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IN THE UNITED STATES DISTRICT COURT 
FOR THE EASTERN DISTRICT OF LOUISIANA  

 
 
UNITED STATES OF AMERICA,  
 
                Plaintiff, 
 
                 v.  

 
DENKA PERFORMANCE ELASTOMER, 
LLC, et al.  
 
              Defendants.  
 

 
 
 
Civ. No. 2:23-cv-735 
 
Judge Barbier (Section “J” (5)) 
 
Magistrate Judge North 

 
UNOPPOSED MOTION FOR LEAVE TO APPEAR AS AMICI CURIAE  

 
The American Chemistry Council (“ACC”), Louisiana Chemical Association (“LCA”), the 

Chamber of Commerce of the United States of America (“Chamber”), and the National 

Association of Manufacturers (“NAM”) respectfully request that this Court grant leave to 

participate as amici curiae in the above-captioned case and accept the attached amicus brief.  The 

brief provides amici’s unique perspective on one issue raised in this enforcement case that is 

important to a broad swath of American industry:  the nature of Environmental Protection Agency 

(“EPA”) Integrated Risk Information System (“IRIS”) values, and the appropriate legal context in 

which such a value may be used. 

Counsel for the amici has conferred with counsel for the Plaintiff and counsel for the 

Defendants regarding this Motion and is authorized to state that Defendants consent to the relief 

requested in the Motion and that Plaintiff takes no position on the Motion. 

THE AMICI AND THEIR INTERESTS 

The American Chemistry Council (“ACC”) is a trade association representing the leading 

companies engaged in the business of chemistry, a $486 billion enterprise and a key element of 

the nation’s economy.  ACC participates on behalf of its members in administrative proceedings 
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and in litigation arising from those proceedings.   

The Louisiana Chemical Association (“LCA”) is a local trade association that represents 

63 member companies in the chemical manufacturing sector throughout Louisiana.  LCA stands 

as a representative of one of the cornerstone industries in this state’s economy. 

The Chamber of Commerce of the United States of America (“Chamber”) is the world’s 

largest business federation.  It represents approximately 300,000 direct members and indirectly 

represents the interests of more than 3 million companies and professional organizations of every 

size, in every industry sector, and from every region of the country.  An important function of the 

Chamber is to represent the interests of its members in matters before Congress, the Executive 

Branch, and the courts.  To that end, the Chamber regularly files amicus curiae briefs in cases, like 

this one, that raise issues of concern to the nation’s business community. 

The National Association of Manufacturers (“NAM”) is the largest manufacturing 

association in the United States, representing small and large manufacturers in all 50 states and 

every industrial sector.  Manufacturing employs nearly 13 million men and women, contributes 

$2.91 trillion to the U.S. economy annually, has the largest economic impact of any major sector, 

and accounts for over half of all private-sector research and development in the nation.  The NAM 

is the voice of the manufacturing community and the leading advocate for a policy agenda that 

helps manufacturers compete in the global economy and create jobs across the United States. 

ARGUMENT 

While the Federal Rules of Civil Procedure do not contain provisions governing the 

participation of amici curiae at the district court level, it is well established that this Court has the 

authority to allow participation of amici curiae.  Thibodeaux v. Africk, 2014 WL 3796078 (E.D. 

La. July 30, 2014) (Order granting amicus curiae United States’ Motion to Dismiss Pursuant to 
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Rule 12(b)(6)); In Re: Oil Spill by the Oil Rig "Deepwater Horizon" in the Gulf of Mexico, on 

April 20, 2010, 2:10-md-02179-CJB-DPC, Rec. Doc. 6367 (E.D. La. Apr. 26, 2012) (Order 

granting Motion for Leave to File Response of Amicus Curiae American Shrimp Processors 

Association); Barisich et al. v. BP, PLC et al., 2:10-cv-01324-CJB-JCW, Rec. Doc. 88 (E.D. La. 

May 25, 2010) (Order granting Motion for Leave to File Joinder or alternatively Amicus 

Submission in Support of Plaintiffs’ Motion for Court Supervision).  It is within the court’s 

discretion to permit or deny amicus briefing.  Halo Wireless, Inc. v. Alenco Commc’ns. Inc. (In re 

Halo Wireless, Inc.), 684 F.3d 581, 596 (5th Cir. 2012); United States v. Hamden, 2021 WL 

809376 at 5 (E.D. La. Mar. 3, 2021) (“Hamden”) (citing United States v. Davis, 180 F. Supp. 2d 

797, 799 (E.D. La. 2001) (“Davis”)).  

In this case, EPA argues that chloroprene emissions over 0.2µg/m3 represent an “imminent 

and substantial endangerment” based on a value set forth in the EPA’s Integrated Risk Information 

System (“IRIS”) assessment.  Denka defends by arguing that EPA has failed to demonstrate that 

emissions from the plant present an imminent and substantial threat of irreparable harm.  Neither 

the government’s motion nor Denka’s opposition discuss the nature and intended use of an IRIS 

value, and amici seek to help the Court understand that issue and that issue alone.  As set forth in 

the attached brief, an IRIS assessment is an estimate of the highest potential risk from exposure to 

a certain substance over a lifetime.  IRIS is a human health assessment program that looks at 

information on the potential health effects of certain chemicals.  IRIS analyses are not regulations, 

they are not prepared pursuant to any particular statute, and they are not authorized by Congress.  

Nor are they subject to the due process protections that are part of regulations, such as notice-and-

comment and the right to immediate judicial review.   
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Decisions from this Court have identified several factors as relevant to a district court’s 

decision on whether to grant amicus status in a particular case.  United States v. City of New 

Orleans, 2022 WL 4465534 at 2 (E.D. La. Sept. 26, 2022); Hamden, 2021 WL 809376 at 5; Davis, 

180 F. Supp. 2d at 800.  Those factors include: (1) whether the amicus brief is useful to the Court; 

(2) whether the amicus brief is neutral; (3) whether the amicus brief is arguing fact issues; and (4) 

whether the parties oppose the participation of the amicus.  Id.1 Here, these factors weigh in favor 

of granting this Motion. 

First, amici’s proposed brief will be useful to the Court because it will help the Court 

understand what an IRIS value actually is, how it is used by EPA in the development of regulations, 

and its relevance to an enforcement case.  Neither party has addressed precisely this issue.  Amici 

will also provide context not provided by the parties to the case regarding the potential impacts of 

using an IRIS value for enforcement purposes.   

Second, the proposed brief is neutral in the context of this litigation.  Amici take no position 

on the nature of emissions from the plant at issue in this case, or, for example, on whether the 

Government has shown or could show a basis for the relief that it seeks that is not reliant on the 

IRIS value at issue in this case.   

Third, the proposed brief does not argue any factual issues.  Again, the proposed brief will 

explain only what an IRIS value is and is not, and discuss its proper uses. 

Finally, none of the parties oppose this motion for leave to appear as amici curiae.  In sum, 

the above-mentioned factors favor granting this motion for leave to appear as amici.  Amici’s 

 

1 Parties are represented by competent counsel.  
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proposed brief would assist the Court’s deliberations as it considers the Government’s pending 

motion for a preliminary injunction.  

CONCLUSION 

Accordingly, amici respectfully request that this Court grant them leave to file the attached 

proposed brief. 

 

Dated: August 14, 2023 Respectfully submitted, 
 

/s/ Greg L. Johnson     
Greg L. Johnson (La. Bar No. 24477) 
Kathryn Z. Gonski (La. Bar No. 33442) 
LISKOW & LEWIS, APLC 
701 Poydras Street, Suite 5000 
New Orleans, LA 70139 
Telephone: 504-581-7979 
Email: gljohnson@liskow.com 

kzgonski@liskow.com 
 

Counsel for the American Chemistry Council, the 
Chamber of Commerce of the United States of 
America, the Louisiana Chemical Association, and 
the National Association of Manufacturers 

 
 
 

CERTIFICATE OF SERVICE 

I hereby certify that on this 14 day of August, 2023, a copy of the foregoing Unopposed 

Motion for Leave to Appear as Amicus Curiae was filed with the Clerk of Court through the 

CM/ECF system, which will send notice of electronic filing to all counsel of record who have 

consented to electronic notification. 

 /s/ Greg L. Johnson     
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IN THE UNITED STATES DISTRICT COURT 
FOR THE EASTERN DISTRICT OF LOUISIANA  

 
 
UNITED STATES OF AMERICA,  
 
                Plaintiff, 
 
                 v.  

 
DENKA PERFORMANCE ELASTOMER, 
LLC, et al.  
 
              Defendants.  
 

 
 
 
Civ. No. 2:23-cv-735 
 
Judge Barbier (Section “J” (5)) 
 
Magistrate Judge North 

ORDER  

Considering the Unopposed Motion to File Amicus Curiae; 

IT IS HEREBY ORDERED that the Unopposed Motion to File Amicus Curiae is 

GRANTED. 

New Orleans, Louisiana this _____ day of August, 2023. 

 

       
THE HON. CARL J. BARBIER 
UNITED STATES DISTRICT JUDGE 
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THE UNITED STATES DISTRICT COURT 
FOR THE EASTERN DISTRICT OF LOUISIANA  

 
 
UNITED STATES OF AMERICA,  
 
                Plaintiff, 
 
                 v.  

 
DENKA PERFORMANCE ELASTOMER, 
LLC, et al.  
 
              Defendants.  
 

 
 
 
Civ. No. 2:23-cv-735 
 
Judge Barbier (Section “J” (5)) 
 
Magistrate Judge North 

 
 

AMICUS BRIEF OF THE AMERICAN CHEMISTRY COUNCIL,  
THE CHAMBER OF COMMERCE OF THE UNITED STATES OF AMERICA,  

THE LOUISIANA CHEMICAL ASSOCIATION, AND  
THE NATIONAL ASSOCIATION OF MANUFACTURERS  

 
INTRODUCTION 

This case is an enforcement action brought by the United States Environmental Protection 

Agency (“EPA”) against Denka Performance Elastomer, LLC (“Denka”) alleging that  

chloroprene emissions from certain Denka neoprene manufacturing operations present an 

imminent and substantial endangerment to public welfare under Section 303 of the Clean Air Act, 

42 U.S.C. § 7603 because they exceed levels set forth in an EPA database known as the Integrated 

Risk Information System (“IRIS”).1  While EPA contends that it is enforcing the prohibition in 

Section 303 directly, both the complaint and EPA’s response to interrogatories make clear that it 

 
1 Complaint ¶¶ 1, 13, United States v. Denka Performance Elastomer, LLC, No. 2:23-cv-735 (E.D. La. 
2023). 
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is bringing this action based on the chloroprene IRIS value, which EPA is effectively treating as a 

regulatory standard.2   

IRIS values, however, are not statutes or regulations.  As EPA has stated, “IRIS values are 

not legally binding”3 and the use of an IRIS value as the basis of an enforcement action in this case 

is highly unusual, if not unprecedented.  Amici file this brief to help the Court understand the 

nature of IRIS values, and the appropriate legal context in which such a value may be used.4   

The outcome of this enforcement action could have a substantial impact on many other 

businesses in the United States.  If the use of IRIS as a basis for enforcement is upheld, companies 

will understand that they can be found liable for causing imminent and substantial endangerment 

on the basis of a theoretical upper bound hazard assessment that has undergone neither judicial 

review nor formal notice and comment, seemingly rendering irrelevant the companies’ compliance 

with statutes, regulations and permit requirements that have undergone notice and comment 

processes and were judicially reviewable. 

BACKGROUND5 

 Amici are the American Chemistry Council (“ACC”), the Chamber of Commerce of the 

United States of America (“the Chamber”), the Louisiana Chemical Association (“LCA”), and the 

National Association of Manufacturers (“NAM”).   

 
2 See United States Response to Interrogatory No.4 (May 31, 2023) (equating any exceedance of the 
chloroprene IRIS value with an imminent and substantial threat) (Exhibit 41 to Denka’s Opp’n to Mot. For 
Prelim. Inj.). 
3 National Primary Drinking Water Regulations: Minor Revisions to Public Notification Rule and 
Consumer Confidence Report Rule, Proposed Rule, 66 Fed. Reg. 46928, 46929 (Sept. 7, 2001) (“Water 
Rule”). 
4 Neither plaintiff nor defendants provide the type of legal analysis of the IRIS value that is set forth in this 
brief.  
5 Amici curiae state that no counsel for any party authored this brief in whole or in part and no entity or 
person, aside from amici curiae, their members, or their counsel, made any monetary contribution intended 
to fund the preparation or submission of this brief. 
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ACC is a trade association representing the leading companies engaged in the business of 

chemistry, a $486 billion enterprise, and a key element of the nation’s economy.  ACC participates 

on behalf of its members in administrative proceedings and in litigation arising from those 

proceedings.6 

The Chamber is the world’s largest business federation.  It represents approximately 

300,000 direct members and indirectly represents the interests of more than 3 million companies 

and professional organizations of every size, in every industry sector, and from every region of the 

country.  An important function of the Chamber is to represent the interests of its members in 

matters before Congress, the Executive Branch, and the courts.  To that end, the Chamber regularly 

files amicus curiae briefs in cases, like this one, that raise issues of concern to the nation’s business 

community.7 

LCA is a nonprofit Louisiana corporation, composed of 63 members with over 100 

chemical manufacturing plant sites in Louisiana.  LCA was formed in 1959 to promote a positive 

business climate for chemical manufacturing that ensures long-term economic growth for its 

member companies.  LCA members are committed to excellence in safety, health, security, and 

environmental performance and to earning their “license to operate.”  LCA participates on behalf 

of its members in administrative proceedings and in litigation arising from those proceedings.8 

The NAM is the largest manufacturing association in the United States, representing small 

and large manufacturers in all 50 states and every industrial sector.  Manufacturing employs nearly 

 
6 ACC has no parent corporation, and no publicly held company has 10 percent or greater ownership in 
ACC. 
7 The Chamber has no parent corporation, and no publicly held company has 10% or greater ownership in 
the Chamber. 
8 LCA has no parent corporation, and no publicly held company has a 10% or greater ownership interest 
in LCA.   
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13 million men and women, contributes $2.91 trillion to the U.S. economy annually, has the largest 

economic impact of any major sector, and accounts for over half of all private-sector research and 

development in the nation.  The NAM is the voice of the manufacturing community and the leading 

advocate for a policy agenda that helps manufacturers compete in the global economy and create 

jobs across the United States.9 

ARGUMENT 
 
I. IRIS VALUES ARE INTENDED TO BE USED FOR INFORMATIVE PURPOSES 

ONLY, AND ARE NEITHER LEGALLY BINDING NOR INTENDED FOR 
REGULATORY PURPOSES WITHOUT CLOSE INQUIRY INTO THEIR 
ACCURACY AND VALIDITY 

In this enforcement action, EPA alleges imminent and substantial endangerment because 

modeled chloroprene emissions have at times exceeded 0.2 micrograms per cubic meter (μg/m³) 

outside the facility fence line.  However, this 0.2 μg/m³ “limit” or ambient standard is not found 

in any applicable law, regulation, or term of a duly issued permit.  Instead, EPA relies on its IRIS 

value for chloroprene for this number.10  As described below, IRIS values are developed by EPA 

as part of an EPA database that summarizes information on the potential adverse human health 

effects of certain chemicals.  IRIS values are not legally binding, and are not regulatory standards.  

Additionally, IRIS values are the product of a process that, on the advice of the National Academy 

of Sciences (“NAS”) and at the direction of Congress, EPA has been working to reform for over a 

decade.  

 
9 The NAM has no parent corporation, and no publicly held company has 10% or greater ownership in the 
NAM. 
10 See Complaint ¶¶ 9-11, 12, United States v. Denka Performance Elastomer, LLC, No. 2:23-cv-735 
(E.D. La. 2023). 
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A. IRIS is Non-Binding Guidance Used by EPA to Assess the Possible Effects of 
Chemical Exposure – not to Definitively Measure Adverse Effects of Exposure 

IRIS is an EPA database that summarizes information on the potential adverse human 

health effects of certain chemicals.  IRIS Background Paper (Feb. 1993) (“Background Paper”) at 

1.11  The “core of IRIS” is three “summary sections” for each chemical that summarize estimates 

of noncancer health effects from oral exposure, noncancer health effects from inhalation, and of 

cancer risks.  Id. at 3. 

One purpose of these summaries is to address the “dose-response” relationship of the 

chemical (the “relationship between the magnitude of the effect and the dose inducing such an 

effect”).  Id. at 1.  IRIS entries often include a variety of statistics, or “values,” to help summarize 

this relationship.  Id. at 3-4.  Here, key values include: (1) the Risk-Specific Concentration, which 

reflects the level at which exposure to the chemical is estimated to create a 1-in-1,000,000 lifetime 

cancer risk; and (2) the Inhalation Unit Risk estimate (“IUR”), which reflects the statistical “upper-

bound” on the “increased likelihood that an individual will develop cancer” from a lifetime 

exposure to “1 microgram per cubic meter (1 µg/cu.m) in air[.]”  Id. at 4.12 

IRIS assessments are not prepared pursuant to any particular statute, and IRIS was never 

authorized by Congress.13  Rather, IRIS is an EPA initiative, designed to establish a starting point 

for EPA staff across a variety of regulatory programs.  Background Paper at 2, 5.  EPA 

 
11 Available at: EPA Background Paper, https://nepis.epa.gov (last visited Aug. 14, 2023).  
12 Denka refers to the term “IUR” to describe the basis of EPA’s enforcement action.  See Denka 
Performance Elastomer LLC’s Opp’n To Mot. for Prelim. Inj. at 13-21 (July 18, 2023).  The IUR is one 
important component of an IRIS value.  Because amici are providing this Court with legal analysis on the 
broader nature of IRIS values beyond their relevance solely to this enforcement action, amici address the 
“IRIS value” here.    
13 EPA maintains IRIS under a patchwork of research authorities, none of which expressly authorizes IRIS.  
See, e.g., EPA Fiscal Year 2022 Justification of Appropriation Estimates for the Committee on 
Appropriations, Tab 03: Science and Technology, at 108. Available at: 
https://www.epa.gov/system/files/documents/2021-07/fy22-cj-03-science-technology.pdf (last updated 
May 2021). 
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acknowledges that explicitly in its IRIS guidance, stating that “[c]ombined with specific situational 

exposure assessment information, the summary health hazard information in IRIS may be used as 

one source in evaluating potential public health risks of or from environmental contaminants”.  

Background Paper at 3 (emphasis added).  The NAS, an organization whose relevant 

recommendations Congress required EPA to assess in every CAA rulemaking,14 reviewed EPA’s 

recent draft of its now-finalized IRIS Handbook, which describes EPA’s current process for 

developing an IRIS assessment.  In summarizing the role of the IRIS program in risk assessments, 

NAS stated that IRIS assessments are “used to inform risk assessments” – not to serve as the risk 

assessment itself.15   

B. Use of an IRIS Value as a Bright Line Threshold, as EPA Does Here, Is at 
Sharp Variance With Over Thirty Years of EPA Risk Assessment Policy  

EPA’s position in this case – that it can rely exclusively on an IRIS value to bring an 

enforcement action for a violation of the Clean Air Act – is contrary to its own guidance on the 

nature and purpose of IRIS values.  EPA’s IRIS guidance states that “IRIS values are not entitled 

to conclusive weight” and that “[i]f an outside party questions IRIS values during the course of an 

EPA proceeding . . . EPA will consider all credible and relevant information before it in that 

proceeding.”  Water Rule, 66 Fed. Reg. at 46929. 

For example, in promulgating rules for benzene emissions, EPA did not use the benzene 

IRIS value, let alone rely on it exclusively.  Instead, EPA evaluated the broader scientific record 

and chose a risk value based on that record.  See 53 Fed. Reg. 28496, 28506 (July 28, 1988).  

Indeed, when Congress significantly amended Section 112 of the Clean Air Act in 1990 to address 

 
14 See 42 U.S.C. § 7607(d)(3). 
15 National Academy of Sciences, Review of U.S. EPA ORD Staff Handbook for Developing IRIS 
Assessments: 2020 Version at 1 (Nov. 2021) (emphasis added) (“IRIS Handbook peer review”) available 
at: https://nap.nationalacademies.org/catalog/26289/review-of-us-epas-ord-staff-handbook-for-
developing-iris-assessments (last visited Aug. 14, 2023). 
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air toxics, it specifically preserved the interpretation of Section 112 set forth in EPA’s 1989 

benzene rule promulgating National Emissions Standards for Hazardous Air Pollutants (NESHAP) 

for benzene, 54 Fed. Reg. 38044 (Sept. 14, 1989), explicitly embedding that interpretation into the 

statute’s residual risk provisions.  See 42 U.S.C. 7412(f)(2)(B) (providing that nothing in Section 

112 “shall be construed as affecting, or applying to” EPA’s interpretation of Section 112 as set 

forth in the 1989 benzene rule).  The 1989 rule “announces the EPA’s final decision on the policy 

approach for setting NESHAP” under Section 112, and makes clear that EPA “believes that the 

acceptability of risk under section 112 is best judged on the basis of a broad set of health risk 

measures and information.” 54 Fed. Reg. at 38044, 38046; see id. at 38045-38057. The 

incorporation of the benzene NESHAP rule’s approach into the Clean Air Act demonstrates that 

Congress recognized that the consideration of multiple scientific and technical issues (beyond an 

IRIS value) was the appropriate way to regulate air toxics.  This nuanced approach used by EPA 

and adopted by Congress stands in sharp contrast to EPA’s approach here. 

In the context of residual risk rulemakings under the Clean Air Act -- rulemakings that 

regulate risk from hazardous air pollutants such as chloroprene -- EPA specifically assured 

Congress that it would “not be relying exclusively on IRIS values” but instead would “be 

considering all credible and readily available assessments.”16  And indeed, in other regulatory 

actions, EPA has emphasized that regulators “should not rely exclusively on IRIS values but 

should consider all credible and relevant information that is submitted in any particular 

 
16 EPA, Residual Risk Report to Congress, at 57 (Mar. 1999).  Available at: 
https://www.epa.gov/sites/default/files/2013-08/documents/risk_rep.pdf (last visited Aug. 14, 2023). 
EPA’s guidelines for ensuring data quality in influential scientific risk assessments take a similar approach, 
stating that EPA intends to “use all relevant information,” “evaluate that information based on sound 
scientific practices,” and “reach a position based on careful consideration of all such information.  EPA, 
Guidelines for Ensuring and Maximizing Information Quality, at 26 (Oct. 2002).  Available at: 
https://www.epa.gov/sites/default/files/2019-08/documents/epa-info-quality-guidelines_1.pdf (last visited 
Aug. 14, 2023). 
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rulemaking[.]”17  It is the non-determinative nature of IRIS values that led the U.S. Court of 

Appeals for the D.C. Circuit to allow EPA to avoid formal rulemaking obligations when 

developing IRIS.  Chemical Mfrs. Ass’n v. EPA, 28 F.3d 1259, 1263 (D.C. Cir. 1994) (“[t]he [IRIS] 

database by itself has no preclusive effect; the data in the database constrain no one until so applied 

in a particular rule.”).  EPA cannot have it both ways: it cannot both exclude the IRIS process from 

the procedural protections provided by notice-and-comment rulemaking, and then claim the 

resulting IRIS value is decisive and enforceable. 

Consistent with its use of IRIS as a tool and not a regulatory threshold, EPA itself has said 

that the 2010 chloroprene 0.2 ug/m3 threshold “is not based on an evaluation of current, real-world 

exposure, is not an air quality standard, and it is not used directly for regulatory purposes.”18  The 

Louisiana Department of Environmental Quality (LDEQ) agrees in this case: “…neither the 

0.2ug/m3 exposure concentration nor a cancer risk threshold of 100-in-1-million are an enforceable 

standard or applicable requirement under the Title V permitting program.  Rather chloroprene is 

regulated … pursuant to Section 112 of the Clean Air Act.”19 

C. Congress and Independent Scientific Organizations Have Raised Concerns 
that the IRIS Development Process has Scientific and Procedural Flaws   

There are further reasons for the Court to carefully consider the appropriateness of reliance 

on an IRIS value as the sole or determinative basis for supporting an enforcement action.  Because 

IRIS values are not regulations, EPA has not subjected them to the procedural requirements of the 

 
17 Water Rule, 66 Fed. Reg. at 46929. 
18 Letter from P. Tsirigotis (EPA) to Dr. C. Brown (LDEQ), dated Sept. 23, 2019, at 2, available at: 
https://www.epa.gov/sites/default/files/2020-09/documents/image2019-09-23-132129.pdf (last updated 
Sept. 23, 2019).  
19 Letter from Dr. C. Brown (LDEQ) to L. Dorka (EPA), dated June 3, 2022, at 9 (Exhibit 1); see also 
Answer, Affirmative Defenses, and Counterclaims at 53, United States v. Denka Performance Elastomer, 
LLC, No. 2:23-cv-735.  
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Clean Air Act or the Administrative Procedure Act.20  The lack of appropriate vetting for IRIS 

values, as well as their lack of transparency, has long raised concerns, including within Congress.21   

Indeed, NAS has raised concerns with IRIS’ methodology, including a critique of 

“recurring methodologic problems” with EPA’s IRIS assessments, including “problems with 

clarity and transparency of the methods” EPA used.22  To “ensure that EPA adequately 

considere[d] the [NAS’] recommendations,” Congress further requested that the National Research 

Council (“NRC”) within the NAS assess EPA’s planned and implemented changes and 

recommend further improvements.  EPA did make some programmatic changes, and NAS 

assessed those changes in a 2014 report, finding multiple areas that required further improvement, 

including public participation, problem formulation, evidence identification, evidence evaluation, 

evidence integration, and calculation of IRIS values.23  Specifically, NAS recommended in its 

2014 Report that EPA revise its IRIS program by improving evidence integration and 

transparency, developing specific criteria to determine when evidence is sufficient to derive 

toxicity values, and preparing a quality-management plan for future IRIS assessments.24 

EPA agreed with the recommendations of the 2014 NAS Report and has since committed 

substantial resources to overhauling the IRIS process, including, most recently, issuing a 243-page 

 
20 See, e.g., Water Rule at 46929 (“IRIS values are not rules adopted after notice and comment 
rulemaking.”). 
21 See, e.g., Integrated Risk Information System (IRIS); Announcement of Availability of Background 
Paper, 58 Fed. Reg. 11490 (Feb. 25, 1993) (“IRIS Announcement”); H.R. Doc. No. 106-379, at 129 (Oct. 
13, 1999) (“The conferees are concerned about the accuracy of information contained in the Integrated Risk 
Information System (IRIS) data base”); Cf. H.R. 120, 118th Congress (Jan. 9, 2023) (proposing to require 
chemical assessments to be performed by the relevant EPA program office rather than the IRIS program to 
improve science). 
22 NAS, Review of the Environmental Protection Agency's Draft IRIS Assessment of Formaldehyde (2011) 
at 4. 
23 NAS, Review of EPA’s Integrated Risk information System (IRIS) Process, at 3-9 (2014) (“2014 NAS 
Report”). 
24 Id. at 23, 37, 58, 77, 105, 129-130.  
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peer-reviewed handbook for conducting IRIS assessments.25  A draft of this Handbook underwent 

review by NAS, which found that while the Agency had made significant steps in implementing 

the 2011 and 2014 recommendations, work still needed to be done even with respect to the 

recommendation to develop a handbook that would “‘provide a single detailed guidance document 

for all those involved in the development of IRIS assessments’ and make the IRIS process 

transparent to stakeholders.”26  Specifically, NAS recommended that EPA clarify the role of 

mechanistic data in evidence integration, and provide a step-by-step description of the process for 

appropriate study selection.27  However, despite these remaining areas of improvement necessary 

for the IRIS program, EPA has not revisited its 2010 IRIS value for chloroprene – the basis for 

this enforcement action – to account for these changes, despite the scientific community’s deep 

concerns about the accuracy and efficacy of the IRIS program.   

D. IRIS Values Are Not Legally Binding Obligations, and Therefore Enforcing 
an IRIS Value, Without Independent Evidence to Support Doing So, is 
Contrary to Settled Principles of Administrative Law  

The government can bring an enforcement action only when a defendant has violated a 

legal obligation, and an IRIS value is not a legal obligation.  As discussed above, IRIS is a database, 

with no regulatory effect.  It is not a rule, and it is not subject to notice and comment.  Justice 

Kagan, writing for herself and three other members of the Supreme Court, has noted that an 

“interpretive rule itself never forms ‘the basis for an enforcement action’” because it cannot 

“impose any ‘legally binding requirements’ on private parties.” Kisor v. Wilkie, 139 S. Ct. 2400, 

2420 (2019) (plurality opinion of Kagan, J., joined by Ginsburg, Breyer, and Sotomayor, JJ.) 

(quoting National Min. Assn. v. McCarthy, 758 F.3d 243, 251 (D.C. Cir. 2014) (opinion of 

 
25 See generally ORD Staff Handbook for Developing IRIS Assessments, EPA/600/R-22/268 (Dec. 2022). 
26 IRIS Handbook Peer Review at 13-14 (quoting (NRC, 2014 at 23)). 
27 Id. (e.g., Recommendation 6.3, 7.1).  
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Kavanaugh, J., for the court)); see National Min. Ass’n, 758 F.3d at 252 (a guidance document, 

which “imposes no obligations or prohibitions on regulated entities… may not be the basis for an 

enforcement action against a regulated entity”).28  Similarly, in Perez v. Mortgage Bankers 

Association, the Supreme Court held that interpretative rules – in other words, agency actions that 

do not go through notice-and-comment rulemaking processes – “do not have the force and effect 

of law and are not accorded that weight in the adjudicatory process.”  Perez v. Bankers Ass’n, 575 

U.S. 92, 97 (2015).  

The U.S. Department of Justice’s Manual, which sets forth the standards of conduct for 

Department of Justice attorneys, similarly instructs attorneys on how to use agency “guidance” in 

litigation on behalf of the federal government.29  The Manual states that “enforcement actions must 

be based on the failure to comply with a binding obligation, such as one imposed by the 

Constitution, a statute, a legislative rule, or a contract.”30  Or, put a different way, as articulated 

Justice Kagan in Kisor, “[a]n enforcement action” may not rely on a mere interpretive rule but 

“must instead rely on a legislative rule, which (to be valid) must go through notice and comment.”  

Kisor, 139 S. Ct. at 2420 (opinion of Kagan, J.).   

In this case, the only alleged violation is an exceedance of an IRIS value, and, as discussed 

above and acknowledged by EPA, an IRIS value is not a rulemaking with the force of law.  As 

Justice Kagan stated in Kisor, “[n]o binding of anyone occurs merely by the agency’s say-so.”  

Kisor, 139 S. Ct. at 2420.   

 
28 See also, e.g., D&B Boat Rentals, Inc. v. United States, 508 F. Supp. 3d 87, 95 (E.D. La. 2020) (“[T]he 
Court follows the analysis laid out in Kisor v. Wilkie”). 
29 See DOJ, Justice Manual § 1-19.000: Principles for Issuance and Use of Guidance Documents (Apr. 
2022), https://www.justice.gov/jm/1-19000-limitation-issuance-guidance-documents-
1#:~:text=In%20the%20enforcement%20context%2C%20an,.%E2%80%9D%20Kisor%2C%20139%20S 
(last updated Apr. 2022). 
30 Id.   
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Even further, as EPA has acknowledged, “IRIS is not an exhaustive toxicological database, 

nor a risk assessment methodology resource.”31  IRIS presents only summaries of hazard and dose-

response assessments, with references for deeper research.32  As EPA has repeatedly warned:   

IRIS values are not rules adopted after notice and comment rulemaking, 
although . . . public comments are solicited, IRIS values are not legally binding and 
are not entitled to conclusive weight in any rulemaking.  In addition, EPA or 
any State agency that uses IRIS should not rely exclusively on IRIS values but 
should consider all credible and relevant information that is submitted in any 
particular rulemaking.  If an outside party questions IRIS values during the course 
of an EPA rulemaking . . . EPA considers all credible and relevant information 
before it in that proceeding. 

Water Rule, 66 Fed. Reg. at 46929 (emphases added); see also Integrated Risk Information System 

(IRIS) History, https://cfpub.epa.gov/ncea/risk/recordisplay.cfm?deid=2776 (“In general IRIS 

values cannot be validly used to accurately predict the incidence of human disease or the type 

of effects that chemical exposures have on humans.”) (emphasis added) (last updated May 15, 

2019).  Despite these acknowledgments, EPA is treating the IRIS value in this case as a binding 

norm.33  

II. USE OF AN IRIS VALUE AS THE BASIS FOR AN ENFORCEMENT ACTION 
RAISES DUE PROCESS QUESTIONS 

Because an IRIS value does not have the force of law and is not entitled to conclusive 

weight in a rulemaking, industry has not been on notice that exceeding an IRIS value, where a 

facility is otherwise in compliance with its permits and all other applicable legal standards, can 

 
31 Integrated risk Information System (IRIS); Health Risk Assessment; Guidelines, etc., 53 Fed Reg. 20162 
(June 2, 1988) (“Public Notice”).   
32 Id.; see also Background Paper at 5 ([o]ne of the major intents of IRIS was to encourage users to evaluate 
the primary literature used to develop the IRIS information in light of the assumptions and uncertainties 
underlying the risk assessment process.”). 
33 U.S. Response to Interrogatory No. 4 (“…the EPA believes that the ambient air concentration of 
chloroprene that Denka needs to achieve in order to abate the imminent and substantial endangerment 
alleged in the [Preliminary Injunction] motion is 0.2 µg/m3”).  
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result in an enforcement action.  Therefore, giving an IRIS value the force of law now raises due 

process concerns.   

IRIS values are subject to judicial review only when they are used in a rulemaking, and 

that has not occurred with the chloroprene IRIS value.34  Accordingly, the chloroprene IRIS value 

has been shielded from judicial review to date.  This raises particular due process concerns in an 

enforcement context.  See United States v. Hoechst Celanese Corp., 128 F.3d 216, 224 (4th Cir. 

1997) (“Due process requires that a party must receive fair notice before being deprived of 

property.”).35 

CONCLUSION 

An IRIS assessment is a tool that is used by EPA to assist the agency in developing its 

emissions standards and other related rules under the Clean Air Act.  It is not a regulation or a 

component of a regulation.  The IRIS value is the most conservative estimate of exposure hazards 

and does not represent risk to individuals in the real world.  EPA, Guidelines for Carcinogen Risk 

Assessment at 5-2 (Mar. 2005).36  For all of the reasons discussed above, the Court should consider 

these aspects of the chloroprene IRIS value in assessing its use here as the basis for an imminent 

and substantial endangerment enforcement action.  

 
 
 
 

 
34 By contrast, ACC is currently litigating the validity of the ethylene oxide IRIS value in the D.C. Circuit 
as a result of EPA’s use of that value in the miscellaneous organic NESHAP (“MON”) rulemaking. See 
Pet’s. Brief, Huntsman Petrochemical LLC v. EPA, No. 23-1045 (D.C. Cir. July 24, 2023).  
35 Cf. Diamond Roofing Co. v. Occupational Safety and Health Review Commission [OSHRC], 528 F.2d 
645, 649 (5th Cir. 1976) (“Like other statutes and regulations which allow monetary penalties against those 
who violate them, an occupational safety and health standard must give an employer fair warning of the 
conduct it prohibits or requires.”), quoted in Gates & Fox Co., Inc. v. OSHRC, 790 F. 2d 154, 156 (D.C. 
Cir. 1986) (Scalia, J.).    
36 Available at: https://www.epa.gov/risk/guidelines-carcinogen-risk-assessment (last updated Sept. 8, 
2022).  
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