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INTRODUCTION 

The Toxic Substances Control Act (TSCA) requires the Environmental 

Protection Agency (EPA) to pre-approve the manufacture, import or distribution of 

new chemicals to ensure the chemicals do not pose unreasonable risks to workers 

or others. Congress intended this review process to be transparent.  Unfortunately, 

EPA’s procedures for approving such applications make it virtually impossible for 

workers or their representatives to know when their employers apply for premarket 

authorization or introduce new chemicals at their workplace, or when EPA has 

imposed occupational exposure controls as a condition of approving the 

application.  Under TSCA, workers have a right to participate in the application 

review process, to know which chemicals they are exposed to, and to understand 

the precautions EPA requires their employers to adopt.  EPA’s current policies 

impede, rather than enhance, transparency and therefore are inconsistent with this 

goal.  

This case involves EPA’s revised procedural rules for approving new 

chemical and significant new use applications, entitled “Updates to New 

Chemicals Regulations Under the Toxic Substances Control Act,” 89 Fed. Reg. 

102773 (Dec. 18, 2024) (the Final Rule); ER-27.1  In response to EPA’s proposed 

1 EPA’s rule applies to applications to manufacture a new chemical, referred to as a 
Pre Manufacture Notice (PMN), as well as notices of an intent to expand the use of 
the chemical, referred to as a significant new use notice (SNUN).  See 89 Fed. Reg. 
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new chemicals rule, Petitioner United Automobile, Aerospace & Agricultural 

Implement Workers of America, AFL-CIO (UAW), joined with other Unions in 

submitting comments identifying the obstacles workers face to participate 

meaningfully in this approval process. The Unions also pointed out that neither 

EPA’s then-existing nor its proposed rules provided workers with any practical 

means of obtaining information about the chemicals to which they may be 

exposed, the risks those chemicals may pose, or the occupational exposure controls 

EPA may require to mitigate those risks. In their comments, the Unions proposed 

that EPA require employers who submit a PMN to notify workers of that fact and 

to make a copy of the PMN available to workers or their designated representative, 

subject to a confidentiality agreement if needed.   EPA ignored those comments. 

The UAW challenges EPA’s failure to consider and respond to the Unions’ 

significant comments, which identified this key omission from EPA’s rules and 

proposed a reasonable means of addressing it.  The UAW asks this Court to direct 

EPA to require PMN submitters to disclose relevant information to potentially 

exposed workers or their representatives so they can meaningfully participate in 

EPA’s PMN review and can know what occupational exposure controls EPA has 

mandated.  

102773; ER-27.  For convenience, we refer throughout this brief to Pre-
Manufacture Notices (PMNs).  The arguments the UAW raises apply equally to the 
approval process for both PMNs and SNUNs.  
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JURISDICTIONAL STATEMENT 

This petition challenges EPA’s Final Rule, issued on December 18, 2024, 

amending its procedural rules for processing new chemical applications. 89 Fed. 

Reg. 102773; ER-27. Jurisdiction over challenges to EPA’s final rules lies in the 

U.S. courts of appeals pursuant to 15 U.S.C. § 2618(a)(1)(A). The UAW filed a 

timely petition for review in the U.S. Court of Appeals for the District of Columbia 

Circuit on January 10, 2025. See 40 C.F.R. § 23.5 (providing that the date of 

promulgation is two weeks after publication in the Federal Register). The United 

States Judicial Panel on Multidistrict Litigation transferred the UAW’s petition to 

this Circuit pursuant to a Consolidation Order. MCP No. 196 (Jan. 27, 2025). 

ISSUE FOR REVIEW 

 Whether the EPA’s failure to respond to the Unions’ substantive comments 

regarding the Agency’s proposed rules was “arbitrary, capricious, an abuse of 

discretion, or otherwise not in accordance with law,” in violation of 5 U.S.C. § 

706(2)(A) and 15 U.S.C. § 2618(c)(1)(B). 

STATUTES AND REGULATIONS INVOLVED 

Pursuant to Ninth Circuit Rule 28-2.7, the relevant statutes and regulations 

are contained in an addendum bound with this brief.  Parallel citations to the 

addendum are noted as “Add. ___.”  
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STATEMENT OF THE CASE 

A. Statutory Background 

Congress enacted TSCA to comprehensively regulate chemicals in 

commerce from their initial manufacture to ultimate disposal 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.’” Safer Chemicals, Healthy Families v. EPA, 943 F.3d 397, 406 (9th 

Cir. 2019) (quoting S. Rep. No. 94-698 at 1 (1976)). Of relevance here, TSCA 

requires companies to apply for EPA approval before they can begin 

manufacturing a “new chemical,” i.e., one that has not previously been made in or 

imported into the United States.  15 U.S.C. § 2604(a).2 To enable EPA to 

determine the potential risks a chemical poses the application must detail how the 

chemical will be made, used, distributed and disposed of, and include available 

studies about its health and environmental effects and exposures. Id. § 2604(d)(1); 

40 C.F.R. §§ 720.45, 720.50. 

As enacted in 1976, TSCA gave EPA authority to require manufacturers to 

submit PMNs and to restrict how the chemicals could be used, if the agency found 

 
2 An entity that seeks approval to manufacture or import a new chemical must 
submit a PMN.  The PMN submitter may be a parent or subsidiary of the entity 
that employs the employees who may be exposed to the chemical once it is 
manufactured. 40 C.F.R. §§ 720.22, 720.40(e).  For convenience we refer to 
manufacturers but intend the term to include any PMN submitter.  
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a reasonable basis to believe the chemical “presents or will present” an 

unreasonable risk to health or the environment. Pub. L. No. 94-469 § 5(f)(1), 90 

Stat. 2003, 2017 (1976). Under the 1976 TSCA, if, after 90 days, EPA failed to 

make such a finding – including if it lacked sufficient information to do so – the 

applicant could proceed to manufacture the chemical without any regulatory 

restrictions. Id.; see 15 U.S.C. § 2604 (e)(1), (f)(1) (2015).  

Congress enacted comprehensive, bipartisan amendments to TSCA in 2016, 

in the Frank R. Lautenberg Chemical Safety for the 21st Century Act, Pub. L. No. 

114-182, 130 Stat. 448 (2016). The amendments significantly strengthened the 

premanufacture review process, making EPA’s review of new chemical 

applications more robust.  As amended, the statute requires the Agency to make an 

affirmative determination on every application before the submitter may begin 

manufacturing.  15 U.S.C. § 2604(a)(3)(C), (g).  Congress also strengthened 

TSCA’s transparency requirements by directing EPA “to make available to the 

public all notices, determinations, findings, rules, consent agreements and orders of 

the Administrator issued under this title.” 15 U.S.C. § 2625(j)(1).  The amended 

statute also provides limited protection for confidential business information 

(CBI).  15 U.S.C. § 2613.   Congress struck “‘a balance between protecting trade 

secrets and broadening access to information’” to better inform “‘the general 
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public.’”  Environmental Defense Fund v. EPA, 124 F.4th 1, 12 (D.C. Cir. 2024) 

(quoting S. Rep. No. 114-67, at 21).  

TSCA now requires EPA, in evaluating PMNs, to assess whether the 

chemical is “likely to present an unreasonable risk of injury to health or the 

environment, without consideration of costs or other nonrisk factors, including an 

unreasonable risk to a potentially exposed or susceptible subpopulation.” 15 U.S.C. 

§ 2604(a)(3)(A), (C).  The statute expressly includes workers as a “potentially 

exposed or susceptible subpopulation” whose risks the Agency must consider.  Id. 

§ 2602(12) (defining a potentially exposed subpopulation (PESS) that may be at 

greater risk due to greater exposure as including workers); see also 40 C.F.R. § 

720.3 (defining PESS).  To enable the Agency to evaluate potential risks posed by 

a new chemical, EPA requires PMN applications to include detailed information 

on potential occupational uses and exposures of new chemicals. 40 C.F.R. § 720.45 

(g)(1)-(3); (h)(1)-(3).   

The statute provides EPA with several options in evaluating PMNs. If the 

Agency determines, based on available information, that the chemical is “not likely 

to present an unreasonable risk,” the applicant is entitled to “commence 

manufacture.” 15 U.S.C. § 2604(a)(3)(C). If EPA finds that the chemical “presents 

an unreasonable risk,” EPA must issue an order limiting or prohibiting its use “to 

the extent necessary to protect against such risk.” Id. § 2604(a)(3)(A), (f). Finally, 
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if EPA has insufficient information to determine whether the chemical is likely to 

present an unreasonable risk or the available information suggests the chemical 

may pose an unreasonable risk, the Agency must issue an order, under Section 

5(e), specifying the conditions under which the chemical may be manufactured.  

Id. § 2604(a)(3)(B), (e).  EPA’s “Section 5(e) orders” often specify workplace 

controls the applicant must implement as a condition of manufacturing the 

chemical. These orders are commonly referred to as “consent orders,” as EPA 

often negotiates their terms with the PMN applicants. 

Congress intended the new chemical review process to be transparent. The 

review process begins when EPA receives a PMN seeking EPA’s approval to 

manufacture a new chemical.   The statute provides that “[i]nformation submitted 

[as part of these applications] shall be made available . . . for examination by 

interested persons.”  Id. § 2604(b)(3) (emphasis added).  To that end, the Agency 

must, within 5 days of receiving a PMN, publish a Federal Register notice 

informing the public of its receipt, identifying the chemical substance, listing its 

uses, and describing the tests performed on the substance. Id. § 2604(d)(2). EPA’s 

Federal Register notices list the chemical name, the PNM case number EPA has 

assigned, the submitter’s name (if not claimed as CBI), and the chemical’s 

expected uses, and advise the public of its opportunity to comment on the pending 
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applications.3 Although the PMN must identify the locations where the chemical 

will be produced, that information is not included in the Federal Register notice 

and, in any event, is often claimed as CBI.4 

EPA must provide a PMN application to any interested person who wishes 

to examine it. Id. § 2604(d)(1) (“Such [PMN application] shall be made available . 

. . for examination by interested persons.”).  EPA regulations provide that “[a]ll 

information submitted with a notice, including any health and safety study and 

other supporting documentation, will become part of the public file for that notice, 

unless such materials are claimed confidential.”  40 C.F.R. § 720.95.  Finally, EPA 

must publish its findings on the applications in the Federal Register, 15 U.S.C. § 

2604(g), and make them available to the public, id. §2625(j).   

 EPA is supposed to post the public file for each PMN on ChemView, the 

Agency’s electronic database of new chemical information, but often fails to do so 

 
3 See, e.g., EPA, “Certain New Chemicals; Receipt and Status Information for 
March 2025,” 90 Fed. Reg. 30929, 30931 (July 11, 2025); Add. 74-75; EPA, 
“Certain New Chemicals; Receipt and Status Information for February 2025,” 90 
Fed. Reg. 19298, 19300 (May 7, 2025); Add. 71-72.  These two notices, neither of 
which are included in the Administrative Record, are cited for background 
information.  As they are official EPA documents, we urge the Court to take 
judicial notice of these Federal Register notices and others cited in this brief. We 
have included all cited Federal Register notices in the Statutory and Regulatory 
Addendum attached to this brief.  
 
4 See notices listed in footnote 3, supra. 
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in a timely way.  After EPA completes its review of the new chemical, if EPA 

issues a section 5(e) order imposing restrictions on how a chemical may be 

manufactured or used, that order is also supposed to be posted on ChemView. An 

individual can only access information on ChemView if they have either the name 

of the PMN submitter, the assigned case number, the chemical name and/or its 

proposed use. ChemView information cannot be accessed by facility location.5  

While Congress mandated robust disclosure of information about new 

chemical applications, it also recognized the need to protect sensitive commercial 

information from public disclosure.  S. Rep. No. 114-67 at 21; Add. 78.6  

Accordingly, when EPA makes a PMN application available to the public, it must 

withhold limited categories of CBI. See 15 U.S.C. § 2604(d)(1) (making disclosure 

of a PMN application “subject to section 2613 of this title”). See also, id. § 2613. 

The name of the submitter and the location where manufacture is expected is often 

denominated as CBI when EPA publishes the Federal Register notice that it has 

received a PMN and when it posts the information in the ChemView database.7 

 
5 See www.ChemView.epa.gov/ChemView.  
 
6 S. Rep. 114-67 is the Committee Report that accompanied the version of the 
Lautenberg Act passed by the Senate in 2015, the relevant provisions of which 
were virtually identical to the final bill Congress passed in 2016. 
 
7 For example, of notices EPA listed as having been received in March 2025, the 
identity of seven of the 12 PMNs and both of the SNUNs were denominated 
“CBI.” 90 Fed. Reg. at 30931; Add. 75 (case numbers beginning with “P” are 
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B. The Regulatory Process 

I. EPA’s Proposed Rule 

In 2023, EPA published a proposal to “align” its procedural rules for 

reviewing new chemicals and chemicals with significant new uses with TSCA’s 

2016 amendments.  EPA, “Updates to New Chemical Regulations under the Toxic 

Substances Control Act (TSCA): Proposed Rule,” 88 Fed. Reg. 34100 (May 26, 

2023) (Proposed Rule); ER-1. EPA intended the new rules to “improve the 

effectiveness and efficency [its new chemical] reviews.” Id. at 34101; ER-2. 

Recognizing that workers would be the first group exposed to a new chemical’s 

health effects, EPA’s proposal required PMN submitters to provide “detailed 

information about the possible worker exposure at each site controlled by the 

 
PMNs; those beginning with “SN” are SNUNs). EPA listed the identity of the 
submitters for eight of the thirteen PMNs and all five of the SNUNs it received in 
February 2025 as CBI. 90 Fed. Reg. at 19300; Add. 72. EPA also posts lists of 
PMNs for which EPA received notices that manufacturing commenced and where 
test information has been received and determined to be complete, but these are 
listed only by the case number, with no other identifying information. See 90 Fed. 
Reg. at 30932 and 90 Fed. Reg. at 19301; Add. 73, 76. 
 
Many CBI claims may prove overbroad.  EPA’s review of CBI claims, however, 
occurs long after the Agency is required to publish notice that it has received a 
PMN. Compare 15 U.S.C. § 2604(d)(2) (requiring publication after 5 days of 
receipt) with id. § 2613(g)(1)(A) and (D) (providing 90 days for Administrator to 
act on CBI request, but providing that failure to act does not constitute a denial). 
So, even if EPA later reverses the submitter’s claim that its identity is CBI, that 
decision comes too late to allow meaningful participation in the new chemical 
review process. 
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submitter . . . and at each site not controlled by the submitter.” Id. at 34108; ER-9.  

The detailed information included – for all sites where the chemical would be used 

– the type of worker activity, the types and duration of potential exposures, 

engineering controls and protective equipment in place, and the number of workers 

potentially exposed. Id. at 34120-21, ER-21-22; Proposed § 720.45(g)(3) (for sites 

controlled by the submitter); § 720.45(h)(3) (for sites not controlled by the 

submitter). EPA invited interested parties to comment on its proposal. 88 Fed. Reg. 

at 34101; ER-2. 

II. The UAW’s Experience and the Unions’ Comments 

The UAW represents approximately 1 million active and retired members in 

North America, with members in almost every sector of the economy, including 

corporations of all sizes engaged in manufacturing. These members are routinely 

exposed to toxic chemicals in their workplaces and are vitally interested in 

knowing the identity of these chemicals, their potential toxicity, and all legal 

obligations their employers must follow to ensure their safe use. The UAW is 

actively involved in monitoring the inventory of chemicals to which their members 

are exposed and engaging with their employers and public officials in ensuring 

 Case: 25-158, 10/16/2025, DktEntry: 24.1, Page 18 of 125



12 
 

they have safe working environments. Declaration of Darius Sivin, PhD. (“Sivin 

Decl.) ¶ 3; Add. 79.8 

In response to EPA’s proposed rule, the UAW filed comments jointly with 

the American Federation of Labor and Congress of Industrial Organizations (AFL-

CIO) and the United Steelworkers (the Union Comments). The comments were 

informed, in part, by the UAW’s experience in attempting to secure information 

about the health hazards facing the employees in one of its bargaining units.9 

 
8 The Union Comments, Ex. 63 in the Administrative Record filed by EPA (Dckt. 
No. 14) and included in the Excerpts of Record filed with this brief (ER-55), 
describe an incident where a union was left in the dark about the filing of a PMN 
and a “consent order” EPA issued about workplace requirements for the new 
chemical.  Union Comments at 3-4, ER 57-58. The Declaration of Darius Sivin, 
included in the Addendum to this brief, demonstrates that the UAW was the union 
involved in the incident described in the Union Comments and is offered for two 
purposes.  First, the declaration establishes that the UAW and its members were 
injured in fact by EPA’s current lack of transparency surrounding new chemicals 
to which they are exposed.  Second, the declaration elaborates on the 
circumstances, described in Union Comments to EPA included in the record, 
which precipitated the union’s involvement in the new chemical review process 
under TSCA.  Petitioner UAW has separately filed a motion to supplement the 
record by including Dr. Sivin’s declaration in the record before this Court. (Dkt. 
21.1).  
 
9 The UAW ultimately secured information about the chemicals discussed in this 
section after Dr. Sivin signed a confidentiality agreement insisted upon by the 
employer. In accord with that agreement, we are not disclosing any information 
that would identify either the company or the chemicals. See Sivin Decl. at ¶ 8; 
Add. 82. 
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During a plant walkthrough preceding contract negotiations, a company 

health and safety official mentioned to a union representative that “consent orders” 

covered two new chemicals the company had introduced in the process. Sivin 

Decl. ¶ 5; Add. 80-81.10 The official described the chemicals but did not disclose 

their names. Exercising its rights to obtain information relevant to its 

representational role under the National Labor Relations Act (NLRA), 29 U.S.C. 

§158, the UAW requested a copy of the consent orders. Sivin Decl. ¶ 6; Add. 81.11 

The company refused, claiming the Section 5(e) orders were confidential.  Id. As 

required by the Occupational Safety and Health Administration’s (OSHA’s) 

Hazard Communication Standard, 29 C.F.R. § 1910.1200, the company did 

provide the union with a copy of the chemicals’ safety data sheets (SDSs). 

However, the company redacted the name of one of the chemicals on the SDS, 

claiming it as CBI. Sivin Decl. ¶ 6; Add. 81.  

A UAW representative – an individual with a PhD, far more able to conduct 

this kind of search than rank-and-file union members – then tried to use 

 
10 As noted earlier, orders EPA issues under Section 5(e), 15 U.S.C. § 2604(e) – 
governing how a new chemical may be manufactured, including occupational 
exposure control requirements – are often referred to as “consent orders.”  
 
11 While an employer’s duty to bargain in good faith under the NLRA may provide 
a union with access to health and safety information necessary for collective 
bargaining, see 29 U.S.C. § 158(a)(5), (d), it provides no access to information for 
individual workers who are not represented by a union.  
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ChemView to obtain information on the chemical and a copy of the consent order 

issued under TSCA section 5(e). When the industrial hygienist searched by the 

name of the company that employed the UAW members, he got no results.  He has 

since learned that the PMN submitter was not the company that employed the 

UAW members, but rather, its parent company, and that it had designated its 

identity as CBI.  The search category of “use” proved unhelpful, and he did not 

have the chemical name. Ultimately, he was unable to find any information about 

these two chemicals on ChemView. Id. ¶ 7; Add. 81-82. 12 

In light of this experience, but also mindful of TSCA’s CBI protections, the 

UAW joined other unions in submitting comments to EPA. In their comments, the 

Unions proposed specific measures that would readily satisfy Congress’ twin 

goals: EPA could require transparency by mandating that PMN submitters  

disclose to the affected workers and their representatives (1) the fact that a PMN  

had been filed; (2) the contents of any PMN application or the PMN number 

assigned by EPA; and (3) any order EPA issued requiring occupational exposure 

controls to protect workers from the hazards the new chemical poses. Union 

Comments at 6; ER-60. These disclosures would provide workers or their 

representatives with the PMN number, a key piece of information they could use to 

 
12 A more recent search to help prepare this brief revealed one of the two PMN 
applications referred to above.  Id.  
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search ChemView for additional information about the PMN application.  Without 

timely receipt of such information, workers and their representatives cannot engage 

with EPA concerning what occupational exposure controls the Agency should 

require in any Section 5(e) order it may issue. To address the confidentiality 

interests Congress embedded in TSCA, the Unions proposed that EPA include a 

provision authorizing a practice routinely followed when employers disclose 

sensitive information under the NLRA and permitted by OSHA’s Hazard 

Communication standard, 29 C.F.R. § 1910.1200(i)(3): making these disclosures to 

the union or their employees contingent on their agreeing to confidentiality 

protections. Union Comments at 8; ER-62. The Unions also urged EPA to require 

the submitter/employer to post any Section 5(e) order in any workplace where 

there are potentially exposed employees. Id. 

The Unions supported their proposals by detailing specific problems they 

had encountered in securing any information about pending PMNs or resulting 

Section 5(e) orders – problems that undermined Congress’ transparency objective -

- and by explaining how their proposal was consistent with TSCA and with 

practices routinely followed under other statutory schemes. Id. at 3-5, 9; ER-57-59, 

63. The Unions thus identified a significant problem in the proposed rule that 

undermined Congress’ statutory intent and proposed a solution that satisfied 
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Congress’ interests both in promoting transparency and in preserving confidential 

business information. 

III. The Final Rule 

EPA issued its Final Rule on December 18, 2024. The Agency 

acknowledged receiving 51 public comments on its proposed rule from 

stakeholders, including unions, and noted that while it was responding to many of 

the comments in the Rule’s preamble, “the more comprehensive version of EPA’s 

response” was “in the Response to Comments document.” 89 Fed. Reg. at 102775; 

ER-29. However, nowhere in either the preamble or the Response to Comments 

did EPA respond to, or even mention, the Unions’ Comments. Nor did EPA in any 

way modify its proposal to reflect the issues the Unions raised.  

STANDARD OF REVIEW 

The Court must set aside agency action that is “arbitrary, capricious, an 

abuse of discretion, or otherwise not in accordance with law.” 5 U.S.C. § 

706(2)(A); 15 U.S.C. § 2618(c)(1)(B). Agency action is arbitrary and capricious if 

the agency “entirely failed to consider an important aspect of the problem.” Motor 

Vehicle Mfrs. Ass’n v. State Farm, 463 U.S. 29, 43 (1983).   

SUMMARY OF THE ARGUMENT 

TSCA requires manufacturers to secure EPA’s approval before they begin 

manufacturing or using new chemicals.  Congress embedded twin goals in TSCA’s 
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new chemical approval provisions: promoting transparency in the review process 

and protecting the submitters’ confidential business information.  In response to 

EPA’s proposed new chemical procedures, Petitioner UAW joined with other 

unions in filing comments with the Agency, pointing out that both its then-existing 

and its proposed rules failed to satisfy the statute’s objective of providing a 

transparent process for workers potentially exposed to the new chemicals, a group 

whose exposures TSCA specifically directs EPA to consider in determining 

whether a new chemical presents an unreasonable risk. 15 U.S.C. §§ 2602, 

2604(a)(3).  The Union proposal called for EPA to require PMN submitters to 

disclose that an application had been filed with EPA and, pursuant to a 

confidentiality agreement, to provide the affected workers and their representatives 

with relevant information about the application so they could engage with EPA if 

they chose to do so. 

In issuing its Final Rule, EPA completely ignored the Unions’ proposals, 

neither addressing them in responses to the comments the Agency received during 

the rulemaking process nor in any way modifying its proposal to reflect the 

concerns the Unions raised.  As a result, EPA’s current new chemical procedures 

make worker or union participation in the new chemical review process virtually 

impossible.  

 Case: 25-158, 10/16/2025, DktEntry: 24.1, Page 24 of 125



18 
 

The law is clear that in conducting notice and comment rulemaking, 

agencies must respond to significant comments that raise relevant points and would 

require a change in the rule if adopted. Perez v. Mortgage Bankers Ass’n, 575 U.S. 

92, 96 (2015); Safari Aviation Inc. v. Garvey, 300 F.3d 1144, 1151 (9th Cir. 2002).  

By ignoring the Unions’ relevant, significant points in developing its new chemical 

regulation, EPA violated the Administrative Procedure Act (APA).  This court 

should remand the Final Rule to EPA and require the Agency to adopt procedures 

that ensure workers and their representatives have an opportunity for meaningful 

participation in the review of new chemicals to which they, or their members, will 

be exposed.  

ARGUMENT 

A. EPA’s Proposed Rules Failed to Satisfy Congress’ Intent that New 
Chemical and Significant New Use Reviews be Transparent. 

 

Congress intended the new chemical review process to be transparent. 15 

U.S.C. § 2625(j).   As EPA itself acknowledged long ago, “Congress intended 

information on uses of new substances to be published so that the public can 

estimate the types and extent of potential human and environmental exposures to 

substances.” EPA, “Premanufacture Notification Requirements and Review 

Procedures,” 44 Fed. Reg. 2242, 2253 (Jan. 10, 1979); Add. 67-68. This disclosure, 

moreover, was not purely for informational purposes. Instead, Congress intended 
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that, “[w]ith an understanding of likely exposure, the public more effectively may 

exercise its opportunities for participating in review of chemical risks.”  Id.  

Congress’ 2016 amendments reinforced that statute’s purpose in “maximiz[ing] 

public availability of health and environmental information relating to chemical 

substances in commerce.” S. Rep. No. 114-67 at 21; Add. 78. 

The UAW’s experience makes clear that EPA’s current procedures fail to 

make the new chemical review process transparent to workers. EPA’s current 

methods of disclosure – either by publishing a Federal Register notice that it has 

received a PMN or by including such information in ChemView – do not provide 

workers with timely access to information and effectively prevent meaningful 

participation in the new chemical process. Many companies submitting a PMN 

routinely claim their identity as CBI.13 The submitter is often not the actual 

employer whose employees will be exposed to the chemical, either because the 

submitter is a parent company or the chemical will be produced at a site the 

submitter does not control. 40 C.F.R. § 720.45(h) (information required “for sites 

not controlled by the submitter”).  Although EPA requires submitters to include 

that information in the application, 40 C.F.R. § 720.45 (g)(1), (h)(1), it is often 

 
13 See note 7, supra (seven of the 12 PMNs and both of the SNUNs submitted in 
March 2025 and eight of the 13 PMNs and all five of the SNUNs received in 
February 2025 claimed the submitter’s identity as CBI).  

 Case: 25-158, 10/16/2025, DktEntry: 24.1, Page 26 of 125



20 
 

claimed as CBI. Moreover, in no case does the Federal Register notice include the 

location of the facility where the chemical will be produced.   

While many workers are concerned about chemical exposures generally, 

they are particularly concerned about occupational exposure in the facility where 

they work. Without access to information about who may produce a new chemical 

and where it may be manufactured, potentially exposed workers and their unions 

cannot – as a practical matter – engage with EPA before the Agency imposes 

occupational controls that may or may not adequately protect the workers. EPA’s 

disclosures about new chemicals do not routinely include these two key factual 

components – employer name and location – since the employer is not necessarily 

the submitter, the submitter’s name is often claimed as CBI, and facility location is 

not among the fields that can be searched in ChemView.  As the court observed in 

Environmental Defense Fund v. Regan, Case No. 1:20-cv-762, 2024 WL 3887383, 

at *7, (D.D.C. Aug. 20, 2024), “the public cannot comment on an application it 

does not know exists.” 

The same problem exists with respect to EPA’s so-called “Section 5(e) 

orders,” which often include occupational exposure control requirements as a 

condition of manufacturing a new chemical. As the UAW’s experience illustrates, 

the lack of disclosure means a union’s members can be exposed to a chemical, 

perhaps for years, without knowing the chemical’s identity or even that EPA has 
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mandated worker protections.  Thus, although the Section 5(e) order may legally 

obligate a company to take specific steps to protect its employees from 

occupational exposures to a chemical, employees are unlikely to learn what 

protective measures are required unless their employer voluntarily discloses them, 

even though TSCA requires disclosure of such orders. 15 U.S.C. §2625(j).  

Neither workers nor their unions are likely regularly to scour the Federal 

Register to determine whether their employer is attempting to introduce a new 

chemical into their manufacturing processes. Even if they did – something we 

submit would be an unreasonable expectation – the scant and cryptic information 

in EPA’s notices is unlikely to alert workers that their employer is seeking or had 

secured approval to produce a new chemical at the facility where they are 

employed. Were factory workers to scan ChemView – also an unrealistic 

expectation – they would still be unlikely to find information on whether their 

employer had sought or been granted permission to produce a new chemical at the 

plant where they work, and most importantly, any occupational controls EPA has 

mandated.  Thus, if workers, or their representative, want to engage with EPA 

before the Agency decides whether to approve manufacturing or processing of a 

new chemical and before it decides what, if any, occupational exposure controls 

are needed to eliminate the risks the chemical may pose to workers, they face 

insurmountable barriers to doing so.  
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There can be no doubt that Unions have a particular interest in the identity of 

the toxic substances to which the workers they represent may be exposed. Unions 

have the right under the NLRA to bargain with employers over safety and health 

conditions in their workplaces. Oil, Chemical & Atomic Workers Local Union No. 

6-418 v. NLRB, 711 F.2d 348, 360 (D.C. Cir. 1983) (“Employee health and safety 

indisputably are mandatory subjects of collective bargaining”); NLRB v. Gulf 

Power Co., 384 F.2d 822, 825 (5th Cir. 1967) (same). This includes the right to 

information about the chemicals manufactured or processed where they represent 

potentially exposed workers. Unions also routinely engage in regulatory processes 

to advance their members’ interests in ensuring safe work. As the representative of 

those working in a facility where a new chemical will be used, unions can bring 

important insights to EPA’s new chemicals review process. Even when unions 

employ professionals who are better equipped than rank-and-file members to 

peruse the Federal Register or to try to access information through ChemView, the 

UAW’s experience demonstrates that those sources often fail to reveal the 

information the representatives need to participate in the PMN review process, to 

monitor workplace conditions, or to exercise their representational rights to request 

safety and health information from the employer.   

EPA has acknowledged that Congress intended “strong citizen involvement” 

in the new chemical and significant new use review process, which is “impossible 
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if the maximum amount of information is not made available to the public.” EPA, 

“Reproposal of Premanufacture Notice Form and Provisions of Rules,” 44 Fed. 

Reg. 59764, 59774 (Oct. 16, 1979); Add. 69-70.  Instead, it is only “[w]ith an 

understanding of likely exposure [that] the public more effectively may . . . 

exercise its opportunities for participating in the review of chemical risks.” EPA, 

“Premanufacture Notification Requirements and Review Procedures,” 44 Fed. Reg. 

at 2253; Add. 68. Cf., Wilderness Society, Inc. v. Rey, 622 F.3d 1251, 1259 (9th 

Cir. 2010) (“Congress’s purpose in mandating notice [in a rulemaking 

proceeding]” is “to allow the public opportunity to comment on the proposals.”). 

Yet, EPA’s new chemical review process is nowhere near “transparent” for 

workers, a population whose exposures EPA is mandated to consider in reviewing 

new chemical applications, or for the unions that represent those workers.  

B. The Unions Filed Significant Comments Alerting EPA that the New 
Chemical Process Failed to Fulfill TSCA’s Statutory Purpose and 
Proposing a Reasonable Solution. 

 

In their comments on EPA’s new chemical proposal, the Unions detailed 

their concerns about the lack of transparency in EPA’s existing procedural rules, 

problems they believed the proposed amendments did not address. Noting that 

EPA’s new chemical review and evaluation was not intended to be solely a two-

way conversation between EPA and the submitter, the Unions proposed a 
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mechanism through which EPA could require information disclosure to unions or 

workers without compromising employer confidentiality. 

In particular, the Unions proposed that before EPA approves the 

manufacture of a new chemical, the Agency require any submitter to certify that it  

(1) notif[ied] affected workers and their authorized representative, if 
there is one, that an application to manufacture . . . a [new] chemical 
has been filed; (2) ma[de] the application and supporting data 
available to workers or their authorized representative for review upon 
request, subject to confidentiality protections . . . ; and (3) ensure[d] 
that potentially exposed workers and their representatives ha[d] an 
opportunity to comment on any evaluation or risks or draft Section 
5(e) orders before they [were] finalized. 
 

Union Comments at 6; ER-60.  The Unions also proposed that EPA require the 

submitter/employer to post any Section 5(e) order in any workplace where there 

were affected employees. Id.  

To ensure the confidentiality of commercially sensitive information, the 

Unions proposed that, as a condition to this disclosure, EPA permit the employer 

submitting a PMN application to insist on a non-disclosure agreement from the 

requesting worker or their designated representative. The Unions explained that 

their proposed system would further TSCA’s goal of making the PMN application 

and its supporting documentation “available . . . for examination by interested 

persons,” 15 U.S.C. § 2604(b)(3), without putting CBI at risk of disclosure.  Union 

Comments at 6; ER-60. The Union proposal mirrors the existing requirements of 

OSHA’s Hazard Communication standard. 29 C.F.R.§ 1910.1200(i)(3).  
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TSCA Section 14 prohibits EPA from disclosing CBI submitted to the 

Agency. 15 U.S.C. § 2613.  To be protected as CBI under TSCA, the submitter 

claiming CBI protection must demonstrate that the information meets both: (1) the 

test for CBI under Exemption 4 of Freedom of Information Act (FOIA); and (2) 

the additional CBI requirements of TSCA. 15 U.S.C. § 2613(a), (c) (establishing 

TSCA’s CBI requirements).   

 While Section 14, like FOIA Exemption 4, allows EPA to withhold 

confidential information submitted to the federal government, cf, Center for 

Investigative Reporting v. DOL, 145 F.4th 1211, 1217-21 (9th Cir. 2025) 

(interpreting FOIA exemption 4), neither Exemption 4 nor TSCA Section 14 

prohibits EPA from mandating third party disclosure of CBI.14  Indeed, the 

Supreme Court has recognized the distinction between reporting rules – which 

require third parties to provide information to the government – and disclosure 

rules – which require third parties to disclose information to others.  See Dole v. 

United Steelworkers, 494 U.S. 26, 33 (1990) (interpreting the Paperwork 

Reduction Act).  Nothing in TSCA prohibits EPA from adopting a rule requiring 

PMN submitters to disclose information about their application and any resulting 

 
14 In fact, TSCA permits EPA to disclose confidential information with non-
disclosure agreements to health care professionals. 15 U.S.C. § 2613(d)(5)-(6). 
And Section 14(d)(8) exempts from the statute’s confidentiality requirements 
information that “is required to be made public under any other provision of 
Federal law.”  Id. § 2613(d)(8). 
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occupational exposure control requirements to the affected workers. Indeed, 

Congress directed that such information be publicly available. 15 U.S.C. § 2625(j).  

The Third Circuit was required to balance the need for disclosure of 

chemical information to exposed workers against their employer’s confidentiality 

concerns when it reviewed OSHA’s Hazard Communication Standard.  See United 

Steelworkers v. Auchter, 763 F.2d 728, 740 (3d Cir. 1985) (provision barring 

OSHA from disclosing trade secrets deals only with disclosure by the Agency or 

its employees). As is the case here, OSHA was required to weigh the interests of 

chemical manufacturers in maintaining the confidentiality of chemical identity 

information against a workers’ right to know the chemicals to which they may be 

exposed.  OSHA had initially struck that balance by “declin[ing] . . . to authorize 

direct employee access to specific chemical identities of hazardous substances for 

which a trade secret is claimed.”  Id. at 742.  The Third Circuit rejected that 

decision, instead directing OSHA to permit direct employee access to claimed 

trade secret information if the workers signed a confidentiality agreement, writing 

that “confidentiality agreements are a well-accepted traditional means of allowing 

access to trade secret information while effectively protecting the owners of that 

information from irreparable harm.”  Id. at 743. 

Workers and their collective bargaining agents routinely have access to or 

are provided with confidential business information in other contexts as well.  
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Although EPA may consider process information to be CBI, see 15 U.S.C. § 

2613(c)(2), workers are usually familiar with the manufacturing processes in the 

facility where they work.  Likewise, although financial information about 

corporate profits may generally be considered CBI, unions are commonly granted 

access to such information when employers make costs an issue during collective 

bargaining. NLRB v. Truitt Mfg., 351 U.S. 149, 152-53 (1956) (employers are 

obligated to provide financial information relevant to their bargaining positions). 

Moreover, under the NLRA, unions have a right to information related to their role 

as the employees’ representative in dealing with employers on terms and 

conditions of employment, including safety and health conditions in the workplace. 

Gulf Power Co., 384 F.2d at 824 (safety and health conditions are mandatory 

subjects of bargaining: “It is inescapable that … workers, through their chosen 

representative, should have the right to bargain with the Company in reference to 

safe work practices”). 

In their comments, the Unions pointed out that in all these contexts, they 

routinely enter into confidentiality agreements with the employers as a condition of 

receiving the information to which they are entitled. The Unions proposed that 

EPA take the same approach as part of its procedure for evaluating new chemical 

applications: requiring the applicants to notify their affected employees that they 

are submitting the applications and to make the applications, the supporting 
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studies, EPA’s risk evaluation and any resulting Section 5(e) orders available to 

workers and their unions on request, contingent on the requester agreeing to 

confidentiality protections. Union Comments at 8; ER-62. The Unions’ proposal 

was consistent with Congress’ intent to “strik[e] a balance between protecting trade 

secrets . . . and broadening access to information on chemicals” to “maximize 

public availability of health and environmental information relating to chemical 

substances in commerce.” S.Rep. 114-67 at 21; Add. 78. 

C. EPA’s Failure to Respond to the Union Proposal Is Arbitrary and 
Capricious.   

 

An agency violates the APA when it ignores an important aspect of a 

regulatory problem.  Motor Vehicle Mfrs. Ass'n, 463 U.S. at 43 (holding that 

agency rules are arbitrary and capricious where an Agency fails to consider an 

important aspect of the problem). When engaged in notice-and-comment 

rulemaking, an agency must respond to significant comments that raise relevant 

points and would require a change in the rule if adopted. Perez, 575 U.S. at 96; 

Safari Aviation Inc., 300 F.3d at 1151. 

Here, the Union Comments highlighted the fact that EPA’s new chemical 

process created an important problem: that despite Congress’ intent, the process 

was completely opaque to affected workers, effectively preventing them and their 

representatives from participating in agency decisions affecting their workplace.  
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The Union Comments addressed the problem by proposing a modification of 

EPA’s proposed rule that “would resolve any tension between EPA’s interest in 

bringing greater transparency and public participation into the new chemicals and 

significant new use approval process and the submitters’ legitimate interests in 

protecting their [CBI],” while also providing affected employees with “information 

necessary to participate meaningfully in the review process and to monitor 

implementation of protective processes in their workplaces.” Union Comments at 

8; ER-62. In particular, the Unions proposed that EPA require submitters to offer 

to make relevant information about their PMNs available to their workers and/or 

the workers’ unions, with disclosure contingent on confidentiality agreements.  

And the Unions explained that this system would mirror both existing OSHA 

requirements and practices unions and employers commonly follow in collective 

bargaining.  

EPA was not entitled to ignore the Unions’ proposal. The Unions presented 

EPA with detailed significant comments that raised a significant problem: that the 

proposed rule “did not, in fact, serve the purposes . . . set out in the statute.” Altera 

Corp. & Subsidiaries v. Comm’r, 926 F.3d 1061, 1082 (9th Cir. 2019) (“An 

example” of a sufficiently detailed significant comment, which raises a significant 

problem that requires a response, is if the comment highlights how the proposed 

rule “did not in fact, serve the purposes . . . set out in the statute.”) (citing 
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American Mining Congress v. EPA, 965 F.2d 759, 771 (9th Cir. 1992)).  And the 

Unions proposed specific, valid measures the Agency could implement to address 

this problem.  Yet, EPA completely ignored the Union Comments. The Agency’s 

failure to respond to the Unions’ significant comment was arbitrary and capricious, 

in violation of the APA.  

CONCLUSION 

For the foregoing reasons, the UAW asks this Court to direct EPA to require 

Pre-Manufacture Notice (PMN) submitters to disclose relevant information to 

potentially exposed workers or their representatives so they can meaningfully 

participate in EPA’s PMN review and know what occupational exposure controls 

EPA has mandated.  

Respectfully submitted, 

/s/ Randy Rabinowitz 
Randy S. Rabinowitz 
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2242 PROPOSED RULES

[6560-01-M ]
ENVIRONMENTAL PROTECTION 

AGENCY

[40 CFR Part 720]

[OTS-050002; FRL—1022-6]

TOXIC SUBSTANCES CONTROL

Premanufacture Notification Requirements and 
Review Procedures

AGENCY: Environmental Protection 
Agency (EPA).
ACTION: Proposed rules and notice 
forms.
SUMMARY: These proposed rules and 
notice forms would implement the re-
quirements of section 5 of the Toxic 
Substances Control Act (TSCA) con-
cerning new chemical substances. 
TSCA requires each person who in-
tends to manufacture or import a new 
chemical substance for commerical 
purposes to submit a notice to EPA at 
least 90 days before manufacture or 
import commences. At the end of the 
notification period, the person may 
manufacture or import the substance 
unless EPA has taken regulatory 
action under section 5(e) or section 
5(f) to ban or otherwise regulate the 
substance.

These proposed rules and forms 
would define the applicability of these 
requirements, the information which 
must be submitted, optional informa-
tion submissions, and Agency proce-
dures for reviewing notices.
DATES: Interested persons, should 
comment on these proposed require-
ments on or before March 26, 1979.
PUBLIC MEETINGS: EPA has sched-
uled the following public meetings on 
these proposed rules and forms during 
the official comment period:
Atlanta, Georgia.......................  January 31,1979
Dallas, Texas.............................  February 1, 1979
Los Angeles, California...........  February 2, 1979
Chicago, Illinois........................  February 6, 1979
Cleveland, O h i o .... ..............  February 7,1979
Newark, New Jersey.................  February 8, 1979
Washington, D.C......................  February 13 & 14,

1979

The purpose of these meetings is to 
enable interested persons to provide 
oral comments on the proposed rule- 
making to EPA officials who are di-
rectly responsible for developing the 
rules and notice forms. See Part VI 
under “Supplementary Information” 
below.
ADDRESS: Written comments should 
bear the document control number 
OTS-050002 and should be submitted 
in triplicate to the Document Control 
Officer (TS-793), Office of Toxic Sub-
stances, U.S. Environmental Protec-
tion Agency, 401 M Street SW., Wash-
ington, D.C. 20460.

The addresses for the public meet-
ings are provided in Part VI under 
“Supplementary Information” below.
FOR FURTHER INFORMATION 
CONTACT:

Mr. John B. Ritch, Director, Indus-
try Assistance Office (TS-799), 
Office of Toxic Substances, Environ-
mental Protection Agency, 401 M 
Street SW., Washington, D.C. 20460; 
800-424-9065 toll free; in Washing-
ton, D.C. call 554-1404.

SUPPLEMENTARY INFORMATION: 
The remainder of this preamble dis-
cusses EPA’s approach to implement-
ing the premanufacture notification 
requirements, the provisions of this 
proposal, major issues addressed in de-
veloping this proposal, and anticipated 
impact. The Agency also has prepared 
a Support Document which is availa-
ble from the Industry Assistance 
Office. (See “Information Contact” 
above.) EPA requests comments on 
any aspect of this proposal and alter-
native approaches. The Agency has 
identified specific issues for comment 
in this preamble and in the Support 
Document.

Following is an index to the remain-
der of this preamble.

I. INTRODUCTION
A. STATUTORY FRAMEWORK
B. PARTS OF THIS RULEMAKING
C. GENERAL APPROACH
D. INTERIM POLICY—SUBMITTAL OF 

PREMANUFACTURE NOTICES PRIOR 
TO PUBLICATION OF THE INVENTORY

II. PROVISIONS OF THIS PROPOSAL
A. APPLICABILITY
1. Who Must Report
2. What Chemical Substances Must be Re-

ported
B. GENERAL NOTICE PROCEDURES
1. General Provisions
2. How to Assert a Claim of Confidential-

ity
3. Early Notices
4. Chemical Identity
5. New Information or Data
6. Notice of Commencement of Manufac-

ture or Import
C. INFORMATION SUBMITTALS
1. General
2. Notice Form Information
3. Test Data and Other Data
D. EPA’S PROCESSING OF NOTICES
1. Acknowledgment of Receipt
2. Confidential Treatment of Information 

Contained in Pre-manufacture Notices
3. Federal Register Notice
4. Deficient Notices
5. Extension of Notification Period
6. Supplementary Reporting
7. Supplementary Reporting—Small Busi-

ness
8. Actions Under § 5(e) or 5(f) of the Act
9. Compliance and Enforcement
III. MAJOR ISSUES
A. CONFIDENTIALITY FOR SPECIFIC 

CHEMICAL IDENTITY
B. TESTING FOR NEW CHEMICAL 

SUBSTANCES
C. SMALL BUSINESS; LOW VOLUME 

CHEMICALS
IV. IMPACTS
A. REGULATORY ANALYSIS

B. ECONOMIC IMPACTS
C. OTHER IMPACTS
D. EVALUATION PLAN
V. PUBLIC PARTICIPATION
VI. PUBLIC MEETINGS
VII. PUBLIC RECORD

I. I n t r o d u c t i o n

A. STATUTORY FRAMEWORK

Under §5 of the Toxic Substances 
Control Act (TSCA), 15 U.S.C. section 
2604, any person who intends to manu-
facture a new chemical substance for 
commercial purposes in the United 
States must submit a notice to the En-
vironmental Protection Agency (EPA) 
at least 90 days before he commences 
manufacture. Section 3(7) of the Act 
defines “manufacture” to include 
import into this country. Thus section 
5 and this proposed rulemaking apply 
to imports of new chemical substances 
as well.

Section 3(9) of the Act defines a 
“new chemical substance” as any 
chemical substance which is not in-
cluded on the list, or “inventory,” of 
existing substances published by EPA 
under section 8(b). The Agency pro-
mulgated the inventory reporting 
rules on December 23, 1977, 40 CFR 
Part 710, (42 FR 64572) and supple-
mented these rules on March 6, 1978 
(43 FR 9254) and April 17, 1978 (43 FR 
16147). The Agency presently is com-
piling this inventory and intends to 
publish it during the first half of 1979. 
Thirty days after this publication, the 
requirements of section 5 are effective.

Section 5(d)(1) of the Act defines 
the contents of a premanufacure 
notice. It requires the manufacturer to 
report certain information described 
in § 8(a)(2) of the Act (e.g., chemical 
identity, uses, and exposure data) plus 
test data and descriptions of other 
data related to the effects on health 
and the environment of the manufac-
ture, processing, distribution in com-
merce, use, and disposal of the new 
chemical substance. In general, these 
data and information must be submit-
ted to the extent they are known to or 
reasonably ascertainable by the sub-
mitter.

Section 5(b) of the Act contains ad-
ditional reporting requirements for 
chemical substances subject to testing 
rules under section 4 of the Act and 
chemicals which the Administrator, by 
rules under § 5(b)(4) of the Act, has 
determined may present unreasonable 
risks of injury to health or the envi-
ronment. Section 5(h) authorizes ex-
emptions from some or all of the re-
porting requirements for new chemical 
substances which are used for certain 
limited purposes including in small 
quantities solely for purposes of re-
search and development, for test mar-
keting, or for use as intermediates if 
there is no exposure to the substances.
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tions for data which appear in periodi-
cals listed in Appendix I of the rules. 
These are periodicals to which EPA 
has immediate access, and the number 
of periodicals listed will increase as 
the Agency’s access capacity increases. 
Second, persons are not required to re-
submit any data previously submitted 
to EPA or another Federal agency, 
provided EPA is not now prevented 
from accessing those data because of 
prior claims of confidentiality. Third, 
efficacy data need not be submitted. 
Fourth, test data on exposure to 
human or ecological populations out-
side the United States need not be 
submitted. Finally, persons need not 
submit data on impurities, byproducts, 
co-products or other related chemicals 
which are themselves included on the 
inventory.

d . e p a ’s  p r o c e s s i n g  o f  n o t i c e s

1. Acknowledgement of Receipt. 
Under the procedures proposed in 
Subpart D, EPA would acknowledge 
receipt of each premanufacture notice. 
This receipt would bear the date when 
the OTS Document Control Officer re-
ceives the notice, and the 90-day 
notice review period would begin on 
this date. As discussed below, under 
§720.34 and §720.35 EPA may extend 
the review period for up to 90 addi-
tional days.

2. Confidential Treatment of Infor-
mation Contained in Premanufacture 
Notices. When information is submit-
ted and is covered by a claim of confi-
dentiality asserted in accordance with 
these rules, EPA will disclose that in-
formation only to the extent permit-
ted by the Act, these rules, and EPA’s 
Public Information rules, 40 CFR Part 
2. Basically, this means that EPA will 
not disclose information claimed as 
confidential without prior notice to 
the submitter. If a person asserts a 
claim, but fails to submit any substan-
tiation or, in the case of a health and 
safety study, fails to submit a sani-
tized copy, he will be given an oppor-
tunity to correct this problem before 
EPA releases the information.

EPA will review all confidentiality 
claims asserted for information in 
health and safety studies, to assure 
the maximum availability of such in-
formation to the public. In addition, 
the Agency will in every case review a 
claim with respect to specific chemical 
identity prior to adding a substance to 
the inventory. EPA may review claims 
with respect to other information at 
any time; however, j the Agency will 
review most claims only upon receipt 
of Freedom of Information Act re-
quests.

EPA will deny confidentiality claims 
if it finds that disclosure of the rele-
vant materials would not reveal confi-
dential business information. In gener-
al, EPA will grant confidentiality to

materials in health and safety studies 
only if the Agency determines that re-
lease would disclose confidential infor-
mation concerning the manufacturing 
or processing process for a chemical, 
or the proportions of a mixture. How-
ever, for the period prior to com-
mencement of manufacture, EPA will 
withhold the chemical identity of a 
substance as part of a health and 
safety study if the person shows that 
release would disclose confidential 
business information. (EPA’s proposed 
resolution of the question of confiden-
tiality for specific chemical identities 
is discussed in detail in Section III A 
of this supplementary information.)

3. Federal Register Notice. Under 
section 5(d)(2) of the Act, five days 
after EPA receives a premanufacture 
notice the Agency must publish in the 
F e d e r a l  R e g i s t e r , subject to § 14, a 
notice which includes information 
identifying the new substance, its 
“uses or intended uses,” and any data 
developed pursuant to a § 4 rule or to a 
designation under § 5(b)(4) that the 
substance may present an unreason-
able risk. In implementing § 5(d)(2), 
EPA faces a conflict between the need 
to keep certain information confiden-
tial, and the need to make information 
public and thus facilitate public over-
sight of new substances as intended by 
Congress. Section 720.32 contains 
EPA’s proposed resolution of this con-
flict.

As a general rule, EPA will identify 
the substance in the F e d e r a l  R e g i s t e r  
notice by its specific identity. Howev-
er, if the submitter claims identity to 
be confidential, the Agency will identi-
fy the substance by a generic name.

If a person asserts a valid claim of 
confidentiality for use information 
submitted in a notice, EPA will protect 
this information. However, §720.42 
provides that when a person asserts 
such a claim, he must at the same time 
provide non-confidential information 
concerning the generic uses of the sub-
stance and the human and inviron- 
mental exposure which may occur. 
This exposure information will focus 
on identifying the populations which 
may be exposed to the substance (e.g., 
consumers, workers), and the extent of 
the exposure which is likely to occur. 
In addition, the person would indicate 
the degree of environmental release of 
the substance at various stages in its 
life cycle. This non-confidential data 
will be published in the § 5(d)(2) F e d -
e r a l  R e g i s t e r  notice.

EPA believes that Congress intended 
information on uses of new substances 
to be published so that the public can 
estimate the types and extent of po-
tential human and environmental ex-
posures to the substances. With an un-
derstanding of likely exposure, the 
public more effectively may exercise 
its opportunities for participating in

review of chemical risks. By providing 
for the submittal and publication of 
exposure information, EPA will ad-
dress this public need for information 
without releasing technical use infor-
mation, which may be the most com-
mercially sensitive type of information 
included in the premanufacture 
notice.

Under § 720.32(b)(3), in the section 
5(d)(2) notice EPA would list all test 
data reported as part of a premanufac-
ture notice, and would publish submit-
ter-prepared abstracts for much of 
this test data. These abstracts would 
not contain any confidential informa-
tion. EPA rejected a suggestion that it 
publish only those data developed in 
connection with § 4 testing require-
ments or § 5 (b)(4) designations. Much 
of the test data submitted with section 
5 notices will have been developed in-
dependently of the section 4 and sec-
tion 5(b)(4) requirements, but are rele-
vant to the public’s interest in new 
chemical substances.

Proposed § 720.32 provides that EPA 
will file this notice with the F e d e r a l  
R e g i s t e r  within five days after the 
Agency receives the premanufacture 
submittal. Because of this time con-
straint, the Agency .will utilize ele-
ments of the notice form for the Fed-
eral Register notice, including the sub-
mitter’s proposed generic chemical 
identity and use information. Howev-
er, if any of this information ̂ proves 
inaccurate or significantly more gener-
ic than necessary, EPA may publish 
and amended F e d e r a l  R e g i s t e r  notice, 
subject to the Agency’s confidentiality 
rules in 40 CFR Part 2.

4. Deficient Notices. The informa-
tion required to be submitted by these 
rules and the forms is necessary for 
EPA’s effective review of new sub-
stances. If a person does not follow 
these rules, EPA may consider his 
notice to be deficient.

In §720.34, EPA proposes that its re-
sponse to a deficient notice would 
depend upon the nature of the defi-
ciency, distinguishing between those 
deficiencies of a relatively minor 
nature for which the Agency may re-
quest corrections, and those which are 
more serious and which will render a 
notice invalid. Section 720.34(a) pro-
vides that within 30 days af£er receipt 
of a notice EPA may request' a submit-
ter to correct minor or technical defi-
ciencies (e.g., failure to date the 
notice; typographical errors which 
render entries unclear or ambiguous.) 
For thse types of deficiencies, the 
Agency will suspend the notification 
period for up to 30 days, pending cor-
rection of the notice. If the submitter 
does not make the correction within 
this time period, EPA may declare the 
notice to be invalid.

Section 720.34(b) identifies grounds 
for invalidation of a notice. These in-
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ENVIRONMENTAL PROTECTION 
AGENCY

40 CFR Part 720
[FRL— 1314-1; O TS-050002E]

Reproposal of Premanufacture Notice 
Form and Provisions of Rules
AGENCY: Environmental Protection 
Agency (EPA), Office of Toxic 
Substances.
a c t io n : Reproposal of Toxic Substances 
Control Act (TSCA) Premanufacture 
Notice (PMN) forms and provisions of 
rules; request for public comment.

SUMMARY: On January 10,1979, EPA 
proposed rules and notice forms to 
govern premanufacture notification for 
new chemical substances in accordance 
with section 5(a)(1)(A) of TSCA. In 
response to numerous comments, EPA is 
reproposing the following: (1) Briefer 
notice forms for domestic 
manufacturers, importers, and exporters 
that require submitters to provide 
significantly less detailed information, 
and (2) certain provisions of the rules 
concerning confidentiality and 
supplemental reporting.
DATES: Written comments must be 
submitted by November 30,1979. EPA 
will meet with interested members of 
the public who wish to discuss and 
comment on this reproposal from 
October 16,1979 to November 30,1979. 
Following the 45-day period, the Agency 
will hold at least one public meeting to 
discuss the comments. Persons who 
want to meet with Agency 
representatives either during or after the 
comment period should refer to the 
section of this notice entitled 
“Comments and Public Meetings”. 
ADDRESS: All comments should bear the 
identifying notation OTS-050002E and 
be addressed to Document Control 
Officer, Office of Toxic Substances (TS- 
793), EPA, 401 M Street, SW., 
Washington, D.C. 20460.
FOR FURTHER INFORMATION CONTACT:
Mr. John B. Ritch, Director, Industry 
Assistance Office (TS-799), U.S. 
Environmental Protection Agency, 401 M 
Street, SW., Washington, D.C. 20460; 
800-424-9065 toll free; in Washington, 
D.C., please call 554-1404. 
SUPPLEMENTARY INFORMATION: EPA 
proposed the Premanufacture 
Notification Requirements and Review 
Procedures (40 CFR Part 720) on January 
10,1979 (44 FR 2242). Section 5(a)(1)(A) 
of TSCA requires each person who

intends to ̂ manufacture or import a new 
chemical substance for a commercial 
purpose to submit a PMN to EPA at least 
90 days before he commences such 
manufacture or importation. A “new” 
chemical substance is one that is not 
included on the TSCA section 8(b) 
Inventory of Chemical Substances. At 
the end of the notification period, the 
person may manufacture or import the 
substance unless EPA has taken action 
to ban or otherwise regulate the 
substance. The requirement to submit 
PMN’s took effect on July 1,1979, 30 
days after EPA first published the TSCA 
Inventory (44 FR 28558 May 15,1979]. 
Thirty days after the Agency publishes 
the Revised Inventory [see 44 FR 28558, 
28561-64] the premanufacture 
requirements will apply to importers of 
new chemical substances as a part of 
mixtures. On May 15,1979, EPA 
published a Statement of Interim Policy 
(44 FR 28564) to govern the submittal 
and review of premanufacture notices 
prior to promulgation of the final rules 
and forms. Under the Interim Policy, a 
PMN must satisfy the requirements of 
section 5 of TSCA.

Follow ing is an ind ex to the rem ainder 
o f this pream ble and the m ajor elem ents 
o f thisTeproposal.

Preamble
I. The Premanufacture Notice Form
A. January 10 P roposed Form
1. General Approach
2. Summary of;Public Comments
B. R evised PMN Form  
1. General Approach 

i2..Optional Part
.3. Forms.for Importers and Exporters 
4. Estimated Costs
C. R elated  Issues
1. Customer Information
2. ¿Farm for Low Volume Substances
3 .  FdllowupReporting
D. Section-by-Section R eview
1. Manufacturer Identification
2. Production and Marketing Data
3. Federal Register Notice
4. Risk Assessment Data
5. Worker Exposure
6. Environmental Release
7. Byproducts, Co-products, Feedstocks and 

Intermediates
8. Transport
9. Process Flow Description
10. Consumer and Commercial Exposure
11. Confidentiality
A. Issues A ddressed in this Proposal
B. Asserting and Substantiating Claims o f  

C onfidentiality
1. January 10 Proposal
2. Summary of Comments on January 10 

Proposal
3. Revised Approach for Asserting and 

Substantiating Claims of Confidentiality
C. Subm ittal o f G eneric Inform ation i f  

Certain ‘‘Inform ation is C laim ed 
C onfidential

1. January 10 Proposal

2. Summary of Comments on January 10 
Proposal

3. Revised Approach
III. Supplemental Reporting
A. January 10 Proposal
B. Summary o f Comments on January 10 

P roposal
C. R evisions to Proposed  § 720.50
D. R evisions to P roposed  § 720.51
IV. Costs and Economic Impact Issues
A. January 10 Proposal
B. Summary o f Comments on January 10 

P roposal
C. R evised A nalysis
V. Comments and Public Meetings
IV. Public Record

Reproposed Premanufacture Rules
I. Confidentiality: 40 CFR 720.40-.45
II. Supplemental Reporting: 40 CFR 720.50 

and 720.51

Revised PMN Forms
I. General Premanufacture Notice Form (Form 

for Domestic Manufacturers)
Appendix A.—Instructions for Asserting 

and Substantiating Claims of 
Confidentiality •

Appendix B.—Examples of Asserting and 
Substantiating Claims of Confidentiality 

Appendix C.—Examples of Process 
Descriptions

II. Importers Form
III. Exporters Form

I. The Premanufacture Notice Form

A. January 10 Proposed Form
1. G eneral Approach. The January , 

proposal included the following four 
separate notice forms that were similar 
in scope and content but designed for 
different purposes: (1) Domestic 
manufacturers, (2) importers, (3) 
processers, and (4) foreign 
manufacturers/suppliers.

The form for domestic manufacturers 
and importers contained mandatory and 
optional parts. The mandatory parts 
primarily required information on the 
identity of the manufacturer or importer, 
the specific identity of the new chemical 
substance; and production, use, and 
human and environmental exposure. 
Submitters were required to provide the 
information requested in the mandatory 
parts to the extent it was “known to or 
reasonably ascertainable by” them. The 
optional parts identified information 
concerning engineering and industrial 
hygiene safeguards, economics, and the 
assessment of the sufficiency of data 
submitted on health and environmental 
effects. If a submitter believed that 
additional information, other than that 
requested in the form, would 
significantly affect EPA’s assessment of 
risk, he could provide it voluntarily. EPA 
intended for the notice submitter to 
consider the properties of the new 
chemical substance, the nature of the 
business venture, and the costs of 
completing the optional section(s) when
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manufacturer’s identity is substantiated 
by signing a certification statement 
similar to the one required to 
substantiate confidentiality claims on 
the Inventory reporting form. This is all 
the substantiation that would be 
required.

For production volume, use data, and 
process information, in addition to 
signing the certification statement, the 
submitter would be required to answer 
two questions. The first asks whether 
the submitter’s confidentiality concern 
will be met if the link between the 
manufacturer’s (or inporter’s) identity 
and the item claimed confidential is not 
disclosed. The second asks whether the 
submitter’s confidentiality concern will 
be met if the link between the specific 
chemical identity and the item claimed 
confidential is not disclosed. The two 
questions arh designed to lessen the 
need for multiple confidentiality claims.

Finally, to substantiate a claim of 
confidentiality for chemical identity and 
for the category of “other” claims, the . 
submitter would respond to a series of 
questions. Detailed substantiation is 
required for each item in the category 
"other” because the information does 
not fall within one of the five categories 
identified by EPA. In addition, 
submitters would be required to explain 
why disclosure of the specific 
information would disclosure 
confidential information if the link 
between the company and the item is 
not disclosed and if the link between the 
chemical identity and the item is not 
disclosed.

In January, EPA proposed in 
§ 720.40(c)(1) that a submitter who 
asserts a claim of confidentiality for 
chemical identity or health and safety 
data must substantiate the claim in his 
PMN. Under proposed § 720.40(c)(2), if 
the company does not provide this 
substantiation, EPA would notify the 
company and give it ten days to provide 
the substantiation before the Agency 
would place the information in the 
public record. EPA included this latter 
provision to ensure that submitters who 
assert claims, but who unintentionally 
fail to substantiate them, are given an 
opportunity to correct this error. The 
Agency did not intend for proposed 
§ 720.40(c)(2) to affect the requirement in 
§ 720.40(c)(1) that companies must 
substantiate claims for chemical identity 
and health and safety data at the time 
they submit their PMN’s.

At this time, EPA is not proposing to 
change section 720.40(c)(2). However, 
EPA is considering whether it should 
eliminate this provision in the final rules 
if the Agency adopts its new scheme for 
substantiating all claims when PMN’s 
are submitted. A major reason for

requiring substantiation when PMN’s 
are submitted is to eliminate delays in 
giving the public information which is 
not entitled to confidential treatment. 
Proposed § 720.40(c)(2) is not entirely 
consistent with this goal because it 
requires EPA to go back to submitters in 
all cases where claims are made but 
substantiation is missing. Further, in 
most cases EPA will not need to go back 
to submitters because they will have 
adequate notice of the Agency’s 
substantiation requirements and should 
be expected to undertake reasonable 
steps to ensure that their PMN’s are 
complete. EPA requests comments on 
whether it should retain proposed 
§ 720.40(c)(2) in the final rules if it 
promulgates the reproposed scheme for 
substantiating claims of confidentiality.

H ealth and S afety  Studies. The 
January 10 proposal would require the 
submitter to respond to a list of 
questions when substantiating 
confidentiality claims for information 
included in health and safety studies. 
This procedure was proposed because 
of the Act’s special provisions for 
release of data from health and safety 
studies. EPA is proposing an alternative 
to the January 10 proposal which is 
consistent with the new approach 
described above. Information within a 
health and safety study may be claimed 
confidential by linking the information 
claimed to any of the categories 
proposed by the Agency. In addition, 
because of the specific language of 
section 14(b) of TSCA, a person may 
claim an item of data from a health and 
safety study as confidential because it 
would reveal confidential information 
on the portions of the substance in a 
mixture. This is claimed confidential by 
identifying the item with an "M”.

Because of the Act’s special 
provisions for release of data from 
health and safety studies, EPA will deny 
any claim of confidentiality that does 
not establish that disclosure of the 
information claimed would reveal the 
following confidential information:

Specific chemical identity of the chemical 
substance (only until the commencement of 
manufacture)

Process information
Portions of a mixture
Other information that is unrelated to the 

effects of the substance on human health and 
the environment.

Section 3(6) of the Act defines "health 
antj safety study” to include "studies of 
occupational exposure.” Any exposure 
information provided on the PMN form 
derived from a “health and safety 
study” is subject to the special 
provisions of section 14(b) of the Act 
and those described in this section for 
asserting and substantiating claims of

confidentiality for health and safety 
studies. In particular, both section A, 
subsection 3; and section B, subsection 3 
of Part II of the form would require 
reporting about worker exposure to the 
extent such information is known to or 
reasonably ascertainable by the 
submitter.

EPA specifically invites comment on 
the extent to which exposure 
information in PMN’s is included in the 
general definition of “health and safety 
study”. As stated in its January 10 
proposal (44 FR 2242, 2258, 2264), EPA 
interprets the term broadly so that much 
of the informatioti on exposure included 
in PMN’s could be subject to section 
14(b). In addition, the Agency solicits 
comments on how its proposed scheme 
for asserting and substantiating claims 
of confidentiality should be explained 
and applied to health and safety data 
contained in the forms themselves. 
A nalysis o f  the R evised  Proposal fo r  
Asserting and Substantiating 
Confidentiality Claims

EPA’s revision of the procedures for 
asserting and substantiating 
confidentiality claims is based on a 
variety of administrative and policy 
considerations. These include the need 
to provide non-confidential PMN 
information to the public, to provide the 
Agency with information necessary to 
make judgments under FOLA, and to 
establish a mechanism for persons to 
assert claims of confidentiality, with a 
minimum burden and uncertainty as to 
the criteria the Agency will use in 
making its determinations.

EPA’s responsibility to provide PMN 
information to the public is an 
affirmative one, extending beyond any 
requirement merely to comply with 
FOIA. Section 5(d)(1) states explicitly 
that the PMN must be made available 
for "examination by interested persons,” 
subject to section 14. Further, section 
5(d)(2) requires EPA to publish a Federal 
Register notice which identifies the 
chemical substance, lists the uses or 
intended uses, and describes test data. 
More generally, TSCA includes a variety 
of provisions whereby citizens can 
petition the Agency to take particular 
actions with respect to premanufacture 
notices. EPA interprets such provisions 
as indicating that, while the Agency is to 
be the primary decisionmaker regarding 
new chemical substances, strong citizen 
involvement was intended. Effective 
participation is impossible if the 
maximum amount of information is not 
made available to the public.

The proposed scheme serves to 
increase public information in several 
ways. First, by focusing submitters’ 
attention on why items are being 
claimed confidential and by indicating
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IN THE UNITED STATES COURT OF APPEALS 
FOR THE NINTH CIRCUIT 

 
 
ALASKA COMMUNITY ACTION   ) 
ON TOXICS,     ) 

Petitioner,  ) Case No. 25-158 
       ) Consolidated with  
   v.    ) Cases No. 25-572, 25-573 
       ) 
U.S. ENVIRONMENTAL PROTECTION  ) 
AGENCY, et al.,     ) 

Respondents. )  
 

 

DECLARATION OF DARIUS SIVIN, PhD. 

1. I, Darius D. Sivin, declare under penalty of perjury that the following 

statements are true and correct to the best of my knowledge and belief and 

that they are based upon my personal knowledge. 

2. I am an occupational health and safety professional, with extensive 

experience investigating hazards and making recommendations to improve 

health and safety in occupational settings. I have a PhD. in Public Health, 

which I received from Johns Hopkins University in 2002. 

3. Since 2002, I have been employed by the United Automobile, Aerospace & 

Agricultural Implement Workers of America, AFL-CIO (the UAW 

International Union, UAW) as an International Representative. The UAW 

represents approximately one million active and retired members in North 
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America, with members in almost every sector of the economy, including 

corporations of all sizes engaged in manufacturing. These members are 

routinely exposed to toxic chemicals in their workplaces and are vitally 

interested in knowing the identity of these chemicals, their potential toxicity, 

and all legal obligations their employers must follow to ensure their safe use. 

4. In my professional capacity, I provide the International Union, UAW and its 

local union affiliates with technical support, investigations and 

recommendations dealing with chemicals and other occupational hazards. In 

assisting the International Union, UAW and its local unions in their capacity 

as the exclusive collective bargaining agent for workers in a variety of 

settings, I have negotiated health and safety provisions in collective 

bargaining agreements, including securing agreement for the elimination of 

carcinogens in an auto parts factory. In addition, on behalf of the 

International Union, UAW, I have developed and delivered testimony to 

congressional committees and authored and collaborated with other unions 

on comments to various federal agencies (including the Occupational Safety 

and Health Administration and the Environmental Protection Agency) on 

proposed regulations affecting worker health and safety.    

5. In February 2023, while participating in a plant walkthrough preceding 

contract negotiations, I received information from a company health and 
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safety official that two chemicals in the manufacturing process were covered 

by an EPA “consent order.”1 Based on my familiarity with EPA’s new 

chemical processes, I knew that a “consent order” issued in connection with 

a new chemical referred to an order EPA issues under Section 5(e) of the 

Toxic Substances Control Act, 15 U.S.C. § 2604(e), which governs the 

manner in which a company is permitted to use a new chemical.  

6.  Exercising its rights under Section 8(a)(5) of the National Labor Relations 

Act, 29 U.S.C. § 158(a)(5), which gives a union the right to information 

relevant to its functions as a collective bargaining representative, the union 

requested a copy of the consent order. The company’s lawyers refused, 

claiming that it was confidential business information (CBI). The company 

did provide the union with copies of the safety data sheets (SDSs) for each 

of the chemicals, as required by OSHA’s Hazard Communication Standard, 

29 C.F.R. § 1910.1200. One of the ingredients on one of the SDS’s was 

listed only as an “additive,” without a chemical name or CAS number.  

7. I tried to use EPA’s data website, ChemView, to obtain information about 

these chemicals. ChemView permits searches by the name of the PMN 

 
1 As I explain below, the UAW subsequently received information about the 
chemicals under a confidentiality agreement. In compliance with that agreement, I 
am not disclosing the name or location of the company, nor the identity of the 
chemicals.  
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submitter, the assigned case number, the chemical name and/or its proposed 

use. With only the name and location of the employing company, I was 

unable to retrieve any information from ChemView. I subsequently learned 

that the reason my search by name was unsuccessful was that the PMN 

submitter was not the employer but was instead a parent company or 

supplier. In preparing this Declaration, I again searched ChemView and was 

able to find the Pre-Manufacturing Notice (PMN) for one of the two 

chemicals. 

8. The company subsequently provided the UAW with information about the 

chemicals; under a previously signed confidentiality agreement. Unions and 

companies routinely enter into these kinds of confidentiality agreements 

during collective bargaining, to balance the union’s NLRA rights to 

information relevant to its representational role and the employer’s rights to 

protect CBI. OSHA’s Hazard Communication Standard similarly permits 

employers to demand confidentiality agreements as a condition of disclosing 

safety and health information. 20 C.F.R. § 1910.1200(i)(3). 

I declare under penalty of perjury that the foregoing is true and correct to the best 

of my recollection. 

Dated:  October 14, 2025 

       _______________________ 
       Darius D. Sivin, PhD. 
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