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This briefing is confidential.

Attorney Advertising—Sidley Austin LLP is a global law firm. Our addresses and contact information can be found at 
www.sidley.com/en/locations/offices. Sidley provides this information as a service to clients and other friends for educational 
purposes only. It should not be construed or relied on as legal advice or to create a lawyer-client relationship. Readers should
not act upon this information without seeking advice from professional advisers. Sidley and Sidley Austin refer to Sidley Austin
LLP and affiliated partnerships as explained at www.sidley.com/disclaimer.

All service marks herein are registered or used by Sidley Austin Holding LLP worldwide. © 2023 Sidley Austin Holding LLP. All
rights reserved. 
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I. TSCA Background
II. Formaldehyde Draft Risk Evaluation  Final Risk Evaluation  

Possible Next Steps
III. Discussion



BACKGROUND: TSCA PRIORITIZATION, 
RISK EVALUATION, AND RISK 
MANAGEMENT PROCESSES



TSCA Background: 2016 Amendments

• Original TSCA – question if it did/could effectively regulate “existing chemicals” 

• 2016 TSCA amendments revised the process

• Congress established 3-step framework—each with statutory deadlines and 
many opportunities for public comment—for EPA to develop regulations to 
eliminate “unreasonable risk” from chemical substances
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TSCA Background: Prioritization & Risk Evaluation

• TSCA requires EPA to designate chemical substances as high priority for 
further evaluation and to identify additional high priority chemical 
substances as each evaluation is completed.

• High priority chemicals go through the risk evaluation process to determine 
whether they present an unreasonable risk to health or the environment 
under its conditions of use. 

• EPA issued general regulations governing the risk evaluation process 
referred to as the EPA framework rules
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• TSCA directs EPA to rely on the best available 
science and consider the weight of the scientific 
evidence when conducting risk evaluations.



TSCA Background: Risk Management

• If a chemical is determined to present an unreasonable 
risk, EPA will develop a risk management rule to address 
the risk, considering appropriate factors.

• A risk management rule could include:

– Ban/restrict entirely

– Ban/restrict for particular use(s) or use(s) > concentration 

– Limit the amount for particular use(s) or use(s) > concentration

– Marked w/minimum warnings and instructions

– Recordkeeping, monitoring, testing

– Otherwise regulate any manner/method of commercial use

– Notice of EPA finding to: distributors, persons in possession, 
and public – and replace/repurchase as person may elect
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According to TSCA, factors to consider include:

• Effects on health / magnitude of human exposure 

• Effects on / magnitude of exposure to the environment

• Benefits for various uses

• Reasonably ascertainable economic consequences of a rule

– Likely effect on US economy, small business, technological innovation, 
environment, and public health

– Costs and benefits of the action and of primary alternative(s) considered 
by EPA 

Timelines in the statute:

• Prioritization: 9-12 months from initiation

• Risk Evaluation: Within 3 years of initiation

• Risk Management: Within 2 years of finding unreasonable risk in 
final Risk Evaluation

Judicial challenges

• Generally – after a risk management rule issued
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TSCA Background: Risk Management cont.



TSCA Background: Biden EPA to Trump 2.0 EPA

• Biden EPA completed a number of risk evaluations and completed / initiated the 
risk management process for various chemicals that EPA has determined to 
present an unreasonable risk, including:

– Final Risk Management Rules: Asbestos, Carbon Tetrachloride, Methylene Chloride, 
Perchloroethylene, Trichloroethylene

– Proposed Risk Management Rules: 1-Bromopropane, C.I. Pigment Violet 29, N-
methylpyrrolidone

– Final Risk Evaluations: Formaldehyde, 1,1-Dichloroethane, among others

• Trump 2.0 EPA now reconsidering some of these Biden EPA actions
– Reconsidering framework rule (relevant to risk evaluations moving forward) 

– Reconsidering final risk management rules

– Issuing supplemental rules/notices for further public comment on risk evaluations or 
proposed risk management rules issued under Biden 

– Revisiting prioritizations
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FORMALDEHYDE DRAFT RISK 
EVALUATION



Formaldehyde Risk Evaluation: Timeline

• EPA designated formaldehyde as a “High-Priority 
Substance” under TSCA.

• EPA publicly released its Final Scope of the Risk Evaluation 
for Formaldehyde. Excluded composite wood products 
(hardwood plywood, particleboard, and medium density 
fiberboard [including thin-medium density fiberboard]), and 
laminated products regulated under Title VI.
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https://www.epa.gov/sites/default/files/2020-09/documents/casrn_50-00-0-formaldehyde_finalscope_cor.pdf
https://www.epa.gov/sites/default/files/2020-09/documents/casrn_50-00-0-formaldehyde_finalscope_cor.pdf


Formaldehyde Risk Evaluation: Timeline cont.

• EPA publicly released its Draft IRIS Toxicological Review of 
Formaldehyde (Inhalation).
─EPA then contracted the National Academies of Sciences, 

Engineering, and Medicine (NASEM) to manage an 
independent external scientific peer review and provide 
recommendations to improve the draft IRIS assessment.

• The American Chemistry Council (ACC) filed suit against 
the EPA and NASEM.
─ACC asserted that both organizations failed to follow 

“basic standards for scientific integrity, independent 
peer review, and governmental transparency.”
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Formaldehyde Risk Evaluation: Timeline cont.

• NASEM published its Review of EPA's 2022 Draft 
Formaldehyde Assessment
─The report finds that EPA’s draft IRIS assessment follows 

the advice of prior National Academies reports and that 
EPA’s findings on hazard and quantitative risk are 
supported by the evidence identified in the document

• EPA released the draft Risk Evaluation for Formaldehyde.
─EPA included composite wood products in the risk 

evaluation and determined the use of formaldehyde in 
wood articles, including furniture, mattresses, furnishings, 
and other interior wood finishes presents an unreasonable 
risk – but with some ambiguity. 
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https://www.epa.gov/assessing-and-managing-chemicals-under-tsca/risk-evaluation-formaldehyde


Formaldehyde Risk Evaluation: Timeline cont.

• Public Meeting on the Scope and Clarity of the Draft Charge 
for the Science Advisory Committee on Chemicals (SACC) 
Review of the Draft Risk Evaluation for Formaldehyde.
─The SACC and the public had the opportunity to ask 

questions about EPA’s charge questions for each part of 
the draft Risk Evaluation.

• Meeting of the SACC
─ EPA presented on each part of the draft Risk Evaluation 

and SACC had the opportunity to ask questions and listen 
to public comments. SACC members critiqued the 
evaluation and its reliance on the IRIS assessment.
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Formaldehyde Risk Evaluation: 
Findings of the Draft Risk Evaluation

• EPA preliminarily found that formaldehyde 
presents an unreasonable risk of injury to 
human health, but recognized that risks relate 
to specific activities and products. 

• EPA evaluated conditions of use (COU) in 
manufacturing, processing, industrial use, 
commercial use, and consumer use. 

• EPA included wood articles, including 
furniture, mattresses, furnishings, and other 
interior wood finishes – but in the same COU 
as cleaning products.

SIDLEY AUSTIN LLP – CONFIDENTIAL 15



Formaldehyde Risk Evaluation: AHFA
Comments on Draft Risk Evaluation

EPA should: 

• Consider wood articles in residences in a 
separate COU from cleaning products. 

• Find that exposure to formaldehyde from 
wood articles in residences does not present an 
unreasonable risk of injury to human health.

• Rely on best available science, including current 
data for wood articles that meet EPA’s strict Title 
VI emission (chamber studies) and show no 
unreasonable risk
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Drano is not Furniture

Formaldehyde Risk Evaluation: AHFA Engagement With EPA 
on Draft Risk Evaluation



FORMALDEHYDE FINAL RISK 
EVALUATION



Formaldehyde Risk Evaluation: Findings of the Final Risk 
Evaluation

• Published December 2024.

• EPA found formaldehyde presents an unreasonable risk. 

• The Good News: EPA found that composite wood panels regulated by 
TSCA VI do not pose an unreasonable risk.

• The Unexpected Bad News: EPA’s found an unreasonable risk from 
foam seating and bedding for commercial/consumer use.   
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Formaldehyde Risk Evaluation: AHFA
Engagement with EPA on Final Risk Evaluation

Met with and explained to EPA – both pre/post transition to 
Trump EPA:
• EPA should revise and correct the COU – foam seating 

and bedding do not use foam insulation – the article 
category foam insulation seating is incorrect.

• Provide the data used/relied on – EPA incorrectly relied 
on an SDS for ‘slab foam wall insulation’ and 25-yr old 
trailer data that are not characteristic of current use.              

• Decomposing polyols are not a concern – For 50 years 
additives have eliminated that issue.

• Review and consider the relevant data submitted – 
AHFA and CertiPur® data show that foam seating, 
furniture covers, etc. do not contribute to an unreasonable 
risk of injury to human health.
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Foam Slab InsulationFlexible Polyurethane Foam
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Formaldehyde Risk Evaluation: AHFA
Engagement with EPA on Final Risk Evaluation

COU - Foam Seating/Bedding is not Slab Insulation



Formaldehyde Risk Evaluation: AHFA Engagement with 
EPA on Final Risk Evaluation
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EPA suggested we could have raised the issue 
earlier / was the best data they had available / the 
issue can be addressed in Risk Management.
• Documented that EPA had not provided notice 

of its intent to rely on foam insulation. 
• Documented further EPA’s error in reliance on 

Owens Corning SDS for foam insulation.
• Explained again that 25-yr old trailer data are 

not characteristic of current use.              
• Reaffirmed AHFA and CertiPur® data show 

that foam seating, furniture covers, etc. do not 
contribute to an unreasonable risk of injury to 
human health.

Have not heard further from EPA to date.



Possible Next Steps…

EPA is reconsidering TSCA Framework Rules

But - EPA is proceeding with Risk Management already in 
progress, including formaldehyde

Engage further with EPA/Administration before Risk 
Management proposed  

Participate in Risk Management rulemaking
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DISCUSSION
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Environmental and Mass Torts Practices

Sidley has leading environmental and mass torts practices in 
the U.S. 

Our environmental practice has extensive experience 
representing trade associations and coalitions and with the 
EPA rule-making process, including having drafted 
comments on the initial formaldehyde risk evaluation scoping 
document.

Our mass torts practice has decades of experience handling 
claims associated with products, the facilities that 
manufacture them, and the companies that sell them. We 
defend clients in state and federal courts and are typically 
lead counsel in multidistrict litigations and state coordinated 
proceedings. We are comfortable working with co-counsel 
and witnesses in non-U.S. venues and courts. 

These practices work collaboratively to gain a better 
understanding of the scientific, medical, and global 
regulatory issues that are essential to building a successful 
defense.
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Biographies

SAM BOXERMAN, a partner in the firm’s Environmental 
practice, has 38 years of experience in environmental law, 
handling complex litigation and providing strategic 
counseling. Sam defends government investigations and 
enforcement actions under TSCA, the Clean Air Act (Title I 
and II), Clean Water Act, CERCLA and RCRA, and advises 
clients on regulatory matters, assisting with comments on 
agency proposals and challenges to agency actions. 
Sam has been named to Best Lawyers and Super Lawyers, 
where he is described as “an outstanding attorney” who 
brings “years of in-depth experience” providing “sound 
advice,” and has been recognized as a BTI Client Service 
All-Star. He is listed among the 2024 Best Lawyers “Lawyer 
of the Year” honorees in Environmental Law and the 2025 
Lawdragon “Green 500: Leaders in Environmental Law.” 

Sam joined Sidley in 1991 from the U.S. Department of 
Justice, where he handled environmental enforcement 
litigation. Sam also served as a Special Assistant U.S. 
Attorney prosecuting criminal matters.

Samuel B. Boxerman
Partner
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Washington, DC
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