin irritation
Causes serious eye irritation
May cause drowsiness or dizziness
May cause cancer
May cause damage to organs through prolonged or repeated exposure

GHS Classification
Skin Corrosion/Irritant - Cat. 2
Serious Eye Damage/Irritation - Cat. 2A
Carcinogenicity - Cat. 1B
STOT – Single Exposures (CNS) - Cat. 3
STOT – Repeat Exposures (Liver, Blood) - Cat. 2

Carcinogenicity
Linked to lungs, liver, and pancreas cancer in animals
IARC 2B Possible Human Carcinogen
NTP Reasonably anticipated to cause cancer
EPA - reasonably anticipated to be a human carcinogen, Group B2
OSHA carcinogen
ACGIH A3 – confirmed animal carcinogen, unknown relevant to humans

● Risk Evaluation Identified 53 
Conditions of Use (COUs)

● 38 COUs prohibited under current
RM rule:
 Degreasing, coating/caulk removal and 

similar
● Limited prohibition for 2 COUs

 Safety critical aerospace adhesives
● 13 other COUs allow usage subject 

to WCPP
 Use as a solvent/reactant in a 

formulation/mixture
 Processing Aid
 Laboratory chemical

(not a complete list of all COUs)

Methylene Chloride Risk Management

TSCA “Existing Chemical” Program - What Safety Professionals need to know #
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Risk Mgmnt.Risk EvalCASRNCategoryChemical Name
Final (03/2024)Final (12/2020)1332-21-4NAChrysotile Asbestos
Final (12/2024)Final (11/2012)56-23-5SolventCarbon Tetrachloride
Final (04/2024)Final (06/2020)75-09-2SolventMethylene Chloride
Final (12/2024)Final (12/2020)127-18-4SolventPerchloroethylene
Final (12/2024)Final (11/2020)79-01-6SolventTrichlorethylene
Proposed (07/2024)Final (08/2020106-94-5Solvent1-Bromopropane
Proposed (12/2024)Final (01/2021)81-33-4PigmentC.I. Pigment Violet 29
Proposed (06/2024)Final (12/2020)872-50-4SolventN-Methylpyrrolidone

Final (12/2025)106-99-0NA1,3-Butadiene
Final (12/2025)VariousPhthalatesPhthalates
Final (12/2024)50-00-0NAFormaldehyde
Final (12/2024)115-96-8RetardantTris(2-chloroethyl) phosphate 
Final (11/2024)123-91-1Solvent1,4-dioxane
Final (11/2024)1332-21-4NAAsbestos Pt. 2 (Legacy Uses)
Final (09/2020)VariousRetardantCyclic Aliph. Bromide Cluster
Final (06/2025)75-34-3Solvent1,1-Dichloroethane
Final (05/2026)107-06-2Solvent1,2-Dichloroethane
Draft (06/2026)79-94-7RetardantTBBPA

Existing Chemical Status

Revised October 2026 – subject to change – confirm current status for any compliance decisions

10 years since Lautenburg was signed – no 
final RM rules in place!
● Unlikely to see any final RM rules in the 

near future.
Despite attempts at procedural 
safeguards, this is a complex, ambitious 
regulatory project.
● Significant pushback from business 

groups (as would be expected)
● Most importantly - Major disagreements 

on technical approach between 
administrations responsible for 
implementation.

Why the slow progress?

TSCA “Existing Chemical” Program - What Safety Professionals need to know #
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Components of Risk Evaluation
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2024 Risk Evaluation Methodology
● 2024 Risk Evaluation Framework Rule

Revised 2016 methodology
Formal rulemaking (40 C.F.R. Section 702.31)
Revised technical definitions
Requires evaluation to address all “conditions 

of use” and all exposure pathways
Single risk evaluation for all COUs
Prior risk evaluations reviewed

●Human health hazard model
e.g. excess cancers based on IUR

● Specific language regarding occupational 
exposures
Excludes use of PPE

23TSCA “Existing Chemical” Program - What Safety Professionals need to know
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Proposed Revision to 2024 Risk Assessment Methodology 

EPA Notice of Proposed Rulemaking on Sept. 23, 2025, to amend the 2024 
TSCA Risk Evaluation Framework Rule
● Rescinds requirement to evaluate all COUs, allows "discretion" to 

determine COUs to evaluate, focus on COUs with greatest exposure risk.
● Restores 2017 rule requirement for a determination of unreasonable risk 

for each COU , reversing the 2024 rule's requirement to make "a single risk 
determination on the chemical substance as a whole."

● Reverses the 2024 rule, allows EPA to account for "reasonably available 
information” on exposure controls when evaluating exposure risks.
 Effectively, the agency currently assumes noncompliance, revision would consider 

whether existing workplace protections are sufficient to control risks.
● Generally reverts to 2017 rule. 

 Specific language about “risk-related factors” to be considered in risk evaluation
● Waiting for Final Rule (as of October 2026), litigation will follow.

24TSCA “Existing Chemical” Program - What Safety Professionals need to know
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●U.S. 5th Circuit Court of Appeals vacated the  2024 
methylene chloride risk management rule and the 
underlying unreasonable-risk determination.
 East Fork Enterprises, Inc. v. EPA, Nos. 24-60227 & 24-60256
Remanded the issue back to the EPA

● Findings:
Whole Chemical” approach rejected
 “Unreasonable Risk” subject to limits
Risk Management must be limited to what is “Necessary”
PPE use must be accounted for where reasonable

Methylene Chloride RM Rule Vacated

TSCA “Existing Chemical” Program - What Safety Professionals need to know #

“Whole Chemical” Approach Rejected
 “TSCA required EPA to issue a separate risk determination for each condition of 

use that it considered”
Different activities with different levels of risk must be evaluated accordingly

Limits placed on “Unreasonable Risk”
EPA was “far more conservative than the statutory term connotes”, TSCA is not a 

“zero-risk statute.”
 “ … at every juncture… EPA has gone with the most extreme position” –

“unreasonable” necessarily allows for some risk
 “Unreasonable” is a legal (not technical) standard – subject to independent 

judicial interpretation following Loper Bright Enterprises decision.
Determinations must be based on "best available science" and "weight of the 

scientific evidence."

Court Findings (1)

TSCA “Existing Chemical” Program - What Safety Professionals need to know #
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● Loper Bright Enterprises v. Raimondo (June 28, 
2024) overturned the “Chevron doctrine” that 
deferred to agencies on regulatory interpretation
When there is not clear congressional guidance

●Requires courts to determine whether an agency 
interpretation is within statutory authority.
Courts may not defer to an agency’s interpretation 

merely because a statute is ambiguous.

●Major shift in the balance of power between 
federal courts and administrative agencies

Loper Bright Enterprises v. Raimondo 

TSCA “Existing Chemical” Program - What Safety Professionals need to know #

(Side Topic #4)

Risk Management Must Be Limited to What Is “Necessary”
 Where “unreasonable risk” exists, EPA cannot automatically select the most protective 

regulatory option
 EPA must consider benefits, economic consequences and technically and 

economically feasible substitutes and justify the scope of the remedy “to the extent 
necessary” 

 EPA “cannot simply ban a chemical substance whenever it is ‘uncertain’ whether a risk 
will remain reasonable”; 

● EPA The EPA Must Account for PPE Where the Evidence Shows It Is Used
 EPA Must account for PPE as a “condition of use” where the evidence reflects that PPE 

is actually used
 Risk evaluation must account for real-world circumstances, workplace protection and 

industry practices.
 It is arbitrary and capricious to disregard demonstrated or foreseeable worker 

protections based on speculation that some employers or workers might fail to 
comply - unsupported by the TSCA’s substantial-evidence standard

Court Findings (2)

TSCA “Existing Chemical” Program - What Safety Professionals need to know #
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Regulatory Implications
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Methylene chloride rule (and 
risk determination) are 
vacated. 

Challenges the technical basis 
of all other risk evaluations (and 
associated RM measures) under 
the 2024 framework.

Comments generally align with 
proposed (2025) framework

Not binding on other circuit 
courts - other courts reviewing 
rules for other chemicals may 
adopt, distinguish, or disagree 
with the Fifth Circuit reasoning. 

Likely to be relevant to on-
going legal challenges t the 
2024 RM rule itself (still legally 
in effect) as well as specific 
RM rules

5th Circuit Court decision 
subject to appeal.

EPA must rely on the "best 
available science" and the 
"weight of the scientific 
evidence for risk evaluation 
and risk management.

Relevant to other discussions 
internal to EPA and industry 
regarding hazard data and IRIS 
system

Concerns (mainly from industry groups) that IRIS data is not “best available science”:
● Not Fit-for-Purpose 

 IRIS assessments have general applicability, not tailored to specific programs. 
 Hazard judgement (e.g., uncertainty factors, dose-response modeling choices, population selection) 

should be made by the programs using the information.
● Overly Conservative Assumptions. 

 Assessments stack conservative assumptions (e.g., uncertainty factors) leading “safe” levels that are 
unrealistically low - less than naturally occurring levels in environment or human body.

 (Makes finding of unreasonable risk almost inevitable for at least one COU per chemical for TSCA Risk 
Evaluation and contributes to ECELs that are dramatically lower than current OELs)

● Failure to Consider All Available Science. 
 Some assessments are old, new information has not been applied, or information has been excluded (e.g., 

mode of action data, mechanistic data).
 GAO, EPA Inspector General, advocacy groups express concerns about limited peer review, slow 

publication timelines, and insufficient public engagement before assessments are finalized
● De facto regulation

 IRIS is effectively the basis for regulations or policy despite not being a regulatory or policy document

“Best Available Science”

TSCA “Existing Chemical” Program - What Safety Professionals need to know #

(Side Topic #5)
EPA is “re-evaluating” (or dismantling) IRIS

 Hazard  data, used in risk assessments in multiple EPA programs
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● EPA directives recommend decentralized, office-level chemical risk 
assessments
 “Devolving” risk assessment to program offices intended to address stakeholder criticism

● Regulatory programs using IRIS values must decide whether to use existing 
data or develop independent toxicity criteria
 Assess whether IRIS information is fit-for-purpose and reflects the best available science.
 Ensure assessments meet regulatory, transparency, impartiality and reliability standards

● EPA views the changes as improving transparency, consistency, and 
fitness-for-purpose

● IRIS proponents are concerned the loss of a centralized repository may lead to 
inconsistent chemical risk assessments and gaps in data availability 
 Many toxicologists and environmental advocacy groups defend IRIS as an evidence-based 

repository that provides access to hazard data and ensures consistency across EPA offices.
 IRIS scientists have no financial stake in their findings

Future of IRIS

TSCA “Existing Chemical” Program - What Safety Professionals need to know #

So where are we now?
● Statutory requirement for risk evaluation and management.

 Lautenberg requirements can only be changed by Congress 
 EPA regulations can only be changed through the rulemaking

● The 5th Circuit decision (and agency philosophy) require  
new rulemaking
 Other legal issues and/or challenges may also apply 

● Deadlines have been missed (under all administrations) 
 TSCA “Existing Chemical” obligations remain in effect

● 23 Risk Evaluations under 2017 rule must be re-visited 
 New risk assessment rule is critical path (then legal challenges)

● Methodological Issues:
 “Best available science” (fit for purpose or paralysis by analysis)
 Increased judicial participation (Neutral 3rd party or non-scientists 

reviewing of scientific issues
33TSCA “Existing Chemical” Program - What Safety Professionals need to know
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● Aspects of chemical safety programs may still fall under OSHA but EPA is regulating 
workplace chemical exposures now
 (personal opinion) This is unlikely to change

● This is a change in the way safety professionals have thought about chemical safety.
 Safety pros with chemical safety responsibilities need to understand this program
 Professional groups, businesses and other stakeholder need to engage with the process

But where are we going…

TSCA “Existing Chemical” Program - What Safety Professionals need to know #

Any questions?
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