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INTRODUCTION 

 EPA has long recognized and addressed the risks to human health and the 

environment posed by chemicals that are persistent in the environment, 

bioaccumulative in organisms, and toxic (referred to as PBT chemicals). Since 

1999 and continuing through the present, EPA has largely denied requests by 

manufacturers to exempt new PBT chemicals from EPA’s standard 

premanufacturing review process for new chemicals (i.e., chemicals that have not 

previously been manufactured in the United States) under the Toxic Substances 

Control Act, 15 U.S.C. § 2601, et seq. In the 2024 Rule at issue, EPA codified this 

longstanding practice when updating its new chemical regulations. Specifically, in 

addition to all other bases for denying a request for an exemption from the 

standard new chemicals premanufacturing review process, EPA codified a 

category of ineligibility for PBT chemicals for which there are anticipated 

environmental releases of the chemical and potentially unreasonable exposures to 

humans or environmental organisms. In other words, PBT chemicals can still be 

found ineligible for an exemption on any previously existing regulatory basis of 

ineligibility and can also be found ineligible under the new provision specific to 

PBT chemicals.  

Environmental Petitioners challenge the new PBT ineligibility regulation, 

asserting that EPA has somehow relaxed the exemption criteria for PBT chemicals, 
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and arguing EPA is required to categorically preclude these chemicals from the 

exemptions. Both assertions are incorrect. EPA did not remove a single criterion 

for seeking an exemption for a PBT chemical; to the contrary, it codified an 

additional basis on which to deny the exemption request. And EPA reasonably and 

lawfully declined to categorically exclude all potential new PBT chemicals from 

the exemptions. EPA recognized that these requests relate to a diverse set of new 

chemicals. EPA thus could not anticipate every possible new PBT chemical and 

every possible way in which that chemical may be manufactured, processed, 

distributed in commerce, used, or disposed to determine ex ante that no possible 

scenario could exist in which an exemption could be granted. EPA thus reasonably 

decided to continue to review requests for exemptions for these chemicals on a 

case-by-case basis rather than categorically preclude them. 

Taking a different tack, Labor Petitioner does not challenge any aspect of the 

2024 Rule. Instead, Labor Petitioner asserts that EPA should have drafted new 

regulations on an entirely different subject—disclosure of new chemicals 

information by companies to their potentially affected employees. But when Labor 

Petitioner raised this suggestion in its comments on the challenged rule, EPA 

properly determined the suggestion was outside the scope of the rulemaking. EPA 

thus reasonably declined to respond to the merits of or adopt Labor Petitioner’s 
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suggestions—which were unrelated to any aspect of the proposed rule—in the final 

rule. 

Because Petitioners have not demonstrated that any aspect of EPA’s 

rulemaking is arbitrary, capricious, or otherwise not in accordance with law, the 

Court should deny the petitions for review. 

STATEMENT OF JURISDICTION 

This Court has jurisdiction under 15 U.S.C. § 2618(a)(1)(A) to review the 

challenged rule, Updates to New Chemical Regulations under the Toxic Substances 

Control Act (TSCA), 89 Fed. Reg. 102773 (Dec. 18, 2024) (“2024 Rule”). The 

petitions for review were timely filed because the 2024 Rule was published on 

December 18, 2024, and promulgated for purposes of judicial review on January 2, 

2025. Id.; see also 40 C.F.R. §§ 23.5, 23.11 (setting date of promulgation first 

business day that is two weeks after Federal Register publication date); Dkt. No. 1, 

Case No. 25-158 (Jan. 9, 2025); Dkt. No. 1, Case No. 25-572 (Jan. 29, 2025); Dkt. 

No. 1, Case No. 25-573 (Jan. 29, 2025). 

ISSUES PRESENTED FOR REVIEW 

1. Whether EPA’s decision to preclude most—but not necessarily all—PBT 

chemicals from qualifying for low-volume exemptions and low-release-and-
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exposure exemptions1 from the TSCA’s standard new chemicals 

premanufacturing review process was arbitrary, capricious, or otherwise not 

in accordance with law. 

2. Whether EPA erred by not responding to the merits of Labor Petitioner’s 

comments or adopting Labor Petitioner’s suggested regulatory revisions, 

which were outside the scope of the rulemaking. 

PERTINENT STATUTES AND REGULATIONS 

Pertinent regulations not included in Petitioners’ addenda are included in the 

addendum filed concurrently with this brief. 

STATEMENT OF THE CASE 

I. STATUTORY AND REGULATORY BACKGROUND 

Congress enacted TSCA in 1976 “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.” S. Rep. No. 94-698, at 1 

(1976), as reprinted in 1976 U.S.C.C.A.N. 4491. Congress amended TSCA in 2016 

through the Frank R. Lautenberg Chemical Safety for the 21st Century Act. Pub. L. 

No. 114-182, 130 Stat. 448 (2016). These amendments generally required EPA to 

 

1 For ease of reference, these exemptions will be referred to collectively as “low-
volume/low-exposure exemptions” throughout the brief. 
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review and manage potential unreasonable risks from chemicals not previously 

manufactured in the United States before manufacturing of that chemical begins. 

TSCA provides separate procedures for the review and management of 

unreasonable risks from chemicals that have previously been manufactured in the 

United States (“existing chemicals”) and those that have not (“new chemicals”). 15 

U.S.C. §§ 2604, 2605. TSCA required EPA to compile a list of all chemical 

substances manufactured or processed in the United States when TSCA was 

enacted, referred to as the inventory. 15 U.S.C. § 2607(b). Any entity can 

manufacture and process these chemicals in the United States, subject to applicable 

regulations. See 15 U.S.C. §§ 2602(11), 2604(a)(1)(A).    

The primary procedure by which EPA reviews and manages unreasonable 

risk of a new chemical is through the Agency’s standard premanufacturing review 

process. 15 U.S.C. § 2604(a). Under this process, the manufacturer submits a 

notice to EPA containing information it knows or can reasonably ascertain about 

the chemical substance, including information regarding the environmental and 

health effects of the substance, the number of people likely exposed in their places 

of employment, and information about how the substance will be disposed. Id. 

§§ 2604(d), 2607(a)(2). EPA reviews the notice and considers the information 

submitted, as well as information otherwise available to EPA. Id. 

§§ 2604(a)(1)(B)(ii), (a)(3), (e)-(g), 2625(k). The Agency then must make one of 
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five possible determinations pertaining to the likelihood of unreasonable risk of 

injury to health or the environment and take appropriate action to manage 

unreasonable risks. Id. §§ 2604(a)(1)(B)(ii), (a)(3), (e)-(g), 2625(k). EPA generally 

has 90 days to complete this review, which can be extended an additional 90 days. 

Id. § 2604(a), (c), (i)(3). When a person begins manufacturing a new chemical 

substance following this standard premanufacturing review process, EPA adds the 

chemical to the inventory of existing chemicals, which (as noted above) allows any 

person to manufacture the chemical, subject to any applicable regulations. Id. §§ 

2602(11), 2604(a)(1)(A), 2607(b)(1). 

TSCA authorizes EPA to exempt the manufacturer of any new chemical 

substance from the standard premanufacturing review process “upon application 

and by rule” if EPA determines that “the manufacture, processing, distribution in 

commerce, use, or disposal of such chemical substance . . . will not present an 

unreasonable risk of injury to health or the environment . . . .” 15 U.S.C. 

§ 2604(h)(4). As relevant here, EPA has promulgated regulations for two such 

exemptions: the low-volume/low-exposure exemptions. EPA promulgated a rule in 

1985 granting a limited exemption under § 2604(h)(4) for persons who 

manufacture certain new chemical substances below a certain volume threshold. 50 

Fed. Reg. 16477 (Apr. 26, 1985). EPA then amended that rule in 1995 to increase 

the volume limit and to add a second exemption category for certain chemical 
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substances with low environmental releases and human exposures. 60 Fed. Reg. 

16336 (Mar. 29, 1995).  

Accordingly, since 1995, manufacturers of new chemical substances have 

been able to apply for exemptions from the standard premanufacturing review 

process for new chemical substances for which either the volume of manufacturing 

will be low or the environmental releases of and human exposures to the chemical 

substance will be low. Id.; 40 C.F.R. § 723.50 (1995); 40 C.F.R. § 723.50 (2025). 

But the manufacturer may only apply for such a low-volume/low-exposure 

exemption if it will manufacture 10,000 kilograms or less of the substance per year 

or if the substance meets five exacting types of exposure criteria. 40 C.F.R. 

§ 723.50(c). As in the standard premanufacturing review process, the manufacturer 

requesting the exemption must provide EPA with available information about the 

chemical, including the volume of intended production, descriptions of intended 

uses of the chemical, test data, and information regarding employee exposure and 

environmental releases. Id. § 723.50(e). And, to ensure that low-volume/low-

exposure exempted chemical substances will not present an unreasonable risk, the 

exemption process includes a 30-day period (which may be suspended) for EPA to 

review the exemption request, and other conditions in the exemption. 40 C.F.R. § 

723.50(g) (1995); 40 C.F.R. § 723.50(g)(1) (2025); 60 Fed. Reg. at 16336; see also 

50 Fed. Reg. at 16477.  
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Since 1995, even if the manufacturing of the chemical substance meets the 

volume limit or the release and exposure criteria, substances still are ineligible for 

the low-volume/low-exposure exemptions if EPA determines that the substance 

“under anticipated conditions of manufacture, processing, distribution in 

commerce, use, or disposal of the new chemical substance” may cause serious 

acute or chronic health effects or significant environmental effects.2  40 C.F.R. 

§ 723.50(d) (1995); 40 C.F.R. § 723.50(d)(1) (2025). Additionally, EPA denies 

exemption applications when “there are issues concerning toxicity or exposure that 

require further review which cannot be accomplished within the 30-day review 

period.” 40 C.F.R. § 723.50(h)(1) (1995); 40 C.F.R. § 723.50(h)(1) (2025).  

If EPA approves a low-volume/low-exposure exemption, the manufacturer 

who requested the exemption may manufacture the chemical, but its manufacturing 

and uses are restricted to those approved in the exemption notice, including 

limitations on volume manufactured. 60 Fed. Reg. at 16337; 40 C.F.R. § 723.50(j). 

Manufacturers must continue to maintain exposure and release controls to ensure 

they meet the approved exposure limitations throughout the period of time that 

 

2 In addition to the substance itself, EPA also considers the manufacturing, 
processing, distribution, use, and disposal of “any reasonably anticipated 
metabolites, environmental transformation products, or byproducts of the 
substance, or any reasonably anticipated impurities in the substance.” 40 C.F.R. 
§ 723.50(d) (1995); 40 C.F.R. § 723.50(d)(1) (2025). 
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they manufacture the chemical under the exemption. 60 Fed. Reg. 16337; 40 

C.F.R. § 723.50(j). Moreover, chemicals approved under these exemptions are not 

added to the inventory of existing chemicals (unless the chemical undergoes 

premanufacturing review by EPA under the standard process), and thus the 

chemical cannot be manufactured by anyone other than the manufacturer who 

received the exemption and only under the specific conditions for which the 

exemption was sought. See 50 Fed. Reg. at 16483-84; compare 40 C.F.R. § 723.50 

with § 720.120(a); see generally 15 U.S.C. § 2607(b).  

II. FACTUAL BACKGROUND 

On May 26, 2023, EPA published a proposed rule to update the new 

chemicals regulations to align with the 2016 TSCA amendments, improve the 

efficiency of EPA’s review processes, and make other limited updates to the 

regulations based on existing Agency policies and experience implementing the 

new chemicals program. ACAT-ER-234 to ACAT-ER-259 (88 Fed. Reg. 34100 

(May 26, 2023)). After a notice and comment period, EPA issued the final 2024 

Rule updating the new chemicals regulations. ACAT-ER-004 to ACAT-ER-031 

(89 Fed. Reg. 102773 (Dec. 18, 2024)). 

At issue in this litigation, EPA clarified and formally codified its 

longstanding practice of finding certain chemicals ineligible for the low-

volume/low-exposure exemptions. In 1999, EPA began classifying certain 
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chemicals as “PBT” chemicals based on their “characteristics of persistence (P) in 

the environment, accumulation in biological organisms (bioaccumulation (B)), and 

toxicity (T) that make them priority pollutants and potential risks to humans and 

ecosystems.” ACAT-ER-262 (64 Fed. Reg. 60194, 60196 (Nov. 4, 1999)). EPA’s 

1999 PBT policy formally acknowledged PBT chemical substances as a category 

of chemical substances and established criteria for identifying new chemicals that 

fall within this category. Id.; ACAT-ER-248; ACAT-ER-017. Since 1999, EPA 

has assessed both applications to manufacture PBT chemicals through the standard 

premanufacturing review process and applications for low-volume/low-exposure 

exemptions from that process on a case-by-case basis. ACAT-ER-264 (“New 

chemicals identified as potential PBT chemicals are assessed on a case-by-case 

basis.”); ACAT-ER-249. When EPA has identified PBT chemicals in the low-

volume/low-exposure exemption process that have “the potential for unreasonable 

exposures,” EPA has denied the exemption application. ACAT-ER-249. 

In the rule challenged here, EPA proposed and finalized several amendments 

to the regulations for low-volume/low-exposure exemptions to the standard 

premanufacturing review process. ACAT-ER-234, ACAT-ER-236. One of these 

amendments codified EPA’s process for classifying chemicals as PBT chemicals 

set forth in the 1999 PBT policy. ACAT-ER-249. Another amendment codified 

EPA’s longstanding practice of deeming PBT chemicals “with anticipated 
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environmental releases and potentially unreasonable exposures to humans or 

environmental organisms” to be “ineligible” for the exemptions. Id. EPA thus 

proposed continuing the status quo of allowing these applications for the 

exemptions with a new regulatory provision providing regulated parties with notice 

of how EPA assesses those applications. Id.  

EPA explained the scientific and technical process that it undertakes for all 

requests for low-volume/low-exposure exemptions to assess whether the chemical 

substance is a PBT chemical. Id. EPA further explained that it expected the 

regulatory provision may reduce the number of applications it received for PBT 

chemicals. Id. Although EPA noted that a manufacturer “may not be able to 

determine in advance of submitting an exemption notice if EPA would find the 

substance to be PBT [chemical],” EPA anticipated that those manufacturers “who 

possess data indicating that their new chemical substances could be PBT and could 

be handled in such a way as to result in anticipated or unreasonable exposures may 

be less likely to expend the time and resources” to submit an exemption 

application. Id.  

Notably, EPA did not alter or remove any existing limitations on eligibility 

for the low-volume/low-exposure exemptions. Compare 40 C.F.R. § 723.50(c), 

(d), (h)(1) (2023) with 40 C.F.R. § 723.50(c), (d)(1), (h)(1) (2025). It only codified 

an additional basis to find a PBT chemical ineligible for the exemptions. 40 C.F.R. 
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§ 723.50(d)(2) (2025). Additionally, new in the 2024 Rule, EPA clarified that a 

manufacturer cannot begin manufacturing under the exemption until EPA actually 

approves the exemption (rather than simply waiting for EPA’s 30-day time period 

for review to expire). Compare id. § 723.50(g)(2) with 40 C.F.R. § 723.50(g) 

(2023). EPA explained that the combination of these regulatory changes “better 

ensure[s] that chemical substances manufactured under [the exemptions] will not 

present an unreasonable risk.” ACAT-ER-014. 

EPA also proposed and finalized other limited updates to the new chemicals 

regulations, including a regulation describing EPA’s publication of Federal 

Register notices pursuant to § 2604(d)(2). See ACAT-ER-239, ACAT-ER-244; 

ACAT-ER-008, ACAT-ER-013 (codified at 40 C.F.R. § 720.70); see generally 15 

U.S.C. § 2604(d)(2) (requiring EPA to publish a notice in the Federal Register 

containing specified information, subject to confidentiality protections). 

Specifically, EPA clarified its practice of publishing a notice of receipt of a 

premanufacture notice in the Federal Register only once the notice is complete. 

ACAT-ER-244; ACAT-ER-013; ACAT-ER-055. Compare 40 C.F.R. § 720.70(a) 

(2025) with 40 C.F.R. § 720.70(a) (2023). Additionally, EPA removed a non-

statutory requirement to publish a list of certain data submitted with the 

premanufacture notice in the Federal Register. ACAT-ER-239; ACAT-ER-008; 

ACAT-ER-053 to ACAT-ER-054; compare 40 C.F.R. § 720.70(b)(3) (2025) with 
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40 C.F.R. § 720.70(b)(3) (2023). In removing this requirement, EPA explained that 

the Agency makes the same information available on ChemView, EPA’s online 

database containing information EPA receives and develops about chemicals under 

TSCA. ACAT-ER-008; ACAT-ER-239. 

EPA received 51 comments on all aspects of the proposed rule, including 

certain comments on the newly codified criteria for consideration of applications 

for low-volume/low-exposure exemptions involving new PBT chemicals. ACAT-

ER-006. Some comments requested that EPA categorically preclude all PBT 

chemicals from the exemptions, while others commented that EPA could not 

categorically preclude them. EPA considered both sets of comments before 

finalizing the 2024 Rule as proposed, which codified its existing practice of 

considering low-volume/low-exposure exemption applications for new PBT 

chemicals on a case-by-case basis rather than categorically precluding the 

exemptions for all new PBT chemicals. ACAT-ER-017; ACAT-ER-120 to ACAT-

ER-122.  

EPA also received certain comments outside the scope of the rulemaking 

submitted by the American Federation of Labor and Congress of Industrial 

Organizations, the International Union, United Automobile, Aerospace and 

Agricultural Implement Workers of America and the United Steelworkers 

(collectively, “Labor Unions”). The Labor Unions filed a collective comment letter 
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focusing on information disclosure provisions for the new chemicals regulations. 

Labor ER-31. They asserted that EPA’s use of the Federal Register and ChemView 

to inform the public about premanufacture notices does not provide sufficient 

notice to workers and their representatives to meet TSCA’s purported worker 

safety-related transparency goals.  

The Labor Unions suggested that EPA should craft a new regulatory 

disclosure process that would require employers submitting premanufacture 

notices to (1) certify that they met various requirements recommended by the 

Labor Unions to disclose information to affected workers and their authorized 

representatives before EPA would approve the manufacture of a new chemical or a 

significant new use of a chemical, and (2) post any § 2604(e) order or significant 

new use rule in any workplace where there are affected employees. They further 

asserted that there is no reason to keep the details of a § 2604(e) order confidential, 

where the disclosure of such information could protect workers from the risks a 

new chemical may pose. EPA acknowledged these comments and explained that 

they were outside the scope of the rulemaking, because the proposed rule did not 

address access to information other than the limited updates regarding publication 

of Federal Register notices pursuant to § 2604(d)(2). 40 C.F.R. § 720.70. 

Accordingly, EPA declined to respond to the merits of or adopt the suggestions. 

ACAT-ER-135, ACAT-ER-137. 
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SUMMARY OF ARGUMENT 

 1. EPA strengthened its approach to regulating PBT chemicals in the 

2024 Rule by codifying and providing notice of the bases on which it considers 

applications to exempt PBT chemicals from the standard premanufacturing review 

process through low-volume/low-exposure exemptions. Critically, EPA did not 

remove or alter any existing criteria required for the exemptions. Instead, it 

codified an additional category of ineligibility specific to PBT chemicals whereby 

a PBT chemical is also ineligible for the exemptions if it has “anticipated 

environmental releases and potentially unreasonable exposures to humans or 

environmental organisms.” 40 C.F.R. § 723.50(d)(2)(ii). Recognizing that this is an 

approval process for new chemicals and that EPA cannot foretell every possible 

manner in which the chemical may be manufactured, processed, distributed in 

commerce, used, or disposed of, EPA lawfully and reasonably retained its 

authority to consider applications for the exemptions on a case-by-case basis rather 

than categorically precluding all potential new PBT chemicals from receiving 

exemptions.   

2. EPA properly determined that Labor Petitioner’s comments during the 

notice-and-comment process were outside the scope of the rulemaking and 

appropriately declined to respond to the merits of or adopt those suggestions. 

Labor Petitioner asked EPA to require manufacturers submitting a premanufacture 
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notice to inform their employees of the notice, provide the information contained 

in the notice to employees (including information the company asserts is 

confidential), ensure employees have the opportunity to provide comment before 

any § 2604(e) order mitigating potential risk from a new chemical or significant 

new use is finalized, and post any § 2604(e) order or significant new use rule in 

any workplace where there are affected employees. But these comments were 

outside the scope of the rulemaking and not logically related to any of the revisions 

proposed or finalized by EPA. EPA thus did not err when it acknowledged the 

comments, but did not respond to their merits and did not adopt Labor Petitioner’s 

suggestions in this rulemaking. Moreover, Labor Petitioner points to no statutory 

requirement that the 2024 Rule failed to meet. 

STANDARD OF REVIEW 

With limited exceptions not applicable here, EPA rules promulgated under 

TSCA are reviewed in accordance with the standard set forth in the Administrative 

Procedure Act, 5 U.S.C. § 706. 15 U.S.C. § 2618(c)(1)(B). “Under the APA, [this 

Court] set[s] aside an agency’s decision if it is ‘arbitrary, capricious, an abuse of 

discretion, or otherwise not in accordance with law.”’ Nw. Coal. for Alts. to 

Pesticides v. EPA, 544 F.3d 1043, 1047 (9th Cir. 2008) (citation omitted). The 

familiar arbitrary-or-capricious standard is highly deferential, presuming the 

validity of agency actions and upholding them if they satisfy minimum standards 
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of rationality. Kern Cnty. Farm Bureau v. Allen, 450 F.3d 1072, 1075-76 (9th Cir. 

2006). “The scope of review under the ‘arbitrary and capricious’ standard is 

narrow and a court is not to substitute its judgment for that of the agency.” Motor 

Vehicles Mfrs. Ass’n v. State Farm Mut. Auto. Ins. Co., 463 U.S. 29, 43 (1983). 

The pertinent question is “whether the [agency’s] decision was based on a 

consideration of the relevant factors and whether there has been a clear error of 

judgment.” Id. at 42-43 (internal quotation marks and citation omitted). 

The Court reviews questions of statutory interpretation de novo. Lopez v. 

Garland, 116 F.4th 1032, 1036 (9th Cir. 2024). In deciding questions of statutory 

interpretation, “[c]ourts must exercise their independent judgment,” but “[c]areful 

attention to the judgment of the Executive Branch may help inform that inquiry.” 

Loper Bright Enters. v. Raimondo, 603 U.S. 369, 412-13 (2024). To resolve the 

meaning of disputed statutory language, a court shall adopt the interpretation that 

it, “after applying all relevant interpretive tools, concludes is best.” Id. at 400. 

“[W]hen a particular statute delegates authority to an agency consistent with 

constitutional limits, courts must respect the delegation, while ensuring that the 

agency acts within it.” Id. at 413. 
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ARGUMENT 

I. EPA Reasonably and Lawfully Retained Its Authority to Consider 
Applications for Low-Volume/Low-Exposure Exemptions on a 
Case-by-Case Basis. 

The 2024 Rule retained all existing criteria and limitations for applications 

for low-volume/low-exposure exemptions from the standard premanufacturing 

review process, and codified an additional category of ineligibility for these 

exemptions: PBT chemicals with anticipated environmental releases and 

potentially unreasonable exposures to humans or environmental organisms. 

ACAT-ER-017. Critically, this addition did not lower the standard for granting 

these exemptions for new PBT chemicals but instead simply provided notice of the 

basis on which EPA, through its longstanding practice, denies these applications. 

Prior to the 2024 Rule, new PBT chemicals could be eligible for the low-

volume/low-exposure exemption if (1) the chemical would be produced below the 

regulatory volume limit or with environmental releases and human exposures 

below the regulatory thresholds; and (2) the chemical would not cause serious 

acute or chronic health effects or significant environmental effects. 40 C.F.R. 

§ 723.50(c), (d) (2023). These same criteria still exist for new PBT chemicals in 

the challenged rule. See 40 C.F.R. § 723.50(c), (d)(1) (2025).  In addition to these 

criteria, however, EPA also made clear that it would deny any applications for PBT 

chemicals if there were any “anticipated environmental releases and potentially 
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unreasonable exposures to humans or environmental organisms.” 40 C.F.R. 

§ 723.50(d)(2)(ii) (2025); ACAT-ER-017.  

Although Environmental Petitioners assert that EPA’s new regulation should 

have gone further and categorically precluded any PBT chemical from the low-

volume/low-exposure exemptions, EPA’s decision to leave open the possibility 

that a request to manufacture a new PBT chemical could satisfy the exemption’s 

standard is both consistent with the statute and supported by the record. 

A. EPA Has Statutory Authority to Consider Applications for 
Low-Volume/Low-Exposure Exemptions for PBT 
Chemicals on a Case-by-Case Basis. 

EPA lawfully maintained its authority to consider new PBT chemical 

applications for low-volume/low-exposure exemptions from the standard 

premanufacturing review process on a case-by-case basis. Although Environmental 

Petitioners assert that EPA was statutorily mandated to categorically preclude PBT 

chemicals from the exemptions, nothing in the statute requires any such categorical 

preclusion. 

When interpreting a statute, this Court’s role is to determine the “best 

reading” of the statute, applying “all relevant interpretive tools.” Loper Bright, 603 

U.S. at 400. This analysis “begin[s] with the plain language of the statute.” Moran 

v. Screening Pros, LLC, 943 F.3d 1175, 1183 (9th Cir. 2019). “The plainness or 

ambiguity of statutory language is determined by reference to the language itself, 
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the specific context in which that language is used, and the broader context of the 

statute as a whole.” Robinson v. Shell Oil Co., 519 U.S. 337, 341 (1997). Here, the 

plain language of § 2604(h)(4) expressly authorizes EPA to consider applications to 

exempt new chemicals, including new PBT chemicals, from the standard 

premanufacturing review process on a case-by-case basis. And, neither 

§ 2604(h)(4) nor § 2625(c) requires EPA to categorically preclude any PBT 

chemical from an exemption.  

Section 2604(h)(4) provides: 

The Administrator may, upon application and by rule, exempt the 
manufacturer of any new chemical substance from all or part of the 
requirements of this section [15 U.S.C. § 2604 setting forth procedures 
for review of new chemicals] if the Administrator determines that the 
manufacture, processing, distribution in commerce, use, or disposal of 
such chemical substance, or that any combination of such activities, 
will not present an unreasonable risk of injury to health or the 
environment, including an unreasonable risk to a potentially exposed or 
susceptible subpopulation identified by the Administrator under the 
conditions of use. 

15 U.S.C. § 2604(h)(4) (emphasis added).  

Section 2604(h)(4) thus explicitly authorizes EPA to consider exemptions by 

“application” on a case-by-case basis. Id. Here, EPA’s rule sets forth additional 

criteria on how each individual “application” for an exemption for a new PBT 

chemical will be evaluated and clarifies that most PBT chemicals will be ineligible 

for the exemption. 40 C.F.R. § 723.50(d)(2); ACAT-ER-017; ACAT-ER-121 to 

ACAT-ER-122.  
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Specifically, the 2024 Rule provides that applications to exempt new PBT 

chemicals will be denied if they do not meet the requirements of 40 C.F.R. 

§ 723.50(c), (d)(1), and now (d)(2). Applicants thus still must seek to manufacture 

a new PBT chemical either below the volume threshold of § 723.50(c)(1) or 

pursuant to the release and exposure requirements of § 723.50(c)(2). Applicants 

still must seek to manufacture the chemical under conditions that meet the health 

and environmental effects eligibility criteria under § 723.50(d)(1). And EPA has 

now codified that an application for a PBT chemical will also be denied if EPA 

identifies any “anticipated environmental releases and potentially unreasonable 

exposures to humans or environmental organisms” under anticipated conditions of 

manufacture, processing, distribution in commerce, use, or disposal of the PBT 

chemical. Id. § 723.50(d)(2)(ii). Moreover, the 2024 Rule retained EPA’s 

longstanding authority to deny any application where “there are issues concerning 

toxicity or exposure that require further review,” even if EPA has not made any of 

the findings described in § 723.50(d). Id. § 723.50(h)(1); see 50 Fed. Reg. at 16481 

(describing EPA’s ability to deny an exemption because of unresolved issues rather 

than affirmative evidence as “an essential element of the rule and the no 

unreasonable risk finding”).  

EPA’s regulation thus plainly complies with the statutory mandate that EPA 

not exempt any chemical substance from the standard premanufacturing review 
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process unless the EPA determines that “the manufacture, processing, distribution 

in commerce, use, or disposal of such chemical substance, or that any combination 

of such activities, will not present an unreasonable risk of injury to health or the 

environment . . . .” 15 U.S.C. § 2604(h)(4); see 60 Fed. Reg. at 16337 (“Any 

exemption application will be denied if the Agency is unable to affirmatively find 

that manufacture, processing, distribution in commerce, use, and disposal of the 

exempted substance pursuant to the exemption will not present an unreasonable 

risk of injury to human health or the environment.”). And, consistent with the plain 

text of the statute, the regulation retains EPA’s authority to consider each 

exemption request “upon application.” 15 U.S.C. § 2604(h)(4). 

Environmental Petitioners’ assertion that § 2604(h)(4) mandates that EPA 

categorically preclude exempting PBT chemicals from the standard 

premanufacturing review process is not supported by the statutory language. 

Contra Env. Br. at 33-36. Indeed, the plain language of the statute expressly 

authorizes EPA to consider an exemption of “any new chemical substance” “upon 

application.” 15 U.S.C. § 2604(h)(4) (emphasis added).  

Nor are Environmental Petitioners correct that the statute requires EPA to 

make a “category [of chemicals] ineligible” for an exemption if EPA “cannot be 

certain in advance” of receiving any applications “that the terms of an exemption 

ensure a category meets” the statutory requirements. Contra Env. Br. at 35 
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(emphasis added). Notably, Environmental Petitioners do not even attempt to 

ground that argument in the statutory text of § 2604(h)(4). See id. Nor could they; 

inherent in EPA’s statutory authority to consider exemption requests “upon 

application” is EPA’s authority to consider data and information on a case-by-case 

basis as it is presented in the application. 15 U.S.C. § 2604(h)(4). And although 

Environmental Petitioners note that EPA precluded PFAS chemicals (a particular 

subgroup of chemicals defined according to their molecular structure) from 

obtaining these exemptions, see Env. Br. at 26-27; 40 C.F.R. § 723.50(d)(2)(i), this 

is irrelevant. Section 2604(h)(4) plainly authorizes EPA to continue considering 

“any new chemical substance” on a case-by-case basis “upon application.”  

Similarly, the mere fact that TSCA authorizes EPA to take certain actions 

with respect to a category of chemical substances does not mandate that EPA 

preclude the entire category of substances from eligibility for an exemption. 15 

U.S.C. § 2625(c); contra Env. Br. at 18, 34-35. Section 2625(c) simply provides 

that “[a]ny action authorized or required to be taken by the Administrator under 

any provision [of TSCA] with respect to a chemical substance or mixture may be 

taken by the Administrator in accordance with that provision with respect to a 

category of chemical substances or mixtures.” 15 U.S.C. § 2625(c)(1) (emphasis 

added). Here again, the Court must start with the plain language of the statute. 

Moran, 943 F.3d at 1183. And, as the Supreme Court has made clear, the statute’s 
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use of “‘may’ does not just suggest discretion, it clearly connotes it.” Biden v. 

Texas, 597 U.S. 785, 802 (2022) (emphasis in original; internal quotations 

omitted). Thus, nothing in § 2625(c) mandates that EPA categorically preclude 

PBT chemicals from the low-volume/low-exposure exemptions simply because 

EPA has defined that category. And § 2604(h)(4) expressly authorizes EPA to 

continue considering exemptions sought for any new chemical, including PBT 

chemicals, “upon application.” 15 U.S.C. §§ 2604(h)(4), 2625(c).  

B. EPA’s Decision to Consider Exemptions for PBT Chemicals 
on a Case-by-Case Basis Is Reasonable and Supported by 
the Record. 

Under the 2024 Rule, EPA requires manufacturers seeking low-volume/low-

exposure exemptions for new PBT chemicals to satisfy all existing criteria for the 

exemptions and clarifies that such chemicals are also ineligible if EPA determines 

there would be anticipated environmental releases and potentially unreasonable 

exposures to humans or environmental organisms. 40 C.F.R. § 723.50(c), (d)(1), 

(d)(2)(ii), (h)(1). EPA reached this decision after full consideration of input from 

various stakeholder groups. Because this decision is well supported by the record 

and is not arbitrary or capricious, it should be upheld.  

This Court’s consideration of the reasonableness of an agency’s decision is 

“narrow and a court is not to substitute its judgment for that of the agency . . .” 

Cascadia Wildlands v. U.S. Bureau of Land Mgmt., 153 F.4th 869, 892 (9th Cir. 
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2025). The Court considers whether EPA “examine[d] the relevant data and 

articulate[d] a satisfactory explanation for its action.” Id. Here, EPA considered all 

relevant information and articulated a reasonable decision in light of that 

information. 

1. The PBT Ineligibility Regulation Is Well Reasoned 
and Well Supported by the Record. 

To implement § 2604(h)(4), EPA has, since at least 1995, conducted a case-

by-case review of each proposed manufacture of a new chemical substance for 

which an exemption to the standard premanufacturing review process is sought to 

determine if the specific instance of manufacturing of that chemical could present a 

serious risk to health or significant risk to the environment. 40 C.F.R. § 723.50(d) 

(1995); 40 C.F.R. § 723.50(d)(1) (2025) (precluding exemption if EPA determines 

the substance “[m]ay cause (i) [s]erious acute (lethal or sublethal) effects; (ii) 

[s]erious chronic (including carcinogenic and teratogenic) effects; or (iii) 

[s]ignificant environmental effects”). In the 2024 Rule, EPA codified its 

longstanding practice of denying exemption applications whenever the available 

evidence indicates that the substances are PBT chemicals with “anticipated 

environmental releases and potentially unreasonable exposures to humans or 

environmental organisms.” 40 C.F.R. § 723.50(d)(2)(ii).  

Since 1999, EPA has more carefully scrutinized applications for low-

volume/low-exposure exemptions for new PBT chemicals. ACAT-ER-249. When 
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EPA identified PBT chemicals in the exemption process that had “the potential for 

unreasonable exposures,” EPA denied the exemption application. Id. To provide 

notice to regulated parties on the Agency’s review process for PBT chemicals, EPA 

proposed a regulation codifying both its 1999 PBT policy detailing how EPA 

identifies PBT chemicals and its longstanding practice of denying applications for 

low-volume/low-exposure exemptions for PBT chemicals where there are 

anticipated environmental releases and potentially unreasonable exposures to the 

chemical. Id. EPA explained that it anticipated that codifying and providing notice 

of its longstanding practice of denying applications on this basis may reduce the 

number of exemption applications for PBT chemicals. Id. 

EPA received comments on the proposed regulation from both stakeholders 

requesting that EPA categorically preclude all PBT chemicals from eligibility for 

the low-volume/low-exposure exemptions and stakeholders that asserted EPA 

could not categorically preclude these substances because it lacked “data to support 

that each of the substances no longer meets the unreasonable safety standard.” 

ACAT-ER-121. EPA considered both sets of comments before deciding to simply 

codify its existing practice of considering exemption applications for PBT 

chemicals on a case-by-case basis rather than categorically precluding exemptions 

for PBT chemicals. ACAT-ER-017; ACAT-ER-120 to ACAT-ER-122. Because 

EPA’s determination that a chemical is a PBT chemical is not information the 
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manufacturer necessarily would have prior to the application process, EPA first 

must review the application “to determine if the substance is a PBT [chemical] and 

then review the environmental releases and exposures to humans or environmental 

organism[s] to determine if releases and exposures are expected.” ACAT-ER-122. 

EPA explained that, only after reviewing the hazards and exposures of the chemical 

substance would it decide whether to grant or deny the exemption. Id.  

EPA further explained that it expected that “most exemptions for PBT 

chemical substances will not be granted.” Id. But EPA agreed with commenters 

that “there are instances where PBT[ chemicals] can be managed under an 

exemption.” Id. Specifically, EPA could not preclude the possibility that it may 

receive an application for a new PBT chemical that “will not result in worker, 

general population, or consumer exposure and that is not expected to result in 

releases to the environment, such as chemical substances used in a closed system 

to make semiconductors or other electronic components.” Id. EPA explained that 

“[i]n such a negligible exposure and environmental release scenario where worker 

exposure is fully mitigated and general population exposures are not expected, if 

EPA has sufficient information on the substance and the conditions of use to ensure 

that such PBT chemical substances can be disposed of properly and no consumer 

exposure is expected, EPA generally expects to grant the exemption.” Id.  
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Based on the information available to EPA, it thus reasonably determined to 

continue its case-by-case analysis of applications for low-volume/low-exposure 

exemptions for PBT chemicals and codified its long-standing practice of denying 

exemptions for PBT chemicals that have any “anticipated environmental releases 

and potentially unreasonable exposures to humans or environmental organisms.” 

ACAT-ER-017; 40 C.F.R. § 723.50(d)(2)(ii).  

2. Environmental Petitioners’ Arguments Misstate the 
Regulation and Regulatory Structure. 

Environmental Petitioners assert a number of challenges to EPA’s regulation, 

all of which demonstrate a fundamental misunderstanding of the regulation itself.  

1. At the outset, Environmental Petitioners assert three arguments that 

run directly counter to how the additional ineligibility criteria for PBT chemicals 

function within the overall regulatory scheme of the low-volume/low-exposure 

exemptions. First, Environmental Petitioners incorrectly assert that “EPA found 

that the terms of [the exemptions] do not protect against the inherent risks of new 

PBT [chemicals]” because they assert the exemptions are based exclusively on 

limits on production volume and the amount of release and exposure. Env. Br. at 

36-40; see also Env. Br. at 42. Second, Environmental Petitioners are flatly wrong 

that “each and every new PBT [chemical]” is now “eligible for expedited review 

under the Exemptions unless EPA affirmatively determines that a specific PBT 

[chemical] is unsafe.” Env. Br. at 40; see also Env. Br. at 42 (arguing the PBT 
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ineligibility regulation somehow relaxes the exemption evaluation criteria by only 

authorizing a denial of an exemption if “EPA affirmatively determines the chemical 

‘likely’ presents an unreasonable risk of injury”). And third, Environmental 

Petitioners’ assertion that EPA’s preclusion of the exemptions for PBT chemicals 

with “potentially unreasonable exposures to humans or environmental organisms” 

has somehow supplanted an analysis of the risks the chemicals present is 

erroneous. Env. Br. at 43-44. All three arguments ignore the clear text of the 

regulation and the fact that it functions within and not in lieu of the general 

regulatory scheme of the exemptions.  

No chemical substance—including PBT chemicals—may receive the 

exemptions if the substance “under anticipated conditions of manufacture, 

processing, distribution in commerce, use, or disposal . . . [m]ay cause (i) [s]erious 

acute (lethal or sublethal) effects; (ii) [s]erious chronic (including carcinogenic and 

teratogenic) effects; or (iii) [s]ignificant environmental effects.” 40 C.F.R. 

§ 723.50(d)(1) (emphasis added). The 2024 Rule repeatedly makes clear these 

criteria remain in effect. See, e.g., ACAT-ER-005; ACAT-ER-014; ACAT-ER-017; 

ACAT-ER-111; ACAT-ER-122 to ACAT-ER-125. The 2024 Rule simply 

established an additional basis of ineligibility precluding exemption of a new PBT 

chemical that has “anticipated environmental releases and potentially unreasonable 

exposures to humans or environmental organisms.” 40 C.F.R. § 723.50(d)(2)(ii). To 
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the extent any manufacture of a new PBT chemical could exist that meets the 

criteria under (d)(2) but fails the criteria under (d)(1) (or vice versa), the chemical 

would still be ineligible for the exemption because it must satisfy all criteria.  

The structure of the regulation plainly makes these requirements 

independent bases to deny an exemption application for a new PBT chemical. The 

text provides that “[a] new chemical substance cannot be manufactured under this 

[exemption] if EPA determines” the chemical “[m]ay cause” the health or 

environmental effects in (d)(1) “[o]r is . . . [a] PBT chemical substance with 

anticipated environmental releases and potentially unreasonable exposures to 

humans or environmental organisms” under (d)(2)(ii). Id. § 723.50(d) (emphasis 

added). EPA’s use of “or” to separate the criteria of (d)(1) from (d)(2) is 

disjunctive, meaning that either of the provisions will preclude the chemical’s 

exemption. Loughrin v. United States, 573 U.S. 351, 357 (2014) (The “ordinary 

use” of the term “or” “is almost always disjunctive, that is, the words it connects 

are to be given separate meanings.”).  

2. Moreover, Environmental Petitioners’ assertion that “if EPA lacks 

exposure or release information that would allow it to [determine there are no 

anticipated releases or potentially unreasonable exposures of the PBT chemical] 

. . . a new PBT [chemical] would be eligible” for the exemption is similarly 

incorrect. Env. Br. at 41. A separate provision of the regulation expressly provides 
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that “[i]f the EPA determines during the review period that manufacture of the new 

chemical substance does not meet the terms of this section or that there are issues 

concerning toxicity or exposure that require further review . . . EPA will notify the 

manufacturer . . . that the substance is not eligible” and the “manufacturer may not 

begin manufacture of the new chemical substance without complying with” the 

standard premanufacturing review process. 40 C.F.R. § 723.50(h)(1) (emphasis 

added); see 50 Fed. Reg. at 16481 (explaining that EPA’s ability to deny an 

exemption because of unresolved issues “rather than because of affirmative 

evidence that a substance may be a problem” is “an essential element of the rule 

and the no unreasonable risk finding”).  

The 2024 Rule thus explicitly does not “treat[] an absence of evidence on 

releases and exposures as a reason to approve an exemption for a new PBT 

chemical”; this same basis for denial remains for PBT chemicals as has always 

existed for all new chemicals for which an exemption is sought. Contra Env. Br. at 

41. And furthermore, EPA explicitly amended the regulations in the 2024 Rule to 

require an express approval of an exemption before manufacturing can begin; 

simply seeking the exemption without obtaining affirmative approval does not 

authorize manufacturing. 40 C.F.R. § 723.50(g)(2). 

3. Environmental Petitioners’ assertion that the PBT ineligibility 

regulation contravenes EPA’s past practice is similarly erroneous. Environmental 
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Petitioners first erroneously conflate the low-volume/low-exposure regulation with 

an entirely different exemption that exempts certain polymers from the standard 

premanufacturing review process. See Env. Br. at 45-46. But the polymer 

exemption is neither the same nor even analogous to the low-volume/low-exposure 

exemptions here. Unlike the low-volume/low-exposure exemption, the polymer 

exemption exempts certain polymers from the standard premanufacturing review 

process with no application process and no opportunity for EPA review. Compare 

40 C.F.R. § 723.250 with id. § 723.50. Thus, in 2010, EPA made a category of 

“polymers containing PFAS or PFAC” ineligible for that exemption, while 

explicitly noting that manufacturers of affected polymers could submit requests for 

a different § 2604(h)(4) exemption such as the low-volume/low-exposure 

exemptions at issue here. 75 Fed. Reg. 4295, 4296, 4300 (Jan. 27, 2010); 40 C.F.R. 

§ 723.250(d)(6). The complete lack of any review procedure for the polymer 

exemption is thus critically different from the regulation at issue here which sets 

the criteria by which EPA will conduct its review of applications for low-

volume/low-exposure exemptions for PBT chemicals. Compare 40 C.F.R. 

§ 723.250 with id. § 723.50.  

And, although Environmental Petitioners argue that the PBT ineligibility 

regulation departs from EPA’s 1999 PBT policy, this too is incorrect. Contra Env. 

Br. 50-52. At the outset, the 1999 PBT policy did not address how EPA considers 
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applications for low-volume/low-exposure exemptions and certainly did not 

preclude PBT chemicals from those exemptions. See ACAT-ER-260 to ACAT-ER-

270. Instead, the policy details how EPA determines whether a chemical is a PBT 

chemical, a process that is now codified at 40 C.F.R. § 723.50(b)(12). In addition 

to codifying that categorization process, EPA also codified its longstanding practice 

to deny exemption applications for PBT chemicals with anticipated environmental 

releases and potentially unreasonable exposures to humans or environmental 

organisms to provide additional clarity and transparency. ACAT-ER-249.  

Moreover, the mere fact that Petitioners cannot identify a PBT chemical that 

has been approved for an exemption “for a period of several years” prior to the 

2024 Rule does not demonstrate that the current regulation is a departure from the 

1999 PBT policy. Contra Env. Br. at 51.3  EPA expressly stated that based on its 

experience considering low-volume/low-exposure exemption applications for PBT 

chemicals, “EPA expects that most exemptions for PBT chemical substances will 

 

3 Although Environmental Petitioners assert that their comments stated EPA 
“categorically rejected all [low-volume/low-exposure exemptions] applications for 
all new PBTs for a period of several years,” Env. Br. at 51 (emphasis in original), 
in fact their comment stated no such thing. Instead, the comment stated that EPA 
denied “essentially all” applications for exemptions of PBT chemicals during a 
four-year period. ACAT-ER-226 (emphasis added). Although Environmental 
Petitioners included no support for this statement in their public comment, it is in 
line with EPA’s stated expectation that “most” exemption applications for PBT 
chemicals will continue to be denied and that the regulation may reduce the 
number of applications. ACAT-ER-122; ACAT-ER-017; ACAT-ER-249.  
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not be granted.” ACAT-ER-122; ACAT-ER-017. The mere fact that EPA rarely (if 

ever) granted these exemptions for PBT chemicals prior to this regulation and 

expects to rarely (if ever) grant these exemptions for PBT chemicals under this 

regulation evidences consistency in EPA’s practice rather than a departure.  

4. Finally, Environmental Petitioners assert that EPA provided “no 

evidence” and “failed to identify a single real-world example” that any 

manufacturing of PBT chemicals could exist that would meet the requirement that 

the chemical has no “anticipated environmental releases and potentially 

unreasonable exposures to humans or environmental organisms.” Env. Br. 46-49; 

40 C.F.R. § 723.50(d)(2)(ii). But by definition, this is a regulatory scheme for 

manufacturing of chemicals that have not yet been manufactured. 15 U.S.C. 

§ 2602(11). The fact that EPA is not willing to categorically preclude the mere 

possibility that any such scenario may exist is not arbitrary; it is simply realistic.  

Moreover, EPA did posit a scenario that it thought could potentially meet the 

criteria. See ACAT-ER-122; ACAT-ER-017. EPA explained that in a scenario in 

which the PBT chemical is “used in a closed system to make semiconductors or 

other electronic components” where “worker exposure is fully mitigated and 

general population exposures are not expected,” and “EPA has sufficient 

information on the substance and the conditions of use to ensure that such PBT 

chemical substances can be disposed of properly and no consumer exposure is 
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expected,” EPA could grant the exemption. ACAT-ER-017. EPA fully recognized 

that such a scenario where approval could actually happen would be rare. Id. But 

the mere fact that the scenario is unlikely to occur does not render EPA’s 

accounting for its possibility arbitrary. 

C. Environmental Petitioners’ Proposed Remedy Is Invalid. 

Environmental Petitioners implicitly recognize the new PBT ineligibility 

regulation is at least as limiting of exemptions of PBT chemicals as the prior 

regulatory regime when they expressly ask this Court not to vacate the PBT 

ineligibility regulation but instead to substantively rewrite it to substitute their 

preferred policy judgment for EPA’s. Env. Br. at 52-54. Although they frame their 

request as “partial vacatur,” they ask this Court to strike only specific words in the 

new regulation to create a fundamentally different regulation than either the 

current regulation or prior regulatory landscape. Id. Striking out only the limiting 

language of the PBT ineligibility regulation rather than either maintaining or 

vacating the full regulatory text would fundamentally alter and supplant EPA’s 

careful weighing of policy objectives and improperly thrust this Court into a 

policy-setting role. Compare 40 C.F.R. § 723.50(d)(2)(ii) (2025) with 40 C.F.R. 

§ 723.50(d) (2023). Because this request is improper, and because Environmental 

Petitioners have not sought vacatur of the regulation as a remedy, if the Court finds 
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EPA erred in promulgating the PBT ineligibility regulation, it should instead 

remand that provision of the 2024 Rule to EPA for reconsideration.      

At the outset, this Court has no policy-making authority and cannot rewrite 

EPA’s new PBT ineligibility regulation by striking out only the limiting language. 

It is bedrock principle of administrative law that this Court “may not substitute its 

own policy judgment for that of the agency.” Waterkeeper All. v. EPA, 140 F. 4th 

1193, 1214 (9th Cir. 2025) (internal quotations omitted); see also Juliana v. EPA, 

947 F.3d 1159, 1171-72 (9th Cir. 2020) (holding courts lack authority to grant 

relief directing “complex policy decisions entrusted, for better or worse, to the 

wisdom and discretion of the executive and legislative branches”). And here, EPA 

carefully detailed its policy judgment, explaining that it could not ex ante 

determine that no situation could exist in which a PBT chemical could qualify for a 

low-volume/low-exposure exemption. ACAT-ER-017; ACAT-ER-120 to ACAT-

ER-122. If EPA insufficiently explained its rationale, the proper remedy is remand 

and reconsideration. If the Court believes EPA’s error is so grievous as to warrant 

vacatur, it must vacate the full PBT ineligibility regulation (i.e., 40 C.F.R. 

§ 723.50(d)(2)(ii)). But this Court cannot strike out only certain words and rewrite 

the regulation.  

As this Court has explained, “[w]hether agency action should be vacated 

depends on how serious the agency’s errors are and the disruptive consequences of 
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an interim change that may itself be changed.” Mont. Wildlife Fed’n v. Haaland, 

127 F. 4th 1, 50-51 (9th Cir. 2025) (internal citations omitted). For the first factor, 

“the seriousness of the error,” the court considers “whether on remand, a different 

result may be reached” including “whether the agency would likely be able to offer 

better reasoning or whether by complying with procedural rules it could adopt the 

same rule or decision on remand.” Id. (cleaned up).  

Here, EPA has not erred in any regard; the PBT ineligibility regulation is 

lawful and EPA has explained its reasoning. But if any error exists it is merely an 

error in explanation that EPA may resolve on remand. Moreover, although 

vacating the full regulatory text of the PBT ineligibility regulatory provision would 

not have any disruptive consequences, as it would allow EPA to continue 

considering low-volume/low-exposure exemptions for PBT chemicals on a case-

by-case basis just as it has always done, the same cannot be said of Environmental 

Petitioners’ request that the Court rewrite the regulation to preclude all PBT 

chemicals from the exemptions. This would fundamentally alter EPA’s decades-

long process for reviewing exemption applications.   

And although Petitioners attempt to hang their unlawful remedy proposal on 

EPA’s statement in the 2024 Rule that different regulatory components are 

severable, this too fails to support their position. Env. Br. at 54-55. Nothing in 
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EPA’s severability analysis suggests this Court could excise words to 

fundamentally change the nature of a new regulation. ACAT-ER-018.  

In short, there is no legal basis for the Court to undertake the fundamentally 

policy-making function of rewriting the regulation. If the Court disagrees with the 

reasonableness or lawfulness of EPA’s regulation, the 2024 Rule should simply be 

remanded to the agency for further consideration.  

II. EPA Properly Declined to Respond to the Merits or Adopt Labor 
Petitioner’s Suggested Information Disclosure Requirements, 
Which Were Outside the Scope of the Rulemaking. 

A. EPA Properly Determined Labor Petitioner’s Suggested 
Requirements Were Beyond the Scope of the Rulemaking. 

EPA properly declined to respond to the merits or adopt Labor Petitioner’s 

suggested disclosure requirements purportedly aimed at making the new chemicals 

review process more transparent for workers impacted by new chemicals, because 

its comments were not logically related to any part of the proposed rule and thus 

were outside the scope of the rulemaking. EPA did not err by responding to Labor 

Petitioner’s comments solely to note they were not responsive to the proposed rule. 

EPA is not required to adopt any suggestions raised for the first time in 

comments and need only respond to those comments that are “‘significant’ 

comments, i.e., those which raise relevant points and which, if adopted, would 

require a change in the agency’s proposed rule,” submitted during the comment 

period. Am. Min. Cong. v. EPA, 965 F.2d 759, 771 (9th Cir. 1992); 5 U.S.C. 
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§ 553(c); 15 U.S.C. § 2618(c)(1)(B)(ii) (acknowledging rules promulgated under 

TSCA must comply with 5 U.S.C. § 553(c) requirements); cf. Lab. Council for 

Latin Am. Advancement v. EPA, 12 F.4th 234, 249–50 (2d Cir. 2021) (“15 U.S.C. 

§ 2618(c)(1)(B), does not impose an obligation to reconcile the rule with every 

comment submitted, much less to accept the validity of every such comment”). 

Indeed, adopting a provision suggested in comments that is outside the scope of the 

proposal might well violate notice-and-comment requirements. Transp. Div. of the 

Int’l Ass’n of Sheet Metal, Air, Rail, & Transp. Workers v. Fed. R.R. Admin., 988 

F.3d 1170, 1180 (9th Cir. 2021) (“a final rule which departs from a proposed rule 

must be a logical outgrowth of the proposed rule”) (quoting Nat. Res. Def. Council 

v. U.S. E.P.A. (NRDC II), 279 F.3d 1180, 1186 (9th Cir. 2002)).  

Moreover, an agency’s failure to respond to comments in the course of a 

rulemaking is significant only insofar as it demonstrates that an agency’s decision 

was not based on the consideration of relevant factors. See id.; Sierra Club v. EPA, 

353 F.3d 976, 986 (D.C. Cir. 2004). And an agency is not required to respond to 

the merits of a comment where the comment made is beyond the scope of the 

rulemaking. See Am. Fuel & Petrochemical Mfrs. v. EPA, 937 F.3d 559, 585 (D.C. 

Cir. 2019) (EPA correctly dismissed comments as outside the scope of the rule 

where EPA specifically delineated the issues for which it was soliciting comment); 

Nat’l Min. Ass’n v. Mine Safety & Health Admin., 116 F.3d 520, 549 (D.C. Cir. 
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1997) (agency was not required to respond to the merits of comments where the 

comment was beyond the scope of the rulemaking); see also Cmty. Voice v. EPA, 

997 F.3d 983, 1010 (9th Cir. 2021) (dissent) (“EPA is not required to address 

comments outside the scope of the rulemaking”).4 

Here, EPA proposed and finalized updates to the new chemicals regulations 

unrelated to any of Labor Petitioner’s suggested disclosure requirements. EPA 

specifically delineated the topics on which it was and was not soliciting comment. 

See, e.g., ACAT-ER-242 to ACAT-ER-243; ACAT-ER-245, ACAT-ER-247, 

ACAT-ER-249 (generally noting that EPA was soliciting comment on information 

required to be submitted to EPA in a premanufacture notice, how EPA will process 

premanufacture notices, and exemptions from the standard premanufacturing 

review process). Notably, Labor Petitioner does not challenge any aspect of the 

2024 Rule that EPA actually proposed, solicited comment on, or finalized—

including the Rule’s discrete change describing EPA’s publication of Federal 

Register notices pursuant to § 2604(d)(2). See ACAT-ER-239, ACAT-ER-244, 

ACAT-ER-008, ACAT-ER-013.  

 

4 Unlike in A Community Voice where the majority held EPA erred in failing to 
address comments on standards it had an ongoing duty to update and that were 
related to the same contaminant at issue in the rulemaking, Cmty. Voice, 997 F.3d 
at 994, Labor Petitioner’s comments here are unrelated to the rulemaking and to 
any mandatory duty under TSCA.  
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Instead, Petitioner commented on, and challenges here, EPA’s purported 

failure to ensure that premanufacture notice submitters provide their workers and 

union representatives access to certain information on chemical substances. See 

Labor Br. at 23. But this rulemaking did not address, in any way, worker and union 

access to information from their employers. See ACAT-ER-137. In its response to 

comments, EPA clearly acknowledged and summarized Labor Petitioner’s 

comments, explained that it deemed Labor Petitioner’s comments outside the scope 

of the rulemaking, and again clarified the scope of the rulemaking.5  Id. 134–135, 

137. Contra Labor Br. at 16 (incorrectly asserting that “nowhere in … the 

 

5 In response to Labor Petitioner’s comments, EPA “acknowledge[d] the desire for 
improved access to information for workers, unions, and others uniquely 
impacted,” and stated that it “welcome[d] conversations on how to better provide 
information to these stakeholders.” ACAT-ER-137. And, in June 2024, entirely 
independent from the challenged 2024 Rule, EPA took non-rulemaking action to 
ensure that workers and their representatives have ready access to information in § 
2604(e) orders. See Boilerplate Language for Orders under Section 5 of TSCA, 
https://www.epa.gov/reviewing-new-chemicals-under-toxic-substances-control-
act-tsca/boilerplate-language-orders-under#Updated%20Boilerplate%20 
Strengthens%20Worker%20Protections (last updated June 25, 2025) 
(https://perma.cc/SZ8L-YSRZ). Specifically, EPA updated its boilerplate language 
for § 2604(e) orders to add new requirements for companies to: keep a copy of the 
order in a clearly visible, readily accessible location in each work area; provide a 
copy of the order to workers and their representatives upon request; include 
sufficient information in the provided copy such that workers and their 
representatives can easily tell which chemical the order applies to and what worker 
protections it requires; and provide an unredacted copy of the order to any person 
whose request meets certain requirements. See id. (providing downloadable 
summary of the updates to the boilerplate and copy of current consent order 
boilerplate). 
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Response to Comments did EPA … even mention, the Unions’ Comments”), 17, 

30. EPA was not required to say more, much less to adopt Labor Petitioner’s 

suggestions raised for the first time in comments. See Am. Fuel & Petrochemical 

Mfrs., 937 F.3d at 585.  

B. TSCA Does Not Require EPA to Adopt Labor Petitioner’s 
Suggestions. 

Even if Labor Petitioner’s suggestions had been within the scope of the 

rulemaking, EPA had no obligation to adopt them. Labor Petitioner points to no 

statutory requirement that EPA’s 2024 Rule failed to meet. See Labor Br. at 18-23.  

First, EPA meets its disclosure obligations under § 2625(j). This provision 

of TSCA only requires that EPA make certain categories of information “available 

to the public . . . [s]ubject to section 2613” confidentiality provisions. 15 U.S.C. 

§ 2625(j). The disclosure obligations relevant to the new chemical provisions 

under § 2604 addressed in this rulemaking are those listed in § 2625(j)(1): 

“notices, determinations, findings, rules, consent agreements, and orders of the 

Administrator.” Id. § 2625(j)(1). EPA meets this requirement by making 

information available in the Federal Register or the online searchable database 

ChemView, as applicable. See, e.g., 44 U.S.C. § 1507 (noting that publication in 

the Federal Register creates a rebuttable presumption that a document was made 

available for public inspection). Though Labor Petitioner wants EPA to require 

that a submitter certify that it notified affected workers that it submitted a 
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premanufacture notice, provided workers with the relevant data, and ensured 

workers had an opportunity to comment before any action is finalized, Labor Br. at 

24, TSCA requires none of this.  

Second, Labor Petitioner asks that EPA require premanufacture notice 

submitters to disclose their confidential information to affected workers, 

contingent on the requester agreeing to confidentiality protections. Labor Br. at 27-

28. But TSCA does not require EPA to mandate such disclosure. In fact, TSCA 

explicitly requires that EPA not disclose confidential business information except 

in limited circumstances not applicable here. See 15 U.S.C. § 2613; see also id. § 

2625(j) (providing that EPA make certain information publicly available “[s]ubject 

to section 2613”). Although Labor Petitioner attempts to import requirements from 

other statutory and regulatory regimes for other circumstances to force EPA to 

create new third-party disclosure requirements as part of the premanufacture notice 

process, nothing in TSCA requires such disclosure. Labor Br. at 26 (discussing a 

hazard communication standard promulgated under the Occupational Safety and 

Health Act of 1970).  

In short, EPA did not err in declining to adopt suggestions Labor Petitioner 

raised for the first time in comments on this unrelated rulemaking. And EPA 

sufficiently addressed the comments by noting they were out of scope. 
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C. Labor Petitioner’s Proposed Remedy Is Invalid. 

Even if EPA failed to sufficiently address Labor Petitioner’s comment (and 

it did not), Labor Petitioner’s proposed remedy is outside this Court’s authority. 

Labor Petitioner appears to seek some sort of mandamus action to require EPA to 

take additional discretionary action neither proposed nor finalized in the 

rulemaking regarding premanufacture notices. But Labor Petitioner has only 

brought this action as a petition for review of an agency rulemaking under 15 

U.S.C. § 2618(a), not as a citizen suit under 15 U.S.C. § 2619. See Pet., Case No. 

25-572, Dkt. No. 1.1; Labor Br. at 3 (asserting jurisdiction under 15 U.S.C. 

§ 2618(a)(1)(A)).  

As TSCA makes clear, circuit courts have jurisdiction over challenges to 

final rules and may “affirm[] or set[] aside, in whole or in part, any rule” under 

TSCA. 15 U.S.C. § 2618(c)(2). In contrast, district courts have jurisdiction over 

actions to “compel the Administrator to perform any act or duty under this chapter 

which is not discretionary.” Id. § 2619(a)(2). Because the remedy Labor Petitioner 

seeks here is an order compelling agency action, this Court lacks original 

jurisdiction to afford any such remedy. Id.; Labor Br. at 30.  

Moreover, even if this Court could compel EPA’s action in a petition for 

review, Labor Petitioner could not meet the high standard necessary for that 

remedy. A court’s ability to compel agency action is limited to circumstances 
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where the Agency has failed to abide by a specific legislative requirement. Hells 

Canyon Pres. Council v. U.S. Forest Serv., 593 F.3d 923, 932 (9th Cir. 2010). 

Here, Labor Petitioner does not allege that EPA failed to take a discrete, non-

discretionary agency action. See 5 U.S.C. § 706; Norton v. S. Utah Wilderness All., 

542 U.S. 55, 63 (2004) (“a ‘failure to act’ is properly understood to be limited . . . 

to a discrete action”); Physicians Comm. For Responsible Med. v. Johnson, 436 

F.3d 326, 328 (2d Cir. 2006) (stating that EPA has a nondiscretionary duty to 

propose a rule for testing a chemical, where the statute stated that “the 

Administrator shall by rule” do so) (citing 15 U.S.C. § 2603(a)). Rather, Labor 

Petitioner merely provides suggestions for EPA to improve transparency. Labor 

Br. at 30.  

Accordingly, Labor Petitioner’s requested remedy is improper. Should the 

Court rule in favor of Labor Petitioner, the proper remedy would be remand to the 

Agency for further proceedings.  

CONCLUSION 

For the foregoing reasons, the Court should deny the Petition for Review. 

 

Dated: March 2, 2026   Respectfully submitted,    
 

ADAM R.F. GUSTAFSON 
      Principal Deputy Assistant Attorney General 

Environment & Natural Resources Division 
United States Department of Justice 
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STATEMENT OF RELATED CASES 

Respondents are not aware of any related cases pending in this Court. 
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SUBCHAPTER R-TOXIC SUBSTANCES CONTROL ACT

PART 723-PREMANUFACTURE
NOTIFICATION EXEMPTIONS

Subpart A [Reserved]

Subpart B-Specific Exemptions

Sec.
723.50 Chemical substances manufactured in

quantities of 10,000 kilograms or less per
year, and chemical substances with low
environmental releases and human expo-
sures.

723.175 Chemical substances used in or for
the manufacture or processing of instant
photographic and peel-apart film arti-
cles.

723.250 Polymers.

AUTHORITY: 15 U.S.C. 2604.

Subpart A [Reserved]

Subpart B-Specific Exemptions
§ 723.50 Chemical substances manufac-

tured in quantities of 10,000 kilo-
grams or less per year, and chem-
ical substances with low environ-
mental releases and human expo-
sures.

(a) Purpose and scope. (1) This section
grants an exemption from the
premanufacture notice requirements of
section 5(a)(1)(A) of the Toxic Sub-
stances Control Act (15 U.S.C.
2604(a)(1)(A)) for the manufacture of:

(i) Chemical substances manufac-
tured in quantities of 10,000 kilograms
or less per year.

(ii) Chemical substances with low en-
vironmental releases and human expo-
sures.

(2) To manufacture a new chemical
substance under the terms of this ex-
emption a manufacturer must:

(i) Submit a notice of intent to man-
ufacture 30 days before manufacture
begins, as required under paragraph (e)
of this section.

(ii) Comply with all other provisions
of this section.

(3) This section does not apply to
microorganisms subject to part 725 of
this chapter.

(b) Definitions. The following defini-
tions apply to this subpart.

(1) Act means the Toxic Substances
Control Act (15 U.S.C. 2601 et seq).

(2) Consumer means a private indi-
vidual who uses a chemical substance
or any product containing the chemical
substance in or around a permanent or
temporary household or residence, dur-
ing recreation, or for any personal use
or enjoyment.

(3) Environment has the same mean-
ing as in section 3 of the Act (15 U.S.C.
2602).

(4) Environmental transformation prod-
uct means any chemical substance re-
sulting from the action of environ-
mental processes on a parent com-
pound that changes the molecular iden-
tity of the parent compound.

(5) Metabolite means a chemical enti-
ty produced by one or more enzymatic
or nonenzymatic reactions as a result
of exposure of an organism to a chem-
ical substance.

(6) Serious acute effects means human
disease processes or other adverse ef-
fects that have short latency periods
for development, result from short-
term exposure, or are a combination of
these factors and that are likely to re-
sult in death, severe or prolonged inca-
pacitation, disfigurement, or severe or
prolonged loss of the ability to use a
normal bodily or intellectual function
with a consequent impairment of nor-
mal activities.

(7) Serious chronic effects means
human disease processes or other ad-
verse effects that have long latency pe-
riods for development, result from
long-term exposure, are long-term ill-
nesses, or are a combination of these
factors and that are likely to result in
death, severe or prolonged incapacita-
tion, disfigurement, or severe or pro-
longed loss of the ability to use a nor-
mal bodily or intellectual function
with a consequent impairment of nor-
mal activities.

(8) Significant environmental effects
means:

(i) Any irreversible damage to bio-
logical, commercial, or agricultural re-
sources of importance to society;

(ii) Any reversible damage to biologi-
cal, commercial, or agricultural re-
sources of importance to society if the
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damage persists beyond a single gen-
eration of the damaged resource or be-
yond a single year; or

(iii) Any known or reasonably antici-
pated loss of members of an endangered
or threatened species. Endangered or
threatened species are those species
identified as such by the Secretary of
the Interior in accordance with the En-
dangered Species Act, as amended (16
U.S.C. 1531).

(9) Site means a contiguous property
unit. Property divided only by a public
right-of-way is one site. There may be
more than one manufacturing plant on
a single site.

(10) The terms byproduct, EPA, im-
porter, impurity, known to or reasonably
ascertainable, manufacture, manufac-
turer, new chemical substance, person,
possession or control, and test data have
the same meanings as in § 720.3 of this
chapter.

(c) Exemption categories. Except as
provided in paragraph (d) of this sec-
tion, this exemption applies to:

(1) Any manufacturer of a new chem-
ical substance manufactured in quan-
tities of 10,000 kilograms or less per
year under the terms of this exemp-
tion.

(2) Any manufacturer of a new chem-
ical substance satisfying all of the fol-
lowing low environmental release and
low human exposure eligibility cri-
teria:

(i) Consumers and the general popu-
lation. For exposure of consumers and
the general population to the new
chemical substance during all manu-
facturing, processing, distribution in
commerce, use, and disposal of the sub-
stance:

(A) No dermal exposure.
(B) No inhalation exposure (except as

described in paragraph (c)(2)(iv) of this
section.

(C) Exposure in drinking water no
greater than a 1 milligram per year (es-
timated average dosage resulting from
drinking water exposure in streams
from the maximum allowable con-
centration level from ambient surface
water releases established under para-
graph (c)(2)(iii) of this section or a
higher concentration authorized by
EPA under paragraph (c)(2)(iii) of this
section).

(ii) Workers. For exposure of workers
to the new chemical substance during
all manufacturing, processing, dis-
tribution in commerce, use and dis-
posal of the substance:

(A) No dermal exposure (this cri-
terion is met if adequate dermal expo-
sure controls are used in accordance
with applicable EPA guidance).

(B) No inhalation exposure (this cri-
terion is considered to be met if ade-
quate inhalation exposure controls are
used in accordance with applicable
EPA guidance).

(iii) Ambient surface water. For ambi-
ent surface water releases, no releases
resulting in surface water concentra-
tions above 1 part per billion, cal-
culated using the methods prescribed
in §§721.90 and 721.91, unless EPA has
approved a higher surface water con-
centration supported by relevant and
scientifically valid data submitted to
EPA in a notice under paragraph (e) of
this section on the substance or a close
structural analogue of the substance
which demonstrates that the new sub-
stance will not present an unreason-
able risk of injury to aquatic species or
human health at the higher concentra-
tion.

(iv) Incineration. For ambient air re-
leases from incineration, no releases of
the new chemical substance above 1
microgram per cubic meter maximum
annual average concentration, cal-
culated using the formula:

(kg/day of release after treatment) multi-
plied by (number of release days per year)
multiplied by (9.68 x 10-6) micrograms per
cubic meter.

(v) Land or groundwater. For releases
to land or groundwater, no releases to
groundwater, to land, or to a landfill
unless the manufacturer has dem-
onstrated to EPA's satisfaction in a
notice under paragraph (e) of this sec-
tion that the new substance has neg-
ligible groundwater migration poten-
tial.

(d) Chemical substances that cannot be
manufactured under this exemption. A
new chemical substance cannot be
manufactured under this section, not-
withstanding satisfaction of the cri-
terion of paragraphs (c)(1) or (c)(2) of
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this section, if EPA determines, in ac-
cordance with paragraph (g) of this sec-
tion, that the substance, any reason-
ably anticipated metabolites, environ-
mental transformation products, or by-
products of the substance, or any rea-
sonably anticipated impurities in the
substance may cause, under antici-
pated conditions of manufacture, proc-
essing, distribution in commerce, use,
or disposal of the new chemical sub-
stance:

(1) Serious acute (lethal or sublethal)
effects.

(2) Serious chronic (including car-
cinogenic and teratogenic) effects.

(3) Significant environmental effects.
(e) Exemption notice. (1) A manufac-

turer applying for an exemption under
either paragraph (c)(1) or (c)(2) of this
section must submit an exemption no-
tice to EPA at least 30 days before
manufacture of the new chemical sub-
stance begins. Exemption notices and
modifications must be submitted to
EPA on EPA Form No. 7710-25 via CDX
using e-PMN software in the manner
set forth in this paragraph. See 40 CFR
720.40(a)(2)(ii) for information on how
to obtain e-PMN software. Notices and
any related support documents, must
be generated and completed (via CDX)
using e-PMN software. See 40 CFR
720.40(a)(2)(ii) for information on how
to obtain e-PMN software.

(2) The notice shall contain the infor-
mation described below, pursuant to
the referenced provisions of § 720.45.

(i) Manufacturer identity.
(ii) Chemical identity (§ 720.45(a)).
(iii) Impurities (§720.45(b)).
(iv) Known synonyms or trade names

(§ 720.45(c)).
(v) Byproducts (§ 720.45(d)).
(vi) Production volume (§720.45(e)).

(A) Manufacturers submitting an ex-
emption application under paragraph
(c)(1) of this section will be assumed to
be manufacturing at an annual produc-
tion volume of 10,000 kilograms. Manu-
facturers who intend to manufacture
an exempted substance at annual vol-
umes of less than 10,000 kilograms and
wish EPA to conduct its risk assess-
ment based upon such lesser annual
production level rather than a 10,000-
kilograms level, may so specify by
writing the lesser annual production
volume in the appropriate box on the

§ 723.50

PMN form and marking the adjacent
binding option box. Manufacturers who
opt to specify annual production levels
below 10,000 kilograms and who mark
the production volume binding option
box shall not manufacture more than
the specific annual amount of the ex-
empted substance unless a new exemp-
tion notice for a higher (up to 10,000
kgs) manufacturing volume is sub-
mitted and approved pursuant to this
section.

(B) Manufacturers submitting an ex-
emption under paragraph (c)(2) of this
section shall list the estimated max-
imum amount to be manufactured dur-
ing the first year of production and the
estimated maximum amount to be
manufactured during any 12-month pe-
riod during the first 3 years of produc-
tion.

(vii) Description of intended cat-
egories of use (§720.45(f)).

(viii) For manufacturer-controlled
sites, the manufacturer shall supply
identity of manufacturing sites, proc-
ess descriptions, and worker exposure
and environmental release information
(§720.45(g)); for sites not controlled by
the manufacturer, processing and use
operation descriptions, estimated num-
ber of processing and use sites, and
worker exposure/environmental release
information (§720.45(h)). A manufac-
turer applying for an exemption under
paragraph (c)(1) of this section need
not provide information on worker ex-
posure and environmental release ref-
erenced in paragraphs (e)(2)(viii) of this
section if such information is not
known or not readily available to the
manufacturer. To assist in reporting
this information, manufacturers may
obtain a copy of EPA's Guidance for
Reporting Occupational Exposure and
Environmental Release Information
under 40 CFR 723.50, available from the
Environmental Assistance Division at
the address listed in paragraph (e)(1) of
this section. Where worker exposure
and environmental release information
is not supplied by the manufacturer,
EPA will generally apply "bounding es-
timates" (i.e., exposure estimates high-
er than those incurred by persons in
the population with the highest expo-
sure) to account for uncertainties in
actual exposure and release scenarios.

7
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(ix) Type and category of notice. The
manufacturer must clearly indicate on
the first page of the PMN form that the
submission is a "TSCA section 5(h)(4)
exemption notice," and must indicate
whether the notice is being submitted
under paragraph (c)(1) or (c)(2) of this
section. Manufacturers of chemical
substances that qualify for an exemp-
tion under both paragraph (c)(1) and
(c)(2) of this section may apply for ei-
ther exemption, but not both.

(x) Test data (§720.50).
(xi) Certification. In addition to the

certifications required in EPA form
7710-25, the following certifications
shall be included in notices under this
section. The manufacturer must certify
that:

(A) The manufacturer intends to
manufacture the new chemical sub-
stance for commercial purposes, other
than in small quantities solely for re-
search and development, under the
terms of this section.

(B) The manufacturer is familiar
with the terms of this section and will
comply with those terms.

(C) The new chemical substance for
which the notice is submitted meets all
applicable exemption conditions.

(D) For substances manufactured
under paragraph (c)(1) of this section,
the manufacturer intends to commence
manufacture of the exempted sub-
stance for commercial purposes within
1 year of the date of the expiration of
the 30-day review period.

(xii) Sanitized copy of notice. (A) The
manufacturer must make all claims of
confidentiality in accordance with
paragraph (1) of this section. If any in-
formation is claimed confidential, the
manufacturer must submit a second
copy of the notice, with all information
claimed as confidential deleted, in ac-
cordance with paragraph (1)(3) of this
section.

(B) If the manufacturer does not pro-
vide the second copy, the submission
will be considered incomplete.

(xiii) Safety Data Sheet (§720.45(i)).
(3) Incomplete notices. If EPA receives

a submission which does not include all
of the information required under this
paragraph (e) of this section, the sub-
mission will be determined to be in-
complete by EPA. When a submission
for a new chemical substance has been

determined to be incomplete, a manu-
facturer reapplying for an exemption
for the new chemical substance must
submit a new exemption notice con-
taining all the information required
under this paragraph (e) of this section
including a certification page con-
taining an original dated signature;
partial submissions sent to EPA to
supplement notices declared incom-
plete will not be accepted. Photocopied
pages from previously submitted ex-
emption forms will be accepted pro-
vided that the certifications page con-
tains an original dated signature.

(f) Multiple exemption holders. (1) A
manufacturer who intends to manufac-
ture a substance for which an exemp-
tion under this section was previously
approved may apply for an exemption
under paragraph (c)(1) or (c)(2) of this
section; however, EPA will not approve
any subsequent exemption application
under paragraph (c)(1) of this section
unless it can determine that the poten-
tial human exposure to, and environ-
mental release of, the new chemical
substance at the higher aggregate pro-
duction volume will not present an un-
reasonable risk of injury to human
health or the environment.

(2)(i) If EPA proposes to deny an ex-
emption application for a substance for
which another manufacturer currently
holds an exemption, and that proposed
denial is based exclusively on the cu-
mulative human exposure or environ-
mental release of the substance which
precludes the EPA from determining
that the subsequent applicant's activi-
ties will not present an unreasonable
risk of injury to human health or the
environment, the EPA will notify the
first exemption holder that it must,
within 21 days of its receipt of EPA's
notice, either:

(A) Provide a new certification that
it has commenced, or that it will com-
mence, manufacture of the new chem-
ical substance under this section with-
in 1 year of the expiration of its exemp-
tion review period; or

(B) Withdraw its exemption for the
new chemical substance.

(ii) If the first exemption holder does
not respond to the EPA's notice under
paragraph (f)(2)(i) of this section with-
in the prescribed time period, EPA
shall issue a notice of ineligibility to

8
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the first exemption holder under the
provisions of paragraph (h)(2) of this
section.

(g) Review period. (1) EPA will review
the notice submitted under paragraph
(e) of this section to determine whether
manufacture of the new chemical sub-
stance is eligible for the exemption.
The review period will end 30 days after
receipt of the notice by the TSCA Doc-
ument Control Officer. To provide addi-
tional time to address any unresolved
issues concerning an exemption appli-
cation, the exemption applicant may,
at any time during the review period,
request a suspension of the review pe-
riod pursuant to the provisions of
§720.75(b) of this chapter.

(2) Upon expiration of the 30-day re-
view period, if EPA has taken no ac-
tion, the manufacturer may consider
its exemption approved and begin to
manufacture the new chemical sub-
stance under the terms described in its
notice and in this section.

(h) Notice of ineligibility (1) During
the review period. If the EPA determines
during the review period that manufac-
ture of the new chemical substance
does not meet the terms of this section
or that there are issues concerning tox-
icity or exposure that require further
review which cannot be accomplished
within the 30-day review period, EPA
will notify the manufacturer by tele-
phone that the substance is not eligi-
ble. This telephone notification will
subsequently be confirmed by certified
letter that identifies the reasons for
the ineligibility determination. The
manufacturer may not begin manufac-
ture of the new chemical substance
without complying with section 5(a)(1)
of the Act or submitting a new notice
under paragraph (e) of this section that
satisfies EPA's concerns.

(2) After the review period. (i)(A) If at
any time after the review period speci-
fied in paragraph (g) of this section the
Assistant Administrator for the Office
of Chemical Safety and Pollution Pre-
vention ("the Assistant Adminis-
trator") makes a preliminary deter-
mination that manufacture of the new
chemical substance does not meet the
terms of this section, the Assistant Ad-
ministrator will notify the manufac-
turer by certified letter that EPA be-

§ 723.50

lieves that the new chemical substance
does not meet the terms of the section.

(B) The manufacturer may continue
to manufacture, process, distribute in
commerce, and use the substance after
receiving the notice under paragraph
(h)(2)(i)(A) of this section if the manu-
facturer was manufacturing, proc-
essing, distributing in commerce, or
using the substance at the time of the
notification and if the manufacturer
submits objections or an explanation
under paragraph (h)(2)(ii) of this sec-
tion. Manufacturers not manufac-
turing, processing, distributing in com-
merce, or using the substance at the
time of the notification may not begin
manufacture until EPA makes its final
determination under paragraph
(h)(2)(iii) of this section.

(ii) A manufacturer who has received
notice under paragraph (h)(2)(i)(A) of
this section may submit, within 15
days of receipt of written notification,
detailed objections to the determina-
tion or an explanation of its diligence
and good faith efforts in attempting to
comply with the terms of this section.

(iii) The Assistant Administrator will
consider any objections or explanation
submitted under paragraph (h)(2)(ii) of
this section and will make a final de-
termination. The Assistant Adminis-
trator will notify the manufacturer of
the final determination by telephone
within 15 days of receipt of the objec-
tions or explanation, and subsequently
by certified letter.

(iv) If the Assistant Administrator
determines that manufacture of the
new chemical substance meets the
terms of this section, the manufacturer
may continue or resume manufacture,
processing, distribution in commerce,
and use in accordance with the terms
of this section.

(v) If the Assistant Administrator de-
termines that manufacture of the new
chemical substance does not meet the
terms of this section and that the man-
ufacturer did not act with due dili-
gence and in good faith to meet the
terms of this section, the manufacturer
must cease any continuing manufac-
ture, processing, distribution in com-
merce, and use of the new chemical
substance within 7 days of the written
notification under paragraph (h)(2)(iii)
of this section. The manufacturer may

9
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not resume manufacture, processing,
distribution in commerce, and use of
the new chemical substance until it
submits a notice under section 5(a)(1)
of the Act and part 720 of this chapter
and the notice review period has ended.

(vi) If the Assistant Administrator
determines that manufacture of the
new chemical substance does not meet
the terms of this section and that the
manufacturer acted with due diligence
and in good faith to meet the terms of
this section, the manufacturer may
continue manufacture, processing, dis-
tribution in commerce, and use of the
new chemical substance if:

(A) It was actually manufacturing,
processing, distributing in commerce,
or using the chemical substance at the
time it received the notification speci-
fied in paragraph (h)(2)(i)(A) of this
section.

(B) It submits a notice on the new
chemical substance under section
5(a)(1) of the Act and part 720 of this
chapter within 15 days of receipt of the
written notification under paragraph
(h)(2)(iii) of this section. Such manu-
facture, processing, distribution in
commerce, and use may continue un-
less EPA takes action under section
5(e) or 5(f) of the Act.

(3) Action under this paragraph does
not preclude action under sections 7,
15, 16, or 17 of the Act.

(i) Additional information. If the man-
ufacturer of a new chemical substance
under the terms of this exemption ob-
tains test data or other information in-
dicating that the new chemical sub-
stance may not qualify under terms of
this section, the manufacturer must
submit these data or information to
EPA within 15 working days of receipt
of the information. If, during the no-
tice review period specified in para-
graph (g) of this section, the submitter
obtains possession, control, or knowl-
edge of new information that materi-
ally adds to, changes, or otherwise
makes significantly more complete the
information included in the notice, the
submitter must send that information
to the address listed on the notice form
within 10 days of receiving the new in-
formation, but no later than 5 days be-
fore the end of the notice review pe-
riod. The new submission must clearly
identify the submitter and the exemp-

tion notice to which the new informa-
tion is related. If the new information
becomes available during the last 5
days of the notice review period, the
submitter must immediately inform its
EPA contact for that notice by tele-
phone.

(j) Changes in manufacturing site, use,
human exposure and environmental re-
lease controls, and certain manufacturing
volumes. (1) Except as provided in para-
graph (j)(6) of this section, chemical
substances manufactured under this
section must be manufactured at the
site or sites described, for the uses de-
scribed, and under the human exposure
and environmental release controls de-
scribed in the exemption notice under
paragraph (e) of this section.

(2) Where the manufacturer lists a
specific physical form in which the new
chemical substance will be manufac-
tured, processed, and/or used, the man-
ufacturer must continue manufac-
turing, processing, and/or using the
new chemical substance in either the
same physical form described in the
notice under paragraph (e), or in a
physical form which will not increase
the human exposure to or environ-
mental release of the new chemical
substance over those exposures or re-
leases resulting from the specified
physical form (e.g., a manufacturer
which specifies that the new chemical
substance will be produced in a non-
volatile liquid form generally may not
change to a respirable powder form).

(3) The annual production volume of
chemical substances manufactured
under paragraph (c)(1) of this section
for which the manufacturer designated
a binding annual production volume
pursuant to paragraph (e)(2)(vi) of this
section must not exceed that des-
ignated volume.

(4) Any person who manufactures a
new chemical substance under para-
graph (c)(1) or (c)(2) of this section
must comply with the provisions of
this section, including submission of a
new notice under paragraph (e) of this
section, before:

(i) Manufacturing the new chemical
substance at a site that was not ap-
proved in a previous exemption notice
for the substance, except as provided in
paragraph (j)(6) of this section.
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(ii) Manufacturing the new chemical
substance for a use that was not ap-
proved in a previous exemption notice
for the substance.

(iii) Manufacturing the new chemical
substance without employing the
human exposure and environmental re-
lease controls approved in a previous
exemption notice for the substance.

(iv) Manufacturing the new chemical
substance in a physical form different
than that physical form approved in a
previous exemption notice for the sub-
stance and which form may increase
the human exposure to, or environ-
mental release of, the new chemical
substance over those exposures or re-
leases resulting from the physical form
approved in the previous notice.

(v) Manufacturing the chemical sub-
stance in annual production volumes
above any volume designated by the
manufacturer as binding under para-
graph (e)(2)(vi) of this section in a pre-
vious exemption notice for the sub-
stance.

(5) In an exemption notice informing
EPA of a change in site, use, or worker
protection, or environmental release
controls, the manufacturer is not re-
quired to provide all of the same infor-
mation submitted to EPA in a previous
exemption notice for that chemical
substance. The new exemption notice,
however, must indicate the identity of
the new chemical substance; the manu-
facturer's name; the name and tele-
phone number of a technical contact;
and location of the new site, new work-
er protection or environmental release
controls, and new use information. The
notice must also include the EPA-des-
ignated exemption number assigned to
the previous notice and a new certifi-
cation by the manufacturer, as de-
scribed in paragraph (e)(2)(xi) of this
section.

(6)(i) A manufacturer may, without
submitting a new notice, manufacture
the new chemical substance at a site
not listed in its exemption application
under the following conditions:

(A) the magnitude, frequency, and
duration of exposure of individual
workers to the new chemical substance
at the new manufacturing site is equal
to, or less than, the magnitude, fre-
quency, and duration of exposure of the
individual workers to the new chemical
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substance at the manufacturing site
for which the EPA performed its origi-
nal risk-assessment pursuant to the
original exemption notice; and

(B) Either (1) at the new manufac-
turing site, the manufacturer does not
release to surface waters any of the
new chemical substance, or any waste
streams containing the new chemical
substance; or (2) at the new manufac-
turing site, the manufacturer main-
tains surface water concentrations of
the chemical substance, resulting from
direct or indirect discharges from the
manufacturing site, at or below 1 part
per billion, or at or below an alter-
native concentration level approved by
the Agency in writing or under the pro-
cedures described in paragraph
(c)(2)(iii) of this section, using the
water concentration calculation meth-
od described at §§ 721.90 and 721.91.

(ii) The manufacturer shall notify
EPA of any new manufacturing site no
later than 30 days after the commence-
ment of manufacture of the new chem-
ical substance under the exemption at
the new manufacturing site as follows:

(A) The notification must contain
the EPA-designated exemption number
to which the notification applies, man-
ufacturer identity, the street address
of the new manufacturing site, the date
on which manufacture commenced at
the new site, the name and telephone
number of a technical contact at the
new site, any claim of confidentiality,
and a statement that the notification
is an amendment to the original ex-
emption application under the terms of
this section.

(B) The notification must be sub-
mitted electronically to EPA via CDX
as a support document to the original
notification. Prior to submission to
EPA via CDX, such notices must be
generated and completed using the e-
PMN software. See 40 CFR
720.40(a)(2)(ii) for information on how
to access the e-PMN software.

(k) Customer notification. (1) Manufac-
turers of new chemical substances de-
scribed in paragraphs (c)(1) and (c)(2) of
this section must notify processors and
industrial users that the substance can
be used only for the uses specified in
the exemption notice at paragraph (e)
of this section. The manufacturer must
also inform processors and industrial
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users of any controls specified in the
exemption notice. The manufacturer
may notify processors and industrial
users by means of a container labeling
system, written notification, or any
other method that adequately informs
them of use restrictions or controls.

(2) A manufacturer of a new chemical
substance described in paragraph (c)(2)
of this section may distribute the
chemical substance only to other per-
sons who agree in writing to not fur-
ther distribute the substance until it
has been reacted, incorporated into an
article, or otherwise rendered into a
physical form or state in which envi-
ronmental releases and human expo-
sures above the eligibility criteria in
paragraph (c)(2) of this section are not
likely to occur.

(3) If the manufacturer learns that a
direct or indirect customer is proc-
essing or using the new substance in
violation of use restrictions or without
imposing prescribed worker protection
or environmental release controls, the
manufacturer must cease distribution
of the substance to the customer or the
customer's supplier immediately un-
less the manufacturer is able to docu-
ment each of the following:

(i) That the manufacturer has, within
5 working days, notified the customer
in writing that the customer has failed
to comply with the conditions specified
in this section and the exemption no-
tice under paragraph (e) of this section.

(ii) That, within 15 working days of
notifying the customer of the non-
compliance, the manufacturer received
from the customer, in writing, a state-
ment of assurance that the customer is
aware of the terms of this section and
the exemption notice and will comply
with those terms.

(4) If, after receiving a statement of
assurance from a customer under para-
graph (k)(3)(ii) of this section, the
manufacturer obtains knowledge that
the customer has again failed to com-
ply with any of the conditions specified
in this section or the exemption notice,
the manufacturer shall cease supplying
the new chemical substance to that
customer and shall report the failure
to comply to EPA within 15 days of ob-
taining this knowledge. Within 30 days
of its receipt of the report, EPA will
notify the manufacturer whether, and

under what conditions, distribution of
the chemical substance to the cus-
tomer may resume.

(1) Confidentiality. (1) If the manufac-
turer submits information to EPA
under this section which the manufac-
turer claims to be confidential business
information, the manufacturer must
clearly identify the information at the
time of submission to EPA by brack-
eting, circling, or underlining it and
stamping it with "CONFIDENTIAL" or
some other appropriate designation.
Any information so identified will be
treated in accordance with the proce-
dures in part 2 of this chapter. Any in-
formation not claimed confidential at
the time of submission may be made
available to the public without further
notice.

(2)(i) Any person who asserts a claim
of confidentiality for chemical identity
under this paragraph (1) must provide a
generic chemical name that is only as
generic as necessary to protect the
confidential chemical identity of the
particular chemical substance. The
name should reveal the specific chem-
ical identity to the maximum extent
possible.

(ii) The generic name provided by the
manufacturer will be subject to EPA
review and approval in accordance with
the procedures specified in §720.85(b)(6)
of this chapter. The generic name pro-
vided by the submitter or an alter-
native selected by EPA under these
procedures will be placed on a public
list of substances exempt under this
section.

(3) If any information is claimed con-
fidential, the manufacturer must sub-
mit a second copy of the notice with all
information claimed as confidential de-
leted. EPA will place the second copy
in the public file.

(m) Exemptions granted under super-
seded regulations. Manufacturers hold-
ing exemptions granted under the su-
perseded requirements of this section
(as in effect on May 26, 1995) shall ei-
ther continue to comply with those re-
quirements (including the production
volume limit) or apply for a new ex-
emption pursuant to this section. EPA
will not accept requests to amend ex-
emptions granted under the superseded
requirements; manufacturers wishing
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to amend such exemptions must sub-
mit a new exemption under paragraph
(e) of this section. If a new exemption
for a new chemical substance is grant-
ed under this exemption to the manu-
facturer holding an exemption under
the superseded requirements, the ex-
emption under the superseded require-
ments for such substance shall be void.

(n) Recordkeeping. (1) A manufacturer
of a new chemical substance under
paragraph (c) of this section must
maintain the records described in this
paragraph at the manufacturing site or
site of importation for a period of 5
years after their preparation.

(2) The records must include the fol-
lowing to demonstrate compliance with
this section:

(i) Records of annual production vol-
ume and import volume.

(ii) Records documenting compliance
with the applicable requirements and
restrictions of paragraphs (c), (e), (f),
(h), (i), (j), and (k) of this section.

(3) Any person who manufactures a
new chemical substance under the
terms of this section must, upon re-
quest of a duly designated representa-
tive of EPA, permit such person at all
reasonable times to have access to and
to copy records kept under paragraph
(n)(2) of this section.

(4) The manufacturer must submit
the records listed in paragraph (n)(2) of
this section to EPA upon request. Man-
ufacturers must provide these records
within 15 working days of receipt of
such request.

(o) Compliance. (1) Failure to comply
with any provision of this section is a
violation of section 15 of the Act (15
U.S.C. 2614).

(2) Submitting materially misleading
or false information in connection with
the requirements of any provision of
this section is a violation of this sec-
tion and therefore a violation of sec-
tion 15 of the Act (15 U.S.C. 2614).

(3) Violators may be subject to the
civil and criminal penalties in section
16 of the Act (15 U.S.C. 2615) for each
violation.

(4) EPA may seek to enjoin the man-
ufacture or processing of a chemical
substance in violation of this section,
or act to seize any chemical substance
manufactured or processed in violation
of this section, or take other action

§ 723.175

under the authority of section 7 of the
Act (15 U.S.C. 2606) or section 17 of the
Act (15 U.S.C. 1616).

[60 FR 16346, Mar. 29, 1995, as amended at 60
FR 34465, July 3, 1995; 62 FR 17932, Apr. 11,
1997; 64 FR 31989, June 15, 1999; 71 FR 33642,
June 12, 2006; 75 FR 787, Jan. 6, 2010; 77 FR
46292, Aug. 3, 2012; 78 FR 72828, Dec. 4, 2013; 80
FR 42746, July 20, 2015; 87 FR 39769, July 5,
2022]

EFFECTIVE DATE NOTE: At 88 FR 37173, June
7, 2023, § 723.50 was amended by revising para-
graph (1), effective Aug. 7, 2023. For the con-
venience of the user, the revised text is set
forth as follows:

§ 723.50 Chemical substances manufactured
in quantities of 10,000 kilograms or less
per year, and chemical substances with
low environmental releases and human
exposures.

(1) Confidentiality. Claims of confidentiality
must be made in accordance with the proce-
dures described in 40 CFR part 703.

* * * * *

§ 723.175 Chemical substances used in
or for the manufacture or proc-
essing of instant photographic and
peel-apart film articles.

(a) Purpose and scope. (1) This section
grants an exemption from the
premanufacture notice requirements of
section 5(a)(1)(A) of the Toxic Sub-
stances Control Act (15 U.S.C.
2604(a)(1)(A)) for the manufacture and
processing of new chemical substances
used in or for the manufacture or proc-
essing of instant photographic and
peel-apart film articles. This section
does not apply to microorganisms sub-
ject to part 725 of this chapter.

(2) To manufacture a new chemical
substance under the terms of this ex-
emption, a manufacturer of instant
photographic or peel-apart film arti-
cles must:

(i) Submit an exemption notice when
manufacture begins under paragraph (i)
of this section.

(ii) Comply with certain require-
ments to limit exposure to the new
chemical substance under paragraphs
(e) through (h) of this section.

(iii) Comply with all recordkeeping
requirements under paragraph (j) of
this section.
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