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The Institute for Policy Integrity at New York University School of Law (Policy Integrity)?
respectfully submits the following comments to the Environmental Protection Agency (EPA)
regarding its Updated Draft Risk Calculation for Formaldehyde (Updated Risk Calculation).?
Policy Integrity is a non-partisan think tank dedicated to improving the quality of government
decisionmaking through advocacy and scholarship in the fields of administrative law, economics,
and public policy.

In its December 2025 Updated Risk Calculation EPA adopts a threshold approach to assessing
cancer risk from formaldehyde, asserting that there exists a safe dose of formaldehyde under which
the compound poses no cancer risk.2 The agency further proposes that its acute inhalation point of
departure is sufficient to protect for all potential hazards, including cancer and non-cancer chronic
effects.* Neither assertion is supported by the best available science.

Our comments underscore concerns with these proposed approaches. Further, we explain how
including these unsupported assumptions in this risk evaluation undermines EPA’s ability to
accurately estimate public health benefits and tees up a risk management benefit-cost analysis that
devalues health benefits through analytic sleight of hand.

I.  EPA’s Updated Risk Calculation Ignores the Best Available Science.

EPA’s Updated Risk Calculation fails to incorporate the best available science and makes a series
of unsupported assumptions that misrepresent the public health risks from formaldehyde exposure.
We note that others have highlighted a range of concerns with the document®; we emphasize a few
of those issues here.

! This document does not purport to present the views, if any, of New York University School of Law.

2 Formaldehyde; Updated Draft Risk Calculation Memorandum; Notice of Availability and Request for Comment,
90 Fed. Reg. 55,726 (Dec. 3, 2025) [hereinafter Updated Risk Calculation].

31d. at 55,731.

41d. at 55,727.

° See, e.g., Comments from Scientists, Academics, and Clinicians on the Updated Draft Risk Calculation
Memorandum for Formaldehyde Under TSCA (Feb. 2, 2026) [hereinafter Comments from Scientists, Academics,
and Clinicians].



A. EPA’s proposed adoption of a cancer risk threshold is contrary to the best
available science.

Absent evidence to the contrary, EPA has for at least four decades assumed in its risk assessments
that carcinogens are non-threshold pollutants—meaning there is no level below which there are no
quantifiable cancer risk effects from exposure.® This understanding is incorporated into EPA’s
own Cancer Assessment Guidelines, which state that harm from chemicals that cause cancer as a
result of the mutagenicity mode of action should be modeled as a linear dose-response curve
through the origin.’

This is precisely the approach EPA used in its final formaldehyde risk evaluation,® in which EPA
relied on a linear extrapolation approach to estimate cancer risk associated with formaldehyde
inhalation.® The agency’s methodology was based on the peer-reviewed findings of the 2024
Integrated Risk Information System (IRIS) assessment for formaldehyde, which concluded that
formaldehyde causes cancer by a mutagenic mode of action.®

The Updated Risk Calculation proposes to abandon the findings of the IRIS assessment and asserts
that there is a threshold presumed safe dose of formaldehyde below which there is no cancer risk.!!
Such an approach is not supported by the overall body of evidence presented in the IRIS
assessment or the report reviewing the IRIS assessment conducted by the National Academics of
Sciences, Engineering, and Medicine.*® As detailed further in the Comments from Scientists,
Academics, and Clinicians, EPA provides only a limited and selective basis to back up this new

6 See Kimberly M. Castle & Richard L. Revesz, Environmental Standards, Thresholds, and the Next Battleground of
Climate Change Regulations, 103 MINN. L. REv. 1349, 1363-64 (2019); EPA, GUIDELINES FOR CARCINOGEN RISK
ASSESSMENT 13 (Sep. 1986) (“At present, mechanisms of the carcinogenesis process are largely unknown and data
are generally limited. If a carcinogenic agent acts by accelerating the same carcinogenic process that leads to the
background occurrence of cancer, the added effect of the carcinogen at low doses is expected to be virtually
linear.”).

"EPA, GUIDELINES FOR CARCINOGEN RISK ASSESSMENT 1-11 (Mar. 2005) (“Some modes of action are anticipated
to be mutagenic and are assessed with a linear approach.”); id. at 3-21.

8 See Formaldehyde; Risk Evaluation Under the Toxic Substances Control Act (TSC); Notice of Availability, 90
Fed. Reg. 316 (Jan. 3, 2025). The final risk evaluation is comprised of a series of technical support documents
published in 2024. Id. at 317.

9 See EPA, HUMAN HEALTH RISK ASSESSMENT FOR FORMALDEHYDE 83, 87 (Dec. 2024); EPA, HUMAN HEALTH
HAZARD ASSESSMENT FOR FORMALDEHYDE 12-13 (Dec. 2024); EPA, IRIS TOXICOLOGICAL REVIEW OF
FORMALDEHYDE (INHALATION) Xxvi (Aug. 2024) [hereinafter 2024 IRIS Assessment] (“Because mutagenic [mode
of action] was established . . . the [inhalation unit risk] was calculated using linear low-dose extrapolation.”).
102024 IRIS Assessment, supra note 9, at xxiv.

11 See Updated Risk Calculation, 90 Fed. Reg. at 55,731 (“[T]he best available science supports using the revised
draft acute inhalation [point of departure] of 0.3 ppm as protective of all durations and inhalation hazards, including
cancer.”).

12 See 2024 IRIS Assessment, supra note 9, at 3-201 to 3-214 (reviewing epidemiological evidence linking
formaldehyde to upper respiratory tract cancers); id. at 5-82 (“In accordance with EPA cancer guidelines [], given
the strong evidence for mutagenicity as a contributing [mode of action] and the evidence-based understanding that
mutagens can give rise to cancers with an apparently low-dose linear response, a linear low-dose extrapolation was
performed.”); NAT’L ACADS. OF SCIS., ENG’G, AND MED., REVIEW OF EPA's 2022 DRAFT FORMALDEHYDE
ASSESSMENT 117, 122 (2023).



assertion.®® Sound science demands that risk assessments consider all of the evidence; cherry-
picking studies that support a favored result violates fundamental scientific integrity principles.'*

B. EPA’s proposal that its acute sensory irritation point of departure is protective
of other hazards is not supported by substantial evidence.

EPA also proposes in the Updated Risk Calculation that the point of departure (POD) for acute
sensory irritation is sufficient to protect “for all other potential hazards, including cancer[.]”* In
essence, EPA asserts that maintaining acute exposure levels low enough to prevent acute sensory
irritation will also protect against cancer risk*® and any chronic, non-cancer risks.’

Neither claim is supported by the science. For one, as explained above, there is no threshold below
which formaldehyde poses no cancer risk. Further, EPA fails to fully explain how an acute POD
is protective against those risks posed by long-term, sustained exposures to formaldehyde. As EPA
acknowledges, chronic formaldehyde exposure is likely for many workers, including those
employed in manufacturing or processing facilities that use the chemical.'® EPA’s decision not to
model chronic effects means it is potentially missing health risks to those persons most exposed to
formaldehyde’s hazards.

Further, as other commenters detail, EPA’s new methodology also fails to account for differing
individual vulnerability and response to pollutant exposure.'® As explained by the National
Academy of Sciences, imposing a population threshold is problematic, given that factors such as
pre-existing conditions, human variability, and susceptibility result in thresholds that may vary
dramatically across an exposed population.?® And yet, EPA proposes to eliminate application of
uncertainty factors, a methodological tool meant to build a margin of safety accounting for
variability in human response to chemical exposures.?

In sum, the Updated Risk Calculation makes assumptions that run contrary to the best available
science and skew EPA’s formaldehyde risk evaluation to ignore serious risks to human health.

13 Comments from Scientists, Academics, and Clinicians, supra note 5.

14 See JASON SCHWARTZ, INST. FOR POL’Y INTEGRITY, CREDIBILITY CHECK 3 thl.1 (2025),
https://policyintegrity.org/publications/detail/credibility-check (explaining that scientific integrity principles require
a “thorough [and] open scope,” which incorporates a “[s]ufficiently comprehensive and impartial survey of
evidence, without omitting relevant findings”).

15 Updated Risk Calculation, 90 Fed. Reg. at 55,731.

16 EPA, REVISED DRAFT UNREASONABLE RISK DETERMINATION OF THE RISK EVALUATION FOR FORMALDEHYDE 12
(Dec. 2025) [hereinafter Revised Unreasonable Risk Determination] (“[EPA] maintains its determination that high
and prolonged inhalation exposures to formaldehyde can lead to cancer in humans. However, [EPA] has concluded
that acute sensory irritation is more sensitive than cancer and therefore health protective.”).

17 Updated Risk Calculation, 90 Fed. Reg. at 55,731 (noting that “the acute risk estimates are protective of risk
presented by chronic exposures”).

18 EPA, REVISED DRAFT EXECUTIVE SUMMARY OF THE RISK EVALUATION FOR FORMALDEHYDE 3-4 (Dec. 2025).

19 See Comments from Scientists, Academics, and Clinicians, supra note 5.

20 See NAT’L RSCH. COUNCIL OF THE NAT. ACADS., SCIENCE AND DECISIONS: ADVANCING RISK ASSESSMENT 134
(2005) (“[M]ore and more studies document the substantial interindividual variation [in human susceptibility to
carcinogens] in the human population.”).

21 See Castle & Revesz, supra note 6, at 1372.



EPA’s proposed changes mislead the public regarding the safety of formaldehyde exposure and
set a dangerous precedent for the scientific integrity of EPA’s risk assessment process.

Il. EPA’s Flawed Risk Assessment Methodology Will Undermine the Agency’s Ability
To Conduct an Accurate Benefit-Cost Analysis at the Risk Management Stage.

EPA’s Updated Risk Calculation proposes to amend the risk evaluation for formaldehyde. While
the step at issue here is EPA’s risk evaluation, we note with concern that the unsupported changes
at this stage will result in a misleading presentation of health benefits in EPA’s upcoming risk
management rule for formaldehyde, skewing the analysis to justify the selection of less protective
risk management options.

A. Under the Toxic Substances Control Act, the findings of a risk evaluation feed
into a risk management rule.

Under the Toxic Substances Control Act (TSCA), EPA follows a three-step process to assess the
safety of existing chemicals. Relevant here are steps two and three—risk evaluation and risk
management.?? At the risk evaluation stage, of which the Updated Risk Calculation is a piece, EPA
is charged with identifying whether a chemical substance, under its conditions of use, presents an
unreasonable risk to health or the environment.?

If EPA finds that a chemical poses an unreasonable risk to health and the environment, the agency
must then at the risk management stage regulate use of the substance in order to at least eliminate
the unreasonable risk.2*

At the risk management stage, TSCA sets out several factors that EPA must consider “to the extent
practicable” when deciding how to regulate a chemical that poses an unreasonable risk of harm.?
This includes a requirement that EPA consider “the costs and benefits of the . . . regulatory action,”
as well as the other “primary alternative regulatory actions considered.”?

22 At step one, EPA s required to designate chemicals as either “high” or “low” priority for evaluation. TSCA
requires EPA to designate a chemical as high priority if the agency determines that the chemical “may present” an
unreasonable risk of injury to health or the environment. See 15 U.S.C. § 2605(b)(1)(B)(i). Once EPA designates a
chemical as high priority, it must immediately initiate a risk evaluation for the substance. Id. § 2605(b)(3)(A).
215 U.S.C. § 2605(b)(4).

24 1d. § 2605(a).

% 1d. 88 2605(c)(2)(A), (B)

2 1d. 88 2605(c)(2)(A)(iv)(I1). Additionally, Executive Order 12,866 requires agencies to assess the costs and
benefits of all “significant” regulations, which includes those likely to have “an annual effect on the economy of
$100 million or more or adversely affect in a material way the economy, a sector of the economy, productivity,
competition, jobs, the environment, public health or safety, or State, local, or tribal governments or communities.”
Exec. Order No. 12,866 & 6(a)(3)(C), 58 Fed. Reg. 51,735 (Oct. 4, 1993). As many, if not all, TSCA risk
management rules have effects that meet this standard, EPA needs to conduct an analysis of the rules’ costs and
benefits to comply with Executive Order 12,866.



B. The Updated Risk Calculation’s unsupported changes tee up a flawed risk
management analysis.

According to the Updated Risk Calculation, EPA is currently preparing its risk management rule
for formaldehyde.?” The unsupported amendments to the risk assessment proposed in the Updated
Risk Calculation will have significant and biased implications for the benefit-cost analysis EPA
will have to prepare of proposed regulatory options in the upcoming risk management rule. By
wrongly assuming that formaldehyde is a threshold pollutant and the acute sensory irritation POD
is protective of other hazards, EPA’s benefit-cost analysis for the upcoming risk management rule
will substantially undervalue the benefits of avoiding formaldehyde exposure, skewing the
selection of regulatory options and risking a rule that fails to adequately protect against
unreasonable risk to public health as required under TSCA.

Benefits analysis for policies addressing public health risks typically estimate society’s willingness
to pay to reduce risk.?® This willingness to pay value encompasses a variety of harms society would
like to avoid, including medical expenses, lost productivity, and pain, suffering, and discomfort.?®
This assessment also estimates benefits associated with averted mortality risk.>° Because EPA now
asserts that formaldehyde poses no cancer risk below a certain threshold, the cancer-related
benefits of any policy options which reduce exposure below this threshold will go unquantified
and unconsidered in EPA’s upcoming benefit-cost analysis.3! EPA essentially assumes the
willingness to pay to reduce exposure below this threshold is zero.*?

But assigning no benefit to measures that reduce exposure below EPA’s new threshold makes no
logical or economic sense. For one, as discussed above, the best available science demonstrates
there are cancer risks associated with formaldehyde exposure at low doses, meaning that EPA
should find significant benefits to reducing exposure below the acute POD.* But under EPA’s
new methodology, a critical aspect of the benefits of reducing formaldehyde exposure vanishes.
Critically, EPA’s unsupported assumption in this proceeding will zero out this value in the risk

27 Updated Risk Calculation, 90 Fed. Reg. at 55,727 (“[T]he Agency is continuing work on a proposed risk
management rule for formaldehyde as required by TSCA to ensure statutory deadlines are met and necessary
protections are not delayed.”).

28 McGartland et al., Estimating the Health Benefits of Environmental Regulations, 357 Sci. MAG. 457 (Aug. 4,
2017).

2d.

%0 See, e.g., EPA, ECONOMIC ANALYSIS OF THE REGULATION OF CARBON TETRACHLORIDE UNDER TSCA SECTION
6(A) 4-18 (explaining that EPA used willingness-to-pay estimates to quantify benefits associated with avoiding non-
fatal cancer risk and mortality risk).

31 See Al McGartland, Quality Science for Quality Decisions: Protecting the Scientific Integrity of Benefit—Cost
Analysis, 15 REV. OF ENV’TL ECON. & PoLICY 340, 344-45 (2021) (“[A] policy official could replace the default
linear no-threshold cancer model with a default presumption of a threshold for cancer, which would mean that low
levels of exposure pose no risk of cancer; only when exposures go above a threshold would cancer risk be assigned
to this chemical. . . . Under a threshold assumption, regulatory options that drive exposures below the threshold
would not look as attractive because the threshold model assumes no benefits from exposure reductions that are
below the threshold.”).

32 McGartland et al., supra note 28, at 457-58.

33 See 2024 IRIS Assessment, supra note 9, at xxvi.



management benefit-cost analysis, potentially making a risk management option that is net
beneficial appear artificially net costly and falsely diminishing the justification for more protective
regulatory measures.

Further, even if one accepts EPA’s assertion that the cancer risks associated with low doses of
formaldehyde are uncertain, the economic literature suggests an increased willingness to pay to
avoid exposures to pollutants associated with severe risks, like cancer. This means that willingness
to pay values may actually be higher for reduced exposures to chemicals with uncertain links to
severe risks, compared to those chemicals with a more certain relationship to a less serious health
effect.> And anecdotal evidence suggests there is a substantial consumer willingness to pay for
reduced exposures to formaldehyde. For example, in 2013, recognizing consumers’ demand for
formaldehyde-free products, Johnson and Johnson spent tens of millions of dollars to remove
formaldehyde-releasing preservatives from its baby shampoo.® Even when justified, scientific
uncertainty alone cannot erase the benefit of reducing exposure to formaldehyde—as long as there
is a willingness to pay to reduce exposure, there is value in doing so.

Other flaws in the Updated Risk Calculation similarly will skew the agency’s benefit-cost analysis.
As discussed above, EPA asserts that the acute sensory irritation POD is protective against all
formaldehyde exposures, and that by regulating to prevent acute risk any cancer or chronic non-
cancer risks will also be eliminated. On this basis, EPA’s updated risk evaluation calculates only
the risk associated with acute exposure, and no longer considers formaldehyde’s chronic risks.
Doing so creates at least two significant problems for a future benefit-cost analysis.

Though EPA no longer calculates the risks associated with chronic formaldehyde exposure, it
acknowledges they exist, finding in the Updated Risk Calculation that “[r]epeated or sustained
long-term exposures to formaldehyde ... increases the potential for chronic effects including
cancer.”®” Thus, even adopting EPA’s view of the science, a risk management strategy that lowers
exposure to the acute sensory irritation POD will eliminate those risks associated with both acute
and chronic exposure above this threshold. But by failing to calculate what these chronic risks are,
EPA has made it impossible to consider the benefits of reducing these exposures in its benefit-cost
analysis. This runs afoul of economic best practice, which requires agencies to evenhandedly
consider all important effects in its regulatory analyses.® By shortchanging consideration of the
effects of chronic exposure, EPA will ultimately produce a skewed benefit-cost analysis that fails
to take into account these potentially significant benefits.

34 McGartland et al., supra note 28, at 458.

3% Katie Thomas, The ‘No More Tears’ Shampoo, Now With No Formaldehyde, N.Y. TIMES (Jan. 17, 2014),
https://perma.cc/4AAFH-Z3LY.

3 See Revised Unreasonable Risk Determination, supra note 16, at 4 (“A calculated [margin of exposure] that is less
than the benchmark [margin of exposure] is a starting point for informing a determination of unreasonable risk of
injury to health, based on non-cancer effects.); id. at 9, 11-15 (EPA “has concluded that acute sensory irritation is
more sensitive than cancer and therefore health protective.”).

37 Updated Risk Calculation, 90 Fed. Reg. at 55,731.

3 See OFF. OF MGMT. & BUDGET, CIRCULAR A-4: REGULATORY ANALYSIS 2-3 (2003), https://perma.cc/KCL6-
SPXC.



Further, considering how EPA has traditionally estimated non-cancer risks, the agency’s decision
to consider only acute, non-cancer effects makes it unlikely the agency will include any
quantifiable or monetizable effects in its future benefit-cost analysis at all.

Though EPA has consistently quantified and monetized the effects of reducing cancer risk in its
risk management rules,*® EPA does not generally do the same for non-cancer effects. This is the
result of EPA’s method for estimating non-cancer effects, in which the agency estimates a
reference dose below which no adverse non-cancer health outcomes are expected.*° This threshold
is “not associated with any quantitative risk target,” and thus “provides no direct measure of the
risk of adverse health outcomes for any level of exposure either above, below, or at the
[threshold].”*! Accordingly, EPA considers it impossible to quantify or monetize any regulatory
benefits associated with reducing non-cancer effects.*? This has been borne out in existing TSCA
rules—in the five risk management rules developed under the amended TSCA, EPA has not
monetized the benefits of reducing non-cancer risks in any of them.*® Thus, by only calculating
acute non-cancer risk in this proceeding, the agency has teed up a risk management proceeding
that will find zero quantified or monetized benefits from reducing exposure to formaldehyde.

Together, EPA’s methodological choices in the Updated Risk Calculation hamstring EPA’s ability
to accurately estimate the health benefits of its future risk management decisions. By adopting an
unsupported threshold approach to assessing cancer risks, EPA erases any cancer-related benefits
associated with reducing exposure below the acute sensory irritation POD. By removing its
calculation of chronic risks, EPA makes it impossible to monetize any benefits associated with
reducing these risks by reducing exposure above the acute sensory irritation POD. And by
considering only acute, non-cancer risks, the agency tees up a process where it will not identify
any quantified or monetized benefits at all. These proposed changes, based on flawed science, will
result in public health benefits disappearing from consideration in EPA’s subsequent risk
management proceeding—artificially justifying the selection of less protective regulatory options.

Conclusion

39 See, e.9., EPA, ECONOMIC ANALYSIS OF THE REGULATION OF CARBON TETRACHLORIDE UNDER TSCA 6(A) 4-1
(Dec. 2024); EPA, ECONOMIC ANALYSIS OF THE REGULATION OF TRICHLOROETHYLENE UNDER TSCA 6(A) 8-2
(Nov. 2024).

40 McGartland et al., supra note 28, at 458.

4d.

42 See, e.g., EPA, ECONOMIC ANALYSIS OF THE FINAL REGULATION OF PERCHLOROETHYLENE UNDER TSCA 6(A) 8-
48 (Oct. 2024) (“[T]he [risk assessment] approach does not provide the continuous dose-response functions needed
to estimate the reduced incidence of many non-cancer effects that would result from the rule. Without estimates of
reduced incidence it is not possible to express these benefits in quantitative or monetary terms. Therefore, while
non-cancer benefits are expected from the rule, these effects cannot be included in net benefit calculations.”).

43 EPA, ECONOMIC ANALYSIS OF THE TSCA SECTION 6 FINAL RULE FOR ASBESTOS RISK MANAGEMENT, PART 1 4-
43 to 4-44 (Mar. 2024); EPA, ECONOMIC ANALYSIS OF THE FINAL REGULATION OF METHYLENE CHLORIDE UNDER
TSCA SECTION 6(A) 8-3 (April 2024); EPA, ECONOMIC ANALYSIS OF THE FINAL REGULATION OF
PERCHLOROETHYLENE UNDER TSCA 6(A) 8-1 (Oct. 2024); EPA, ECONOMIC ANALYSIS OF THE REGULATION OF
CARBON TETRACHLORIDE UNDER TSCA 6(A) 4-1 (Dec. 2024); EPA, ECONOMIC ANALYSIS OF THE REGULATION OF
TRICHLOROETHYLENE UNDER TSCA 6(A) 8-2 (Nov. 2024).



The Updated Risk Calculation is not supported by the best available science, will result in a
misleading benefit-cost analysis at the risk management stage, and should be withdrawn.

Sincerely,

Kate Welty, Legal Fellow
Martha Roberts, Washington, D.C. Office Director
Al McGartland, Economic Policy Director

katherine.m.welty@nyu.edu



