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Court.
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STATEMENT OF JURISDICTION

The Court has jurisdiction to review the petition pursuant to Section 307(b)

of the Clean Air Act ("Act"), 42 U.S.C. § 7607(b), except as it regards the United

States Environmental Protection Agency's ("EPA" or "Agency") decision not to

establish a secondary air quality standard for the pollutant carbon monoxide

("CO"). As to that claim, Petitioners, Communities for a Better Environment and

WildEarth Guardians, and Petitioner-Intervenor, Sierra Club (collectively

"Petitioners"), lack standing. See infra pp. 63-65.

STATUTES AND REGULATIONS

Our addendum sets forth 42 U.S.C. §§ 7408, 7409, 7602, 7607, and 40

C.F.R. § 50.8.

STATEMENT OF ISSUES

Petitioners seek review of an EPA rule concerning the national ambient air

quality standards ("NAAQS" or "standards") for carbon monoxide. 76 Fed. Reg.

54,294 (Aug. 31, 2011) ("Rule") [Joint Appendix ("JA") xxx-xx]. In challenging

EPA's decision to retain the primary (public health-based) standards, and not to

establish a secondary (public welfare-based) standard, Petitioners raise the

following issues:

-1-
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1. Whether EPA's Integrated Science Assessment "accurately reflected]

the latest scientific knowledge useful in indicating the kind and extent of all

identifiable effects on public health ...which may be expected from the presence

of [carbon monoxide] in the ambient air," pursuant to Section 108(a) of the Act, 42

U.S.C. § 7408(a)(2), and whether EPA reasonably considered that scientific

evidence in deciding to retain the primary standards.

2. Whether EPA reasonably determined that the primary standards

continue to be "requisite to protect the public health," including the health of

susceptible or at risk populations, with "an adequate margin of safety," pursuant to

Section 109(b) of the Act, 42 U.S.C. § 7409(b)(1).

3. Whether EPA complied with the Act in considering the views of the

Clean Air Scientific Advisory Committee ("CASAC") concerning the

protectiveness of the primary standards.

4. Whether EPA reasonably found an insufficient basis to establish a

secondary standard (assuming that Petitioners have standing to assert that claim).

STATEMENT OF THE CASE

I. INTRODUCTION

Before the Court is a highly technical Agency decision that represents the

culmination of a four-year process. After careful consideration of an array of

-2-
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scientific evidence, the views of CASAC, and public comment, the EPA

Administrator determined that the primary standards for carbon monoxide continue

to protect public health, and that no secondary standard is requisite to protect the

public welfare. As set forth in this brief, the Administrator's judgment is

reasonably explained and supported by substantial evidence. While Petitioners and

their consultant interpret or weigh some of the evidence differently and prefer more

stringent standards, the record does not compel that result.

II. STATUTORY AND REGULATORY BACKGROUND

The Act establishes a comprehensive, federal-state scheme to protect public

health and welfare from ubiquitous air pollutants. EPA establishes standards, 42

U.S.C. §§ 7408, 7409, and States are primarily responsible for ensuring their

attainment and maintenance. Id. §§ 7410, 7502, 7514-7514a.

Pursuant to Section 108(a), EPA develops "air quality criteria," which must

"accurately reflect the latest scientific knowledge useful in indicating the kind and

extent of all identifiable effects on public health or welfare which may be expected

from the presence of such pollutant in the ambient [outdoor] air[.]" 42 U.S.C.

§ 7408(a)(2). Based on those criteria, EPA establishes "primary" and "secondary"

NAAQS to protect against a pollutant's effects on public health and welfare. Id.

§ 7409(b).

-3-
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Pursuant to Section 109(b), "primary" standards must be set at levels that,

"in the judgment of the Administrator, ...allowing an adequate margin of safety,

are requisite to protect the public health." 42 U.S.C. § 7409(b)(1). "[R]equisite to

protect" means "not lower or higher than necessary [] to protect the public health

with an adequate margin of safety." Whitman v. Am. Truckin Ag ss'ns, 531 U.S.

457, 475-76 (2001); Coalition of Battery Recvclers Assn v. EPA, 604 F.3d 613,

617 (D.C. Cir. 2010} ("Recyclers"). In considering a margin of safety, EPA

considers a number of factors such as the nature and severity of health effects, the

types of health evidence, the kind and degree of uncertainty, and the size and

nature of susceptible or at risk populations. Lead Indus. Assn v. EPA, 647 F.2d

1130, 1161 (D.C. Cir. 1980).

"Secondary" standards must, "in the judgment of the Administrator," be

"requisite to protect the public welfare from any known or anticipated adverse

effects associated with the presence of such air pollutant in the ambient air." 42

U.S.C. § 7409(b)(2). Effects on welfare include effects~on soils, water, crops,

vegetation, wildlife, and climate. 42 U.S.C. § 7602(h).

"Once a NAAQS has been promulgated, the Administrator must review the

standard (and the criteria on which it is based) ̀at five-year intervals' and make

`such revisions ... as may be appropriate."' Whitman, 531 U.S. at 462-63
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(quoting 42 U.S.C. § 7409(d)(1)). The review process involves CASAC, "an

independent scientific review committee ... task[ed] ...with periodically

reviewing the NAAQS and advising EPA of any need for new standards or for

revisions to existing standards." Am. Trucking Assns v. EPA, 283 F.3d 355, 358

(D.C. Cir. 2002) (citing 42 U.S.C. § 7409(d)(2)(A)-(B)). EPA must consider

CASAC's views. As the Court has explained:

When EPA proposes to issue new or revise existing
NA.AQS, it must "set forth or summarize and provide a

reference to any pertinent findings, recommendations,
and comments by [CASAC]." [42 U.S.C.] § 7607(d)(3).
If the proposed rule "differs in any important respect
from any of [CASAC's] recommendations," the Agency
must provide "an explanation of the reasons for such
differences." Id.

Am. Trucking, Assns, 283 F. 3d at 358.

The assessment of EPA's scientists is relevant as well. "[T]he staff s

analysis," the Court has stated, "is something we consider when determining

whether EPA has adequately addressed the relevant considerations and reasonably

reached its conclusions." American Farm Bureau Fed'n v. EPA, 559 F.3d 512, 521

(D.C. Cir. 2009).

-5-
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III. CARBON MONOXIDE BACKGROUND

Carbon monoxide is a colorless, odorless gas that forms when a carbon-

based fuel —such as gasoline, propane, charcoal, or oil —burns. Rule 54,297/3 [JA

xxx]. Cars, trucks, and other road sources account for about half of all CO

emissions in the United States and up to 75 percent of the CO emissions in

metropolitan areas. Id. at 54,298/1 [JA x~cx]; 76 Fed. Reg. 8,158, 8,162/1 (Feb. 11,

2011) ("Proposal") [JA xxx]. Highest ambient concentrations in urban areas occur

on or near heavily traveled roadways and "decline somewhat steeply with

distance." Rule 54,298/1 [JA xxx].

Since 1990, CO emissions have decreased by approximately 45 percent.

"[N]early all of this national-scale reduction [has come] from reductions in on-road

vehicle emissions." Proposal 8,162/1 (citation omitted) [JA xxx]. As of 2009, all

areas of the United States meet the primary standards for carbon monoxide.

Proposal 8,162/2 [JA xxx].

The primary standards for CO are nine parts per million ("ppm") with an

eight-hour averaging time and 35 ppm with aone-hour averaging time, neither to

be exceeded more than once per year. 40 C.F.R. § 50.8. After EPA first

promulgated the standards in 1971, it completed two reviews in 1985 and 1994. 36

Fed. Reg. 8,186 (Apr. 30, 1971); 50 Fed. Reg. 37,484, 37,485-86 (Sept. 13, 1985);

!l'S
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59 Fed. Reg. 38,906, 38,908 (Aug. 1, 1994) [JA xxx, x~]. Additionally, in 2000,

EPA compiled relevant scientific information on health effects in an Air Quality

Criteria Document ("2000 AQCD") for carbon monoxide. Rule 54,296/1 [JA

xxx]; 2000 AQCD [excerpts at JA xxx-xx].

In 1971, EPA established secondary standards for carbon monoxide that

were identical to the primary standards. In 1985, EPA revoked the secondary

standards due to a lack of evidence of effects on public welfare at ambient

concentrations. 50 Fed. Reg. at 37,494.

IV. CARBON MONOXIDE NAAQS REVIEW PROCESS

The present NAAQS review process began in 2007 with a call for

information. 72 Fed. Reg. 52,369 (Sept. 13, 2007) [JA xxx]. EPA sought "new

information ...concerning toxicological studies of effects of controlled exposure

to CO on laboratory animals, humans and in vitro systems as well as epidemiologic

(observational) studies of health effects associated with ambient exposures of

human populations to CO." Id. at 52,370/2 [JA xxx]. EPA also sought "recent

information in other areas of CO research such as ...effects on public welfare or

the environment." Id.

In 2008, an expert workshop was held "to highlight significant new and

emerging CO research." 73 Fed. Reg. 2,490, 2,490-91 (Jan. 15, 2008) [JA xxx-

-7-
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xx]. EPA also invited "recommendations ...regarding the design and scope of the

review for the primary (health-based) CO standard to ensure that it addresses key

policy-relevant issues and considers the new science." Id. at 2,491 [JA max]. Later

that year, EPA prepared a Plan, after public review and comment, which identified

key policy-relevant questions. Plan 1-2 [JA xxx]; Rule 54,296/2 [JA xxx]; 73 Fed.

Reg. 12,998 (Mar. 11, 2008) [JA xxx].

From 2008 to 2010, EPA developed an Integrated Science Assessment

("ISA"), "a concise evaluation and synthesis of the most policy-relevant science[.]"

ISA 1-1 [J.A. xxx]. The ISA updated and revised the evaluation of the scientific

evidence available for the 2000 AQCD regarding ambient CO's effect on public

health and welfare. Id. EPA submitted two drafts for review and comment by

CASAC. 74 Fed. Reg. 10,734 (Mar. 12, 2009) [JA xxx]; 74 Fed. Reg. 48,536

(Sept. 23, 2009) [JA xxx]. CASAC also held public meetings. 74 Fed. Reg.

15,265 (Apr. 3, 2009) [JA xxx]; 74 Fed. Reg. 54,042 (Oct. 13, 2009) [JA xxx].

As EPA neared completion of the ISA, it began developing a Quantitative

Risk and Exposure Assessment ("QREA"). Rule 54,296/2 [JA xxx]. The QREA

used modeling and air quality data from areas with historically high levels of CO to

assess the occurrence of exposures of potential public health concern under the

current standards and possible alternative standards. Rule 54,301/2-3 [JA xxx].
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Two drafts of this document were prepared and discussed at public meetings to

obtain input from CASAC. Rule 54,296/2 [JA xxx]; CASAC 1/20/10 [JA xxx-xx],

6/24/09 [JA xxx-xx].

In 2010, EPA issued a Policy Assessment ("PA") prepared by its scientists.

The purpose of the PA was "to help ̀ bridge the gap' between the relevant scientific

information and assessments and the judgments required of the EPA Administrator

in determining whether, and if so, how it is appropriate to revise the NA.AQS for

CO." PA 1-1 [JA xxx). A draft of the PA was made available for public comment

and review by CASAC. 75 Fed. Reg. 9,206 (Mar. 1, 2010) [JA xxx]; CASAC

6/8/10 [JA xxx-xx].

In February 2011, EPA published a Proposal to retain the primary standards

and not to establish a secondary standard. Proposal 8,158 [JA xxx]. In response,

interested persons, including States, Industries, Petitioners, and Mr. Donnay,

submitted comments. ~, EPA-HQ-OAR-2008-0015-0179 ("Donnay

Comments") [JA xxx-xx]. In addition, Mr. Donnay and others testified at a

hearing. Rule 54,296/3 [JA xxx].

V. JUDGMENT OF THE EPA ADMINISTRATOR

The carbon monoxide NAAQS review process concluded in August 2011,

when EPA published the Rule. The decision to retain the primary standards
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involved "an integration of information on health effects associated with exposure

to ambient CO; expert judgment on the adversity of such effects on individuals," as

well as "air quality and related analyses, quantitative exposure and risk

assessments when possible, and qualitative assessment of impacts that could not be

quantified." Rule 54,303/2 [JA xxx]. In addition, EPA gave "consideration to the

full breadth of CASAC's advice[,]" Rule 54,308/1 [JA xxx], and "carefully

considered" comments and testimony from the public. Rule 54,296/3, 54,306/3

[JA xxx, xxx]. Based on all of that, the Administrator made a public health policy

judgment that the primary standards are requisite to protect public health with an

adequate margin of safety. Rule 54,303/2-3, 54,306/3 [JA xxx, xxx].

Each relevant part of the decision is addressed below, including a summary

of the Administrator's judgment not to establish a secondary standard.

A. ASSESSMENT OF HEALTH EFFECTS EVIDENCE

EPA started with the evidence and considerations from its prior review.

Proposa18,174/2 [JA xxx]; Plan 3-1 to 3-2 (framing the threshold question as

whether currently available evidence "supports or calls into question the scientific

conclusions reached in the last review regarding health effects related to exposure

to CO in the ambient air") [JA xxx]. In concluding the review of the NAAQS in

1994, for example, EPA recognized that "cardiovascular effects ... [were] the
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health effects of greatest concern ...associated with CO exposures at levels

observed in the ambient air." 59 Fed. Reg. at 38,913/1 [JA xxx]. EPA explained

that cardiovascular effects were "directly related to a reduced oxygen ...content

of the blood caused by combination of CO with hemoglobin ... to form COHb and

resulting in tissue hypoxia," a condition associated with inadequate oxygen. 59

Fed. Reg. at 38,909/1-2 [JA xxx].

EPA's Integrated Science Assessment, as explained supra p. 8, integrated the

evidence available from the 1994 and 2000 reviews with new scientific

information available as of May 2009. ISA 1-4 [JA xxx]. The ISA contained an

assessment of a range of studies: controlled human exposure, animal toxicological,

and epidemiological. ISA 1-14 [JA xxx]. Controlled human exposure (or clinical)

studies "evaluate the effects of exposures to a variety of pollutants in a highly

controlled laboratory setting" and "allow investigators to expose subjects to known

concentrations of air pollutants under carefully regulated environmental conditions

and activity levels." ISA 1-10 [JA xxx]. Animal toxicological studies assess

biological responses in nonhuman species to controlled air pollutant exposures.

ISA 1-12 [JA xxx].

Epidemiological studies — a focus of Petitioners' brief — generally involve

statistical analyses of levels of pollutants in ambient air as measured at available
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monitoring stations and mortality or morbidity events such as emergency room

visits or hospital admissions. They can provide "important information on the

association between health effects and exposure of human populations to ambient

air pollution." ISA 1-10 [JA xxx]. However, because epidemiological studies do

not take place in a laboratory and their inputs are uncontrolled, scientists look to

other evidence "to assess biologic plausibility and mechanistic evidence for the

epidemiologic findings." Plan 4-11 [JA xxx]. As EPA noted, "[tJhe

epidemiological evidence ha[d] expanded considerably since the last review," Rule

54,300/3 [JA xxx].

Reviewing the entire body of evidence, EPA found that "the clearest

evidence ...available" links ambient carbon monoxide with cardiovascular

effects, particularly related to reduced oxygen delivery to the heart. Rule 54,298/3

[JA xxx].~ EPA explained that the "consisten[cy] and coheren[ce]" of the

"epidemiological and human clinical studies, along with biological plausibility"

showed this. Rule 54,299/1 (quoting ISA 2-6 [JA xxx]) [JA xxx]. The evidence

supported a "likely" causal relationship between relevant short-term exposures to

CO and cardiovascular health effects. Id. Although a likely causal relationship is

the second strongest finding the ISA can make, "important uncertainties remain."

See also Rule 54,299/1, 54,301/1 [JA xxx, xxx]; ISA 5-40 to 5-41 [JA xxx-~].
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ISA 1-14 [JA xxx].

In addition, EPA examined the evidence as it concerned the extent to which

ambient carbon monoxide exposures are associated with non-cardiovascular health

outcomes, including central nervous system effects, birth outcomes, developmental

effects, respiratory morbidity, and mortality. Rule 54,299/1 [JA xxx]. That

evidence, however, was only "suggestive" of a causal relationship with ambient

CO exposures. ISA 5-80, 5-100, 5-109 [JA xxx, max, xxx]. A suggestive causal

relationship is weaker than a likely causal relationship. "[C]hance, bias and

confounding cannot be ruled out." ISA 1-14 [JA x~].

EPA also drew conclusions about susceptible or at-risk populations.. EPA

found that "the current evidence continues to support the identification of people

with cardiovascular disease ["CVD"] as susceptible to CO-induced health effects . .

and those having CAD [coronary artery disease] as the population with the best-

characterized susceptibility." Rule 54,299/2 [JA xxx].~ As EPA explained, CO

exposure can lead to "[i]ncreasing levels of COHb in the blood stream with

subsequent decrease in oxygen availability for organs and tissues [that] are of

concern in people who have compromised compensatory mechanisms (~, lack of

y CAD is a condition associated with narrowed heart arteries. Rule 54,299 n.9 [JA

XXX~ .
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capacity to increase blood flow in response to hypoxia), such as those with pre-

existing heart disease." Rule 54,298/2 [JA xxx].1 EPA also identified a number of

potentially susceptible populations but concluded that the evidence did not

establish that they were any more susceptible than people with CAD. Rule

54,306/3 [JA xxx]. EPA found that the evidence indicates that people with CAD

are the most susceptible population. Rule 54,298/2, 54,299 n.8 [JA xxx, xxx].

Additionally, EPA found that "COHb level in blood ... is supported by the

evidence as the most useful indicator of CO exposure that is related to CO health

effects of major concern[.]" Rule 54,298/3 [JA xxx]. EPA explained that "[t]he

best characterized health effect associated with CO levels of concern is decreased

oxygen availability to critical tissues and organs, specifically the heart, induced by

increased COHb in the blood." Id. [JA xxx]; ISA 2-5 to 2-6, 2-13 to 2-14[JA xxx-

xx, xxx-xx). EPA noted that "COHb level in blood continues to be well

recognized as an important internal dose metric and the one most commonly used

in evaluating CO exposure and the potential for health effects." Proposa18,162/3

[JA xxx]; Rule 54,298/3 (same) [JA xxx].

As noted supra p. 11, inhaled CO enters the bloodstream through the lungs and
binds to hemoglobin to form carboxyhemoglobin ("COHb"). COHb reduces the
oxygen-carrying capacity of the blood and the availability of oxygen to organs and

tissues. ISA 2-4 [JA xxx].
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B. ANALYSES OF EXPOSURE AND RISK

EPA evaluated risk to susceptible populations through analyses of estimated

population exposure and resultant COHb levels. Rule 54,301/1-54,303/1,

54,308/1-2 [JA xxx-xx, xxx]. Those analyses provided estimates of the

percentages of simulated susceptible populations expected to experience daily

maximum COHb levels at or above a range of benchmark levels under varying air

quality scenarios (e.g., just meeting the current or alternative standards), as well as

characterizations of the kind and degree of uncertainties inherent in such estimates.

Rule 54,301/1-2 [JA xxx]. EPA based the benchmark COHb levels on the

quantitative COHb dose-response data for people with coronary artery disease

from controlled human exposure studies. ISA 2-5, 2-12 [JA xxx, max]; Rule

54,302/1 [JA xxx].

The susceptible populations simulated in the quantitative assessment were

adults with CAD, both diagnosed and undiagnosed, and also a larger population of

adults suffering from any heart disease (such as arrhythmia and congestive heart

failure). Rule 54,302/1 [JA xxx]. EPA scientists did not develop quantitative dose

estimates for other potentially susceptible populations because evidence

characterizing the nature of health effects of CO was too limited. Id.
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The exposure and risk analyses indicated that under air quality conditions

just meeting the existing standard, 99.7 and 99.9 percent of the susceptible

populations in the respective study areas would not experience daily maximum

COHb levels at or above three percent COHb. Rule 54,308/2 [JA xxx]; Proposal

8,179-80 (table 1) [JA xxx-xx]. In addition, COHb levels would be below two

percent for 99.9 percent of all "person-days." Proposal 8,179/2, 8,184/2 [JA xxx,

XXX~ .J

C. CONSIDERATION OF CASAC'S VIEWS

CASAC provided "an array of advice" to EPA throughout the NAAQS

review process. Proposal 8,161 /3, 8,183/2 [JA xxx, xxx]. CASAC relayed its

views through letters and enclosures. Rule 54,304 [JA max]; CASAC 6/8/10 &

Encl. B [JA xxx-xx], 5/19/10 & Encl. B [JA xxx-xx], 2/12/10 & Encl. B [JA xxx-

xx], 1/20/10 & Encl. B [JA xxx-xx], 6/24/09 & Encl. B [JA xxx-xx, xxx-xx].~

CASAC advised EPA that the Integrated Science Assessment was

comprehensive. For example, CASAC reviewed the first draft ISA and concluded

~ "The person-days metric is a common cumulative measure of population

exposure/dose that simultaneously takes into account both numbers of people

affected and numbers of times affected." PA 2-48 [JA xxx].

Each letter had an'enclosure ("B") that reflected consensus views. A different

enclosure ("C") contained individual members' opinions.
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that it "pull[ed] together critical evidence from the past decades while emphasizing

new evidence and associated insights[.]" CASAC 6/24/09 at 1 [JA xxx].

Similarly, after reviewing the second draft, CASAC endorsed both the process and

the adequacy of the ISA, observing, for example, that it "integrate[d] relevant

c
evidence from the past decades while emphasizing newer evidence and a deeper

understanding of mechanisms by which CO affects health[.]" CASAC 1/20/10 at 1

[JA xxx].

CASAC also provided advice concerning "various limitations and

uncertainties associated with the evidence, particularly from the epidemiological

studies[.)" Proposal 8,183/2 [JA max]. For example, CASAC noted the potential

problem of confounding, stating: "`Distinguishing the effects of CO per se from

the consequences of CO as a marker of pollution or vehicular traffic is a challenge,

which [the ISA] needs to confront as thoroughly as possible."' Rule 54,304/2

(quoting CASAC 6/24/09 at 2 [JA xxx]) [JA xxx]. CASAC also expressed concern

about the epidemiological evidence's "representation of population exposure to

ambient CO." Proposa18,183/2 [JA xxx].

CASAC provided advice concerning other evidence. For example, it stated

that "[t]he conclusion that the current evidence supports a primary focus on those

with cardiovascular disease is justifiably based on observations from clinical
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studies." CASAC 6/8/10, Encl. B at 11 [JA xxx].

Also, as EPA summarized, "CASAC agreed with the conclusion that the

current evidence provides support for retaining the current suite of standards[.]"

Rule 54,304/2 (citing CASAC 6/8/1Q & Encl. B [JA xxx-xxJ) [JA xxx]. EPA

noted CASAC's additional "state[ments] that ̀[i]f the epidemiological evidence is

given additional weight, the conclusion could be drawn that health effects are

occurring at levels below the current standard, which would support the tightening

of the current standard."' Proposa18,183/2 (quoting CASAC 6/8/10, Encl. B at 12

[JA max]) [JA xxx]. CASAC advised EPA that "revisions that result in lowering

the standard should be considered." Proposa18,183/2 (quoting CASAC 6/8/10,

Encl. B at 11 [JA xxx]) [JA xxx].

EPA revised the Policy Assessment and considered alternative primary

standards in light of CASAC's (last) letter of June 8, 2010. Proposa18,182/1-

8,183/2 [JA xxx-xx]; PA 2-60 to 2-76 [JA x~-xx).

D. RESPONSE TO PUBLIC COMMENT

In considering comments from the public, EPA noted that "[a)Il of the state

and local environmental agencies or governments that provided comments on the

standards concurred with EPA's proposed conclusions as did the three industry

commenters." Rule 54,304/3 [JA xxx). Additionally, EPA considered and
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responded to comments from objectors, including Petitioners and their consultant,

Mr. Donnay, both in the Rule, 54,296/3-54,297/2, 54,304/1-54,306/3, 54,309/3-

54,310/2 [JA xxx-xx, xxx-xx, xxx-xx], as well as in a Response to Comments

("RTC") document [JA xxx-xx].

E. ADMINISTRATOR'S PUBLIC HEALTH POLICY JUDGMENT

In judging whether more stringent standards were necessary to protect the

public health with an adequate margin of safety, the Administrator considered the

scientific evidence, in light of the QREA, and concluded that the standards protect

against health effects of concern, with a margin of safety, by protecting against

occurrence of COHb levels in the range of three to four percent and against

multiple occurrences of COHb levels of approximately two percent. Rule

54,307/2-3 [JA xxx].

As noted supra p. 15, the benchmark COHb levels that EPA used to analyze

risk and exposure were from controlled human exposure studies. In other respects

as well, the Administrator assigned "primary consideration" to those studies

because they demonstrated cardiovascular effects in response to increased COHb

resulting from short-term CO exposures. Rule 54,307/1 [JA xxx]. Those studies,

which had also been extensively evaluated during the 1994 review and 2000

AQCD, involved people suffering from coronary artery disease who experienced
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exercised-induced angina (chest pain) more quickly when exposed to CO. Rule

54,300/1 [JA xxxJ.

The Administrator carefully considered but generally assigned less weight to

the epidemiological evidence given its "multiple complicating features." Rule

54,307/3 [JA xxxJ. The Administrator pointed out that "very few ...studies were

conducted in areas that met the current standards throughout the period of study."

Id. As the Rule explained, "studies involving air qualify conditions in which the

current standards were met ...are the most informative[.]" Rule 54,305/1 [JA

XXXl.

A significant complicating feature regarded "confounding." Rule 54,307/3

[JA xxx]. Confounding means confusion of effects. ISA 1-10 [JA xxx].

Confounding in the context of pollution from cars means that because they emit

more than just CO, there are many co-pollutants that cannot be ruled out as the true

source of the health outcome in question.

In addition, the Administrator weighed "uncertainties related to

representation of ambient CO exposures given the steep concentration gradient

near roadways, as well as the prevalence of measurements below the [method

detection limit] across the database." Rule 54,307/3 [JA xxx]. That is, because

carbon monoxide is highly variable across time and space, it is difficult to examine

-20-

USCA Case #11-1423      Document #1383575            Filed: 07/13/2012      Page 34 of 102



data from a particular CO monitoring station and have confidence about how the

data correlate to a person's exposure during the day. RTC 34 ("[U]ncertainty of

concern ... is related to ...what, if any, specific ambient concentrations of CO

may have elicited the observed health outcomes.") [JA x~].

Similarly, the Administrator considered that the epidemiological studies

used a different exposure and dose metric (air concentration) than that used in the

controlled human exposure studies (COHb). The limited nature of the monitoring

data and the inability to link the results of epidemiological studies with the results

of controlled human exposure studies (and the rest of the evidence) created

additional uncertainty in interpreting the former, i.e., in assessing whether the

observed outcomes were caused by ambient CO concentrations. Rule 54,307/3-

54,308/1 [JA xxx-xx].

In light of all of the evidence, the exposure and risk assessment indicated

that the standards provide a high degree of protection for people with CAD, the

most susceptible population. Rule 54,308/2-3 [JA xxx]. Weighing the strengths

and limitations of the epidemiological evidence, and recognizing its role in

corroborating a likely causal relationship between CO and cardiovascular health

effects, "the Administrator concluded) that consideration of epidemiological

studies [did) not lead her to identify a need for any greater protection." Id.
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In rendering a final judgment, the Administrator noted the Agency's "task to

establish standards that are neither more nor less stringent than necessary" to meet

the requirements of Section 109(b)(1) of the Act, 42 U.S.C. § 7409(b)(1), and

"conclude[d] that the current suite of primary CO standards is requisite to protect

public health with an adequate margin of safety from effects of ambient CO." Rule

54,295/2, 54,308/3 [JA xxx, xxx].

F. ADMINISTRATOR'S NDGMENT REGARDING A

SECONDARY STANDARD

The Administrator also judged that "no secondary standards should be set at

this time because ...having no standard is requisite to protect public welfare from

any known or anticipated adverse effects from ambient CO exposures." Rule

54,310/2-3 [JA xxx]. In arriving at that judgment, she examined "the assessment

and integrative synthesis of the scientific evidence presented in the ISA, building

on the evidence described in the 2000 AQCD, as well as staff consideration of this

evidence in the Policy Assessment and CASAC advice, and with consideration of

the views of public commenters on the need for a secondary standard." Rule

54,310/2 [JA xxx).

As EPA explained, no part of the record provided "adequate information .. .

to conclude that a secondary standard in the United States is requisite to protect
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public welfare." Rule 54,310/1 [JA xxx]. The Integrated Science Assessment, for

example, concluded that "CO has climate-related effects, that the direct effects of

CO are weak, that there are significant uncertainties concerning the indirect climate

effects of CO, and that these effects appear to be highly variable and dependent on

localized conditions." Id.~ Similarly, the Policy Assessment noted that "the spatial

and temporal variation in emissions and concentrations of CO and the localized

chemical interdependencies that cause the indirect climate effects of CO make it

highly problematic to evaluate the indirect effects of CO on climate." Id.

Accordingly, while EPA embraced the notion that "the NAAQS are often

established on the frontiers of scientific knowledge," based on the record the

Agency lacked information to "anticipate how any secondary standard that would

limit ambient CO concentrations in the United States would in turn affect climate

and thus any associated welfare effects." Rule 54,310/1 [JA xxx]. Without such

information, the Administrator judged that not setting a secondary standard was

requisite to protect public welfare.

~ EPA also examined non-climate welfare effects. Rule 54,310/2 [JA xxx]. They

are not at issue.
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STANDARD OF REVIEW

The standard of review is set forth in Section 307(d) of the Act, which

provides, in pertinent part, that challenged portions of the Rule may not be set

aside unless they are "arbitrary, capricious, an abuse of discretion, or otherwise not

in accordance with law." 42 U.S.C. § 7607(d)(9)(A).1

The "arbitrary or capricious" standard presumes the validity of agency

action. Small Refiner Lead Phase-Down Task Force v. EPA, 705 F.2d 506, 520-21

(D.C. Cir. 1983). Where EPA has considered the relevant factors and articulated a

rational connection between the facts found and the choices made, its regulatory

choices must be upheld. Motor Vehicle Mfrs. Assn v. State Farm Mut. Auto. Ins.

Co., 463 U.S. 29, 43 (1983).

Moreover, as this Court recently reiterated, "we give an extreme degree of

deference to the agency when it is evaluating scientific data within its technical

expertise." Coalition for Responsible Regulation Inc. v. EPA, No. 09-1322, slip

op. at 28 (D.C. Cir. June 26, 2012) (citation omitted).

Thus, so long as EPA "engage[d] in reasoned decision-making," Am.

Truckin~,Ass'ns, 283 F.3d at 379 (quoting American Luny Assn v. EPA, 134 F.3d

Petitioners argue that the Administrative Procedure Act ("APA") provides the

standard of review. Br. 30. This case is governed by Section 307(d), not the APA.

See 42 U.S.C. § 7607(d)(1)(A); infra pp. 30-31.
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388, 392 (D.C. Cir. 1998)), and met "minimal standards of rationality," Ethvl

Cori. v. EPA, 541 F.2d 1, 36 (D.C. Cir. 19'76), its decision must be upheld.

Accord Br. 38 (EPA must make a "reasoned choice"), 41 ("[T]he agency must

provide a rational explanation[.]")

SUMMARY OF ARGUMENT

The EPA Administrator reasonably exercised her judgment to maintain the

primary (public health-based) standards for carbon monoxide. The administrative

record — particularly the Rule, Proposal, Integrated Science Assessment, Policy

Assessment, and Response to Comments —shows that EPA considered the relevant

factors and articulated a rational connection between the facts found and the

judgments made. Moreover, the record establishes that EPA engaged in reasoned

decision-making, especially in light of high level of deference due EPA's technical

expertise.

As an initial matter, the Declaration of Albert Donnay cannot support the

petition for review. That post-decisional declaration, prepared solely for litigation,

is excluded from the record for judicial review under 42 U.S.C. § 7607(d)(7)(A).

EPA complied with Section 108(a) of the Act, in that its Integrated Science

Assessment "accurately reflected] the latest scientific knowledge useful in

indicating the kind and extent of all identifiable effects on public health ...which
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may be expected from the presence of [carbon monoxide] in the ambient air[.]" 42

U.S.C. § 7408(a)(2). EPA considered all scientific studies that were available as of

mid-2009 and which EPA reasonably found to be useful to the questions at hand.

CASAC concurred that the ISA was comprehensive and up-to-date and endorsed it.

EPA reasonably explained the consideration it gave to specific, well-

established evidence in the record, including controlled human exposure studies

that were also considered in previous CO reviews. As EPA cogently explained,

that evidence continued to establish key aspects of carbon monoxide toxicity and

was relevant to addressing whether the primary standards provide adequate

protection. The record — including EPA's Response to Comments, which

Petitioners fail to acknowledge in their brief — refutes Petitioners' contention that

EPA acted arbitrarily in assessing evidence and finding facts.

EPA reasonably explained the consideration it gave to epidemiological

evidence. EPA evaluated the entire integrated body of evidence and explained

how the epidemiological evidence contributed to its overall findings concerning

the link between ambient CO and cardiovascular health effects. But EPA also

identified a number of significant uncertainties and limitations associated with the

epidemiological studies and reasonably determined that no revision to the primary

standards was warranted. EPA's explanation was reasonable, not arbitrary as
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Petitioners contend.

EPA considered, and reasonably addressed, a list of epidemiological studies

presented by Mr. Donnay in comments on the Proposal. EPA reasonably found

that those studies would not materially change the ISA's conclusions concerning

the body of evidence it assessed. With regard to Mr. Donnay's lists of "CO

poisoning" and "review" studies, EPA cogently explained why they would add

nothing useful to the record.

EPA reasonably focused on the protection needed for susceptible or at-risk

populations and thus complied with Section 109(b), which requires standards to be

requisite to protect public health with an adequate margin of safety. 42 U.S.C.

§ 7409(b)(1). Based on the evidence, EPA identified a number of populations that

are, or could potentially be, susceptible to ambient carbon monoxide. Of those,

EPA reasonably identified the population which the evidence showed to be most

susceptible — people with cardiovascular disease and more specifically those with

coronary artery disease —and ensured that the standards adequately protect that

population. EPA reasonably found a lack of evidence indicating that other

potentially at-risk populations are more susceptible than people with CAD.

In addition, EPA reasonably found that the primary standards protect not

only people with CAD but also the broader category of people with CVD.
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Petitioners incorrectly assert that EPA ignored the broader category when it

assessed the protectiveness of the standard. For example, EPA included at-risk

populations of adults with any heart disease in its quantitative risk assessment.

EPA reasonably considered the extent to which controlled human exposure,

toxicological, and epidemiological studies suggest a causal relationship between

ambient CO and non-cardiovascular health outcomes (e.g., respiratory,

reproductive, and neurological). As EPA reasonably found, the evidence for those

outcomes carried too much uncertainty to warrant a revision in the primary

standards. EPA provided reasoned responses to contrary comments.

EPA gave careful consideration to CASAC's views. EPA acknowledged

CASAC's preference for a lower standard and recommendation that EPA fully

consider the epidemiological evidence. After receiving this advice, the record

shows that EPA did, in fact, give robust consideration to the epidemiological

evidence and did, in fact, consider a lower standard.

CASAC agreed that the record supported either retaining or revising the

primary standards. That view was relayed in the context of CASAC's consensus

response to a charge question presented to it by EPA. It was not a comment in

passing, as Petitioners assert.
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EPA's decision was consistent with CASAC's views. But even if CASAC's

views were interpreted otherwise, the Administrator reasonably explained the basis

for her judgment — including her evaluation of the epidemiological evidence and its

strengths and weaknesses —and any differences with CASAC.

Petitioners lack standing to challenge EPA's decision not to establish a

secondary standard for CO, which regards climate change. Only one of

Petitioners' standing declarations purports to articulate a particularized injury, and

it may be too general to be cognizable under the Court's precedent. In any event,

Petitioners have not established traceability; that is, they have produced no

evidence to show that their purported injury is caused by EPA's decision.

Regardless of standing, EPA reasonably explained its judgment that the

public welfare is adequately protected without a secondary standard. The

Integrated Science Assessment and Policy Assessment show that, even though at a

global scale a link exists between the presence of carbon monoxide in the ambient

air and warming, the impact of CO is indirect, weak, and highly variable from

place-to-place. The record also shows that carbon monoxide remains in the air for

a very short period of time and that its effect on climate depends on the presence of

other pollutants. EPA lacked facts to determine whether regulating ambient CO

concentrations would affect climate and therefore the public welfare. Thus,
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consistent with CASAC's views, the Administrator reasonably found an

insufficient basis to set a secondary standard.

ARGUMENT

The EPA Administrator rendered a reasoned and well-explained judgment to

retain the primary standards and not to establish a secondary standard for carbon

monoxide. Petitioners' claims lack merit.

I. THE DECLARATION OF ALBERT DONNAY IS INADMISSIBLE

Petitioners' attempt to introduce the declaration of their consultant, Albert

Donnay, into the record for judicial review is improper and should be rejected. Mr.

Donnay executed his declaration long after EPA's decision for the sole purpose of

supporting Petitioners' claims. Br. 33-34 & n.5. In fact, Petitioners' brief

repeatedly quotes and cites Mr. Donnay's declaration. Br. 11-12, 14-19, 21, 33-40,

42, 45, 53. Unquestionably, the declaration is not part of the administrative record.

Section 307(d) provides: "The record for judicial review shall consist

exclusively of the material referred to" in a number of subsections. 42 U.S.C. §

7607(d)(7)(A) (emphasis added). None of those subsections encompasses a post-

decisional declaration prepared on behalf of a petitioner in support of litigation. In

a petition for review proceeding involving the ozone standards, for example, this

Court concluded that apost-decisional exhibit attached to an opening brief was

-30-

USCA Case #11-1423      Document #1383575            Filed: 07/13/2012      Page 44 of 102



"not part of the record and [could not] undercut the Administrator's conclusions on

review." American Petroleum Inst. v. Costle, 665 F.2d 1176, 1186 n.3 (D.C. Cir.

1981) (citing, inter alia, 42 U.S.C. § 7607(d)(7)(A)).

Petitioners erroneously rely on Esch v. Yeutter, 876 F.2d 976, 991-92 (D.C.

Cir. 1989), where the Court noted exceptions to the general rule confining review

to the administrative record. Esch is inapposite because it involved review under

the APA, not Section 307(d).~

Accordingly, the Court should disregard Mr. Donnay's declaration and

Petitioners' arguments that rely on it.

II. EPA'S INTEGRATED SCIENCE ASSESSMENT REFLECTED THE

LATEST USEFUL SCIENTIFIC KNOWLEDGE, AND EPA'S

CONSIDERATION OF THAT EVIDENCE WAS REASONABLE

Petitioners attack the age and sufficiency of the scientific evidence before

EPA. Section 108(a) requires that air quality criteria "accurately reflect the latest

scientific knowledge useful in indicating the kind and extent of all identifiable

effects on public health ...which may be expected from the presence of such

pollutant in the ambient airj.]" 42 U.S.C. § 7408(a)(2). In preparing the Integrated

~' Even if Section 307(d) provided exceptions like those noted in Esch, there would

be no equitable reason to admit the declaration. Mr. Donnay had numerous

opportunities to, and did, submit comments and testimony during the

administrative process. See supra pp. 8-9.
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Science Assessment, EPA met this standard. Further, in deciding to retain the

primary standards, EPA reasonably considered the evidence before it.

A. THE INTEGRATED SCIENCE ASSESSMENT ACCURATELY

REFLECTED THE LATEST USEFUL SCIENTIFIC

KNOWLEDGE

The scientific information before EPA was comprehensive and up-to-date.

Petitioners' claim to the contrary is baseless.

From the beginning of the NAAQS review process, EPA sought out the most

recent scientific information. 72 Fed. Reg. at 52,370 (soliciting "new

information," including "epidemiologic ...studies of health effects associated

with ambient exposures of human populations to CO") [JA xxx]; 73 Fed. Reg. at

2,491 (conducting a workshop "to highlight significant new and emerging CO

research") [JA xxx]; Plan 3-2 (outlining the first policy-relevant question: whether

"new information altered scientific support" for the standards) [JA xxx]. That

focus on new information continued throughout development of the Integrated

Science Assessment. As EPA explained, "scientists and collaborators conducted

comprehensive literature searches in multiple health ...science disciplines to

identify original peer-reviewed research published since the last CO NAAQS
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review." RTC 12 [JA xxxJ.~ "These searches focused on articles published

between 1999 and May 2009, the cutoff date for articles to be included in the ISA."

Id. See also ISA 1-4 ("Literature searches were conducted routinely to identify

studies published since the last review ....") [JA max]. "Additional articles were

identified by the public and CASAC during external review of two drafts of the

ISA and other review documents." RTC 12 [JA x~].

In short, EPA identified and weighed studies relevant to assessing whether

concentrations of CO in the ambient air cause adverse effects on public health. Its

preparation of a robust assessment of new scientific information relevant to that

question met the requirements of Section 108(a). An independent body of experts

agreed. Following CASAC's review of the second draft ISA, it stated: "The

document integrates relevant evidence from the past decades while emphasizing

newer evidence and a deeper understanding of mechanisms by which CO affects

health[.]" CASAC 1/20/10 at 1 [JA xxx]. CASAC also endorsed "the process

used by the EPA" and concluded that "the Draft CO ISA will be adequate for

rulemaking with the incorporation of changes in response to the Panel's major

comments and recommendations." CASAC 1/20/10 at 2-3 [JA xxx-xx]. EPA

The ISA integrated new studies into the existing evidence base as compiled by

EPA in the 2000 AQCD. Su,~ra pp. 8, 11.
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incorporated the recommended changes, see ISA 1-6 [JA xxx]; EPA-HQ-ORD-

2007-0925-0020 [JA xxx-xxx], further ensuring the sufficiency of the ISA and

record.

Petitioners assert that "EPA ...failed to consider relevant studies" and

"provided no reasoned explanation why[.]" Br. 32-33. The assertion is baseless.

Petitioners' argument begins with a proposition that the ISA cited less than

10 percent of the more than "8,000 peer reviewed articles published since 2000."

Br. 33 n.4. That is a meaningless statistic. The ISA is intended to be "a concise

evaluation and synthesis of the most policy-relevant science for reviewing the

national ambient air quality standards[.]" ISA 1-1 [JA xxx]. Through experience,

EPA and CASAC have found that cataloguing study after study simply for the sake

of inclusiveness makes an air quality criteria document unwieldy and less effective

at achieving its intended purpose. RTC 12 [JA xxx].J

Moreover, the mere existence of a new study has nothing to do with its

relevance. Under Section 108(a), an ISA need only reflect "useful" scientific

information. 42 U.S.C. § 7408(a)(2). While the age of the scientific evidence may

be a consideration, it does not trump its relevance. RTC 25 ("EPA strongly

`-°~ EPA now uses ISAs in lieu of Air Quality Control Documents for this very

reason. Id.
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disagrees with [Mr. Donnay's] assertion that older studies should, as a matter of

course, be given less weight in evaluating the health effects of exposures to the

criteria air pollutants, particularly in cases where these studies remain the definitive

works available in scientific literature.") [JA xxx]; Plan 4-1 ("[R]esults of new

studies will be integrated with previous findings. Important older studies will be

more specifically discussed if they remain definitive or are open to reinterpretation

in light of newer data.") [JA xxx]; CASAC 6/29/09 at 1 (first draft ISA "pull[ed]

together critical evidence from the past decades while emphasizing new evidence

and associated insights") [JA xxx].

Petitioners' repeated charge that EPA did not explain its reasoning is

baseless. Petitioners fail to even acknowledge EPA's Response to Comments,

much less the explanations EPA provided in that record document.

Petitioners' remaining sufficiency-of-the-record arguments lack merit as

well. EPA did not "ignore[]" a list of 46 epidemiological studies that Mr. Donnay

submitted in response to the Proposal. Contra Br. 33-34 (citing, inter alia, Donnay

Comments 9-15 [JA xxx-xx]). Even though Mr. Donnay could have brought at

least some of those studies to EPA's attention during the ISA development, see

supra pp. 8-9, the Agency still considered and addressed them. See Rule 54,296/3

[JA xxx]; RTC 13 ("Studies listed by commenters that fall within the scope of the
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ISA ..., including recent studies published after the cutoff date for inclusion, have

been provisionally considered[.]") [JA xxx]. As EPA explained, none of the

studies "materially changed] any of the broad scientific conclusions made in the

... ISA." RTC 9 [JA xxx].'-'~

EPA did not arbitrarily disregard Mr. Donnay's list of "CO poisoning"

studies. Contra Br. 35 (citing, inter alia, Donnay Comments 16-27 [JA xxx-xx]).

Those studies involved, for example, "accidental exposures to very high

concentrations of nonambient CO resulting in very high COHb levels[.]" RTC 9

[JA xxx]. In the ISA, EPA explained that "[h]ealth effects resulting from

accidental exposure to very high concentrations ofnon-ambient CO (i.e., CO

poisoning) are not directly relevant to ambient exposures, and as such, a discussion

of these effects has deliberately been excluded from this document." ISA 1-7 [JA

xxx]. After reviewing Mr. Donnay's comment and list, EPA further explained that

"[s]uch high-level CO exposures ...are extremely unlikely to be experienced

under ambient exposure conditions[.]" RTC 9 [JA xxx].~ Thus, EPA reasonably

'-'f See also Rule 54,297/1 ("[T]he ̀ new' information and findings do not materially
change any of the broad scientific conclusions[.]") [JA x~].

'~ See also RTC 13 ("[T]opics such as those raised by commenters (e.g., very high
concentration exposures in humans and animals) were not found to be
informative[.]") [JA xxx].
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concluded that CO poisoning studies lacked "useful[ness]" for judging whether to

revise the NAAQS. 42 U.S.C. § 7408(a)(2).

EPA reasonably responded to Mr. Donnay's comment that the Agency

should consider approximately 143 recent "review" studies. Contra Br. 36-37

(citing Donnay Comments 28-40 [JA xxx-xx]). Review studies "typically present

summaries or interpretations of existing studies" "[r)ather than bring forward new

information in the form of original research or new analyses[.]" RTC 9 n.3 [JA

xxx]. EPA's preference is to prepare the ISA by reviewing original research

underlying the review article, rather than summaries of the original research.

Ordinarily, then, there is no reason to believe that a review study would present

substantively new and useful information. Thus, "[r]eview articles are generally

not included in the ISA," id., and neither Petitioners' assertion nor Mr. Donnay's

comment establishes that the record before EPA was deficient.

Accordingly, EPA's Integrated Science Assessment met the requirements of

Section 108(a), and the Agency adequately responded to information brought to its

attention after completion of the ISA.
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B. EPA'S CONSIDERATION OF CONTROLLED HUMAN

EXPOSURE STUDIES USING COHb AS A BIOMARKER WAS

REASONABLE

EPA reasonably explained the consideration it gave to older evidence in the

record, including controlled human exposure studies using COHb as a biomarker.

Those studies comprised part of the longstanding body of evidence that EPA found

to be highly relevant to the present review (as it had been in prior reviews). It

demonstrated the key role played by hypoxia, the identification of people with

cardiovascular disease as at risk from short-term ambient CO exposures, and the

use of COHb for evaluating CO exposure and the potential for health effects. Rule

54,307/1-2 [JA xxx]; supra pp. 12-14, 19-20. Although Petitioners offer a number

of scattershot arguments that EPA placed arbitrary weight on that evidence, the

record shows otherwise.

Petitioners incorrectly suggest that "six studies" — i.e., a large multi-

laboratory study referred to as the Allred Study (resulting in three publications) as

well as five other controlled human exposure studies using COHb as a biomarker,

Proposal 8,164/1-2 [JA xxx] —were the sole basis for EPA's finding that COHb is

the most useful biomarker for evaluating health effects resulting from exposure to

ambient carbon monoxide. Br. 38. The record shows that EPA considered the

entire body of evidence — including but not limited to controlled human exposure
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studies — in deciding to continue to use COHb. Ems., Rule 54,307/1-2 ("[T]he

Administrator places weight on the long-standing evidence base that has

established key aspects of CO toxicity .... These aspects include ...the use of

COHb as the bioindicator and dose metric for evaluating CO exposure and the

potential for health effects.") [JA xxx]. Although EPA gave "primary

consideration" to the Allred Study regarding the specific levels of COHb of

concern to public health, Rule 54,307/1 [JA xxx]; supra pp. 19-20, it comprised

only a portion of the record supporting the use of COHb as a biomarker. PA 2-17

to 2-18 [JA xxx].

The record refutes Petitioners' assertion that "there is no indication ...that

EPA considered evidence that COHb is an ineffective or even counterproductive

indicator of CO exposure." Br. 38. In the Policy Assessment, for example, EPA

scientists addressed the following question: "does the current evidence provide

support for a focus on alternative dose indicators to characterize potential for

health effects?" PA 2-17 [JA xxx]. They explained that the evidence "continues to

support levels of COHb as the most useful indicator of CO exposure that is related

to the health effects of CO of major concern." Id.

Moreover, EPA responded to Mr. Donnay's comments and testimony on this

topic with even greater specificity in a document ignored by Petitioners, EPA's
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Response to Comments. While acknowledging "limitations in terms of

interpretation of the immediate dose following CO inhalation," EPA explained that

"COHb measured in venous blood remains the most extensively validated

biomarker of CO exposure and effects[.]" RTC 24 [JA xxx]. In addition, EPA

noted that "COHb ... is the metric used in published health outcome studies."

RTC 24 [JA ~x~. In another section of the RTC, EPA further explained that "the

necessary validation of COHb as a biomarker has been conducted, including the

development of multiple quantitative models describing its generation in response

to CO exposure." RTC 28 [JA xxx]. As EPA observed, "COHb has been used as a

marker of CO dose for many years[.]" RTC 29 [JA xxx].~

EPA considered and reasonably addressed Mr. Donnay's comment that "the

clinical studies relied upon by EPA improperly conflate or confuse two different

forms of COHb[.]" Br. 39 (citing Donnay Comments 2-4 [JA xxx-xx]). See

also Br. 38 (asserting that controlled human exposure studies "used imprecise

(v)COHb measurement methods"). EPA acknowledged the disparity between

venous carboxyhemoglobin ("(v)COHb") and arterial carboxyhemoglobin

J Contrary to Petitioners' suggestion (Br. 39), the 2000 Air Quality Criteria

Document did not reach a contrary conclusion. It stated that "[t]he blood COHb

level ... represents a useful physiological marker to predict the potential health

effects of CO exposure." 2000 AQCD 7-1 [JA xxx].

,~
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("(a)COHb"); that is, "in response to changes in CO exposure conditions ...there

is a period where arterial and venous COHb levels are not equivalent." RTC 24

[JA xxx]. More importantly, EPA explained the immateriality of that disparity:

"[S]uch periods are quite short and, based on the relationship between magnitude

of exposure and size of disparity, any such disparity is expected to be small under

exposure conditions associated with ambient CO." RTC 24 [JA xxx].

Likewise, EPA reasonably considered e~aled carbon monoxide ("eC0") as

an alternative biomarker to COHb. Contra Br. 40 (citing Donnay Comment 8 [JA

xxx]). EPA explained that eC0 is not as reliable as COHb because factors other

than ambient CO exposure —for example, respiratory infection and inflammatory

diseases — influence it. See RTC 28 [JA xxx]. Further, "[t]o date, evidence is

lacking to fully characterize the response of eC0 concentrations to inhaled CO

concentrations[.]" Id. EPA considered the list of eC0 studies provided by Mr.

Donnay and judged that the scientific evidence did not support using eC0 as an

indicator of ambient CO exposure or to assess its effects. Id. at 28-29 [JA xxx-xx].

Thus, contrary to Petitioners' assertion, EPA did not "ignore[]" Mr. Donnay's list

of studies or eCO. Br. 40.
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C. EPA'S CONSIDERATION OF EPIDEMIOLpGICAL
EVIDENCE WAS REASONABLE

In making the public health judgment to retain the primary standards, EPA

reasonably explained its consideration of the epidemiological evidence. It did not

"simply dismiss this information with short phrases and cursory explanation," as

Petitioners contend. Br. 43.

The record shows that more epidemiological evidence was available for the

present NAAQS review than in prior reviews, Rule 54,308/2 [JA xxx], and that

EPA considered it along with studies from other disciplines. As the Integrated

Science Assessment provides, EPA's assessment of adverse health effects from

ambient CO was "based upon the integration of evidence from across disciplines,"

i.e., "multiple and various types of studies[.]" ISA 1-14 [JA xxx].

EPA described in detail how epidemiological studies with cardiovascular

outcomes generally corroborated findings gleaned from controlled human exposure

studies. Rule 54,308/2 [JA xxx]; ISA 5-48 ("Given the consistent and coherent

evidence from epidemiologic and human clinical studies ... it is concluded that a

causal relationship is likely to exist between relevant short-term exposures to CO

and cardiovascular morbidity.") [JA xxx]. Also, in describing the integration of

evidence across disciplines, EPA noted associations with non-cardiovascular
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outcomes "suggest[ed]" by the epidemiological and other types of studies. Ems.,

ISA 5-100 ("[E]pidemiological studies ...and animal toxicological studies .. .

together provide evidence that is suggestive of a causal relationship between

relevant short-term exposures to CO and respiratory morbidity.") [JA xxx]. A

suggestive causal relationship, however, is weaker than a likely causal relationship.

As EPA scientists explained, "chance, bias and confounding cannot be ruled out."

ISA 1-14 [JA xxx].

Moreover, EPA found "multiple complicating features of the

epidemiological evidence base[.]" Rule 54,307/3 [JA xxx]. They included: (i) the

fact that "very few of these studies were conducted in areas that met the current

standards throughout the period of study[;]" (ii) the possibility that pollutants

produced by fossil fuel consumption other than carbon monoxide were responsible

for the health outcomes "given the currently low ambient CO levels[;]" (iii) the

expected low change in COHb levels associated with currently low ambient CO

concentrations; and (iv) "uncertainties related to representation of ambient CO

exposures given the steep concentration gradient near roadways[.]" Rule 54,307/3-

54,308/1 [JA xxx-xx]; su ra pp. 20-22. Weighing the strengths and limitations of

the epidemiological evidence in the context of the full evidence base, the

Administrator judged that revisions to the primary standards were not required.
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Rule 54,308/2-3 [JA xxx]. That constitutes reasoned decision-making.

Petitioners contend that "EPA improperly characterized the epidemiological

evidence" in two ways. Br. 41. First, they assert that the Rule omitted citations to

most of the "279 epidemiological studies [referenced) in the ISA." Id. The

assertion is nonsensical. The Rule and the Response to Comments repeatedly cited

and incorporated pertinent portions of the ISA, in which EPA scientists had

assessed all of the useful scientific evidence, including epidemiological studies.

Petitioners also point to a particular epidemiological study, referred to as the

"Bell Study," and assert that it "actually makes very clear the current level of CO

standard is not protective of public health." Br. 41-42. Petitioners are wrong. The

Bell Study, as EPA summarized, "evaluated the associations between ambient

concentrations of multiple pollutants (i.e., fine particles ... ,nitrogen dioxide,

sulfur dioxide, ozone, and CO) at fixed-site ambient monitors and increases in

emergency department visits and hospital admissions for specific cardiovascular

health outcomes[.]" Rule 54,301/1 [JA xxx]. Instead of mischaracterizing the Bell

Study, as Petitioners assert, EPA explained why it declined to revise the standards

based on epidemiological evidence, including the Bell Study, due to a number of

factors, including "potential confounding by co-pollutants," "uncertainty

associated with quantitative interpretation of the ...results at low ambient
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concentrations," and "uncertainty and potential error associated with exposure

estimates ...that relate to the use of area-wide or central-site monitor CO

concentrations[.]" Rule 54,305/2-3 [JA xxx].

For example, the Bell Study evaluated associations in areas that did not

consistently meet the existing eight-hour standard for CO, i.e., one of the standards

under review. PA 2-30 [JA xxx]. The highest "design value," representing the

second highest eight-hour concentrations recorded at a monitoring station in a year,

for the areas and years covered by the study ranged up to over 24 ppm, as

compared to the standard of nine ppm. PA 2-30, 2-32 (table 2-3) [JA xxx, xxx].

That means it was of limited use in determining whether the association would still

occur if the areas had lower CO concentrations that met the standard. See Rule

54,305/1 ("[S]tudies involving air quality conditions in which the current standards

were met ...are most informative[.]") [JA xxx].~

Petitioners incorrectly contend that EPA "disregarded" its own scientists'

assessment of the epidemiological evidence for non-cardiovascular outcomes. Br.

42-43. In the ISA, EPA scientists conducted an extensive evaluation of the

Similarly, with respect to studies (by Ritz, Maisonet, and Conceicao) cited on

pages 47 and 48 of Petitioners' brief, EPA explained that they were of limited use

in assessing the adequacy of an existing standard because they "included

conditions when the current CO 8-hour standard was exceeded." RTC 6 [JA xxx].
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epidemiological studies along with other evidence in the record with regard to

ambient carbon monoxide's association with, inter alia, central nervous system

effects, birth outcomes and developmental effects following long-term exposure to

carbon monoxide; and respiratory morbidity and death following short-term

exposure. See ISA 2-6 to 2-10, 5-49 to 5-114 [JA xxx-xxx, xxx-xxx]. In the Rule,

EPA incorporated the ISA's conclusion that the foregoing health outcomes share

only a "suggestive [] causal relationships" with relevant ambient CO exposure.

Rule 54,299/1 [JA max]. EPA reasonably explained why it declined to revise the

primary standards based on those suggestive causal relationships, stating, for

example, that "evidence is generally lacking on mechanism or mode of action that

might lend biological plausibility to associations of effects with low ambient

concentrations observed in epidemiological studies." RTC 33 [JA xxx]. In other

words, while the record contained strong evidence describing how CO can cause

problems for people with heart disease, it lacked evidence explaining how CO

could affect people with, for example, asthma.)

Accordingly, EPA offered a reasonable explanation for the weight it placed

on various aspects of the scientific evidence in making the public health policy

Likewise, EPA reasonably considered and responded to comments concerning a

suggestive association between CO exposure and lung health. See RTC 4-6 [JA

xxx-xx]. Contra Br. 43.

,~
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judgment that the evidence warranted retaining the primary standards.

III. EPA REASONABLY DETERMINED THAT THE PRIMARY

STANDARDS CONTINUE TO PROTECT PUBLIC HEALTH WITH

AN ADEQUATE MARGIN OF SAFETY

Petitioners challenge the protectiveness of the primary standards. Pursuant

to Section 109(b) those standards must be, "in the judgment of the Administrator,"

requisite to protect public health with "an adequate margin of safety." 42 U.S.C.

§ 7409(b)(1). Primary standards must protect not only "average healthy

individuals," but also people with "conditions rendering them particularly

vulnerable to air pollution." American Luny Assn, 134 F.3d at 389 (citations

omitted); ISA 5-115 (defining susceptible populations) [JA xxx]. Determining

what is requisite to protect public health involves a mixed judgment of science and

policy. See Ether Corgi, 541 F.2d at 24; Lead Industries, 647 F.2d at 1146.

Here, EPA assessed ambient carbon monoxide's effect on susceptible

populations and found that the primary standards provide protection with an

adequate margin of safety. In doing so, EPA engaged in reasoned decision-making

and fulfilled its Section 109(b) responsibilities.
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A. EPA REASONABLY FOUND THAT THE PRIMARY

STANDARDS PROTECT SUSCEPTIBLE AND

POTENTI~ILLY SUSCEPTIBLE POPULATIONS

Petitioners incorrectly assert that "EPA did not consider whether the current

standard protects all susceptible populations." Br. 44. As the record shows, EPA

considered a number of populations that are or even could potentially be vulnerable

to ambient carbon monoxide, including the following populations discussed in

Petitioners' brief:

• people with coronary artery disease

• people with cardiovascular disease

• older adults and elderly people

• people with diabetes

• people with anemia

• people with obstructive lung diseases

• fetuses during critical phases of development

• newborns and young infants

• children with asthma

• people who visit high-altitude locations

• people with pulmonary disease

,~
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people who spend a substantial time on or near heavily traveled

roadways

Rule 54,299/2-3, 54,306/2, 54,308/1-2 [JA xxx, xxx, xxx]; Proposal 8,167/2-3,

8,168/2 [JA xxx-xx]; RTC 4-8 [JA xxx-xxx]; PA 2-18 to 2-22 [JA xxx-xxx]; ISA

2-10 to 2-12, 5-114 to 5-124 [JA xxx-xx, xxx-xx].

Of those. populations, EPA found the evidence to be "clearest" that people

with coronary artery disease are the "most susceptible to an increase in CO-

induced health effects." Rule 54,299/2-3 & n.8 (quoting ISA 2-12 [JA max]) [JA

xxx]. EPA also found that "people with cardiovascular disease [are] a key

population at risk from short-term ambient CO exposure." Rule 54,306/2 [JA

xxx].'~'

In addition, EPA considered factors that indicate a potential for

susceptibility to ambient CO exposure. "Older adults," for example, can have an

"increased prevalence of cardiovascular disease ...when compared to all age

groups or lifestages." PA 2-21 [JA xxx]. Similarly, "[t]hose with other preexisting

diseases that may have already limited oxygen availability or increased COHb

production or levels, such as people with obstructive lung diseases, diabetes and

anemia," may also be at greater risk from the hypoxic effects of CO. Proposal

J CAD is a subset of cardiovascular disease. PA 2-19 [JA xxx].

,.
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8,167/2 [JA xxx]. With respect to those other groups, however, EPA did not find

that they were more susceptible than people with CAD. Rule 54,306/3 ("[T]he

currently available evidence does not indicate a greater susceptibility for any of the

other populations or lifestages recognized as potentially at risk from exposure to

ambient CO.") [JA xxx].

EPA did more than merely acknowledge potentially susceptible populations

and note that the record provided "limited" information to characterize them.

Contra Br. 45, 48-49. EPA explained why it concluded that a standard protecting

people who have been demonstrated to be susceptible to CO would also protect

people who are considered potentially susceptible for CO, where "evidence is

limited or lacking with regard to the effects of CO at ambient levels, and associated

exposures and COHb levels, while providing no indication of susceptibility to

ambient CO reater than that of [coronary heart disease, which is also called

coronazy artery disease] and [heart disease] populations." Proposa18,168/2

(emphasis added) [JA xxx].-'~ EPA further explained that by protecting "people

with heart disease, such as CAD, regardless of age," the primary standards

See also Rule 54,299/3-54,300/1 ("[I]nformation is lacking on specific CO

exposures or COHb levels that may be associated with health effects in these other

groups and the nature of the effects, as well as a way to relate the specific evidence

available for the CAD population to these other populations.") [JA xxx-xx].

-50-

USCA Case #11-1423      Document #1383575            Filed: 07/13/2012      Page 64 of 102



"provide the requisite protection, including an adequate margin of safety, to

potentially susceptible populations or lifestages, including pregnant women and

infants[.)" RTC 8 [JA xxx]. In EPA's judgment, providing adequate protection for

people with CAD will also provide adequate protection for other susceptible

populations, as well as the general public.'-~'

Petitioners are incorrect that "[t]he administrative record ...makes it clear"

that the primary standards do not adequately protect potentially susceptible or at-

risk populations. Br. 45. The Integrated Science Assessment, for example,

"note[d] that evidence is lacking on mechanism or mode of action that might lend

biological plausibility to a causal relationship between birth outcomes and

developmental effects and low ambient concentrations of CO observed in

epidemiological studies []." RTC 7 (citing ISA 5-80 [JA xxx]) [JA xxx].

Additionally, with respect to populations other than people with CVD and CAD,

EPA could not "sufficiently rule out the role of chance, bias and confounding in

the epidemiological associations observed[.]" RTC 7 (citing ISA § 5.4.3, table 1-2

[JA xxx, xxx]) [JA xxx]. Thus, as EPA reasonably found, the evidence did not

'~ This is not a case like American Farm, where the Court remanded the standards

for fine particular matter "for ...EPA to explain why it believes [they] will

provide ... an adequate margin of safety against morbidity in children and other

vulnerable subpopulations." 559 F.3d at 526. Here, EPA amply explained how the

primary standards for CO protect susceptible populations.
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indicate that other potentially susceptible populations were more susceptible and

needed more protection than people with coronary artery disease.

Petitioners assert that they and other "[c]ommenters strongly urged EPA to

more fully consider whether the current standard is adequate to protect susceptible

populations." Br. 47. The assertion is inapposite. That Mr. Donnay and others

disagreed with EPA's evaluation of the evidence does not establish that EPA acted

arbitrarily. It is not the Court's "function to resolve disagreement among the

experts or judge the merits of competing expert views." Lead Industries, 647 F.2d

at 1160.

B. EPA REASONABLY FOUND THAT THE PRIMARY

STANDARDS PROTECT PEOPLE WITH

CARDIOVASCULAR DISEASE

EPA reasonably found that the primary standards protect people with

cardiovascular disease, not just the subset of people with coronary artery disease.

Although EPA found that "individuals with CAD are most susceptible," Rule

54,299 n.8 (emphasis added) [JA xxx], it also found that "people with

cardiovascular disease [are] a key population at risk from short-term ambient CO

exposures." Rule 54,306/2 [JA max]. Further, EPA's quantitative assessment of

exposure and risk simulated adults with CAD and adults with any heart diseases.

Rule 54,302/1 [JA xxx]. Thus, Petitioners incorrectly assert that "EPA only
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considered one susceptible population in setting the standard —those with CAD."

,.

Similarly baseless is Petitioners' assertion that "[o]verall, the record

supports the need for a lower standard in order to protect those with CAD, and

more broadly CVD." Br. 52. The question before the Court is whether the record

supports EPA's judgment, not whether the record could also be construed to

support a different judgment preferred by Petitioners. As the Court stated in Lead

Industries, "where there is evidence in the record which supports [the

Administrator's] judgments, this court is not at liberty to substitute its judgment for

the Administrator's." 647 F.2d at 1158, 1160.

Moreover, Petitioners did not and cannot identify evidence in the record that

shows that EPA's conclusion was arbitrary or capricious. Although Petitioners

assert that the standard fails to protect certain populations, such as people with

CVD who are susceptible to stroke, EPA reasonably determined that a standard

that protects people with CAD also protects people with CVD. For example, EPA

found only "very limited evidence" linking CO and strokes. ISA 5-40 [JA xxx];

see also ISA 2-14 ("Epidemiologic studies consistently show associations between

ambient CO concentrations and cardiovascular endpoints other than stroke[.]") [JA

xxx~. EPA's approach was to protect the most susceptible population while being
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mindful not to set the standard lower than is requisite to protect the public health

with an adequate margin of safety. Rule 54,303/2 ("The Act does not require that

primary standards be set at zero-risk level, but rather at a level that avoids

unacceptable risks to ...the health of sensitive groups.") [JA xxx].

EPA considered the epidemiological studies (by Bell, Mann, and Linn) cited

on pages 50 and 51 of Petitioners' brief and found that they "provide[] support to

the clinical evidence for a direct effect of short-term ambient CO exposure on CVD

morbidity []." Rule 54,301/1 (citing ISA 5-40 to 5-41 [JA xxx-xx]) [JA xxx]. That

finding was reasonable, just as it was reasonable for the Administrator to judge the

existing standards to be adequate based on the record, including controlled human

exposure studies, exposure and risk estimates, and the uncertainties related to the

epidemiological evidence (including the Bell, Mann, and Linn studies). See supra

pp. 20-22, 43.

C. EPA REASONABLY FOUND THAT THE PRIMARY

STANDARDS PROTECT PEOPLE FROM NON-

CARDIOVASCULAR HEALTH EFFECTS

EPA reasonably considered evidence regarding the extent to which ambient

carbon monoxide exposures are associated with non-cardiovascular health

outcomes, including central nervous system effects, birth outcomes, developmental

effects, respiratory morbidity, and mortality. Rule 54,299/3 [JA x~); Proposal
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8,166/1-2 [JA xxx]; RTC 4-8, 11 [JA ~cx-xxx, max). Contra Br. 53 (asserting that

EPA "ignore[d]" such evidence).

As Petitioners acknowledge, in the Integrated Science Assessment, EPA

scientists concluded that certain non-cardiovascular health effects "are only

supported by a ̀suggestive' relationship." Br. 54. See also RTC 9 ("EPA has

determined the separate bodies of evidence for birth outcomes and developmental

effects, short-term exposure and respiratory morbidity, and short-term exposure

and mortality to each be only suggestive of a causal relationship with ambient CO

exposures [].") (citing ISA §§ 5.4 to 5.6 [JA xxx-xxx, ]) [JA xxx]. Yet Petitioners

also refer to those health outcomes as being "caused by CO exposure[.]" Br. 55

(emphasis added). Such assertions of causation lack support. After fully

evaluating the relevant science, EPA did not find evidence sufficient to conclude

that CO in the ambient air causes or even likely causes any non-cardiovascular

health effect. To the contrary, EPA found a "much greater uncertainty" associated

with a relationship between ambient CO and those health outcomes as compared to

a relationship between ambient CO and cardiovascular effects. RTC 7-8 [JA ~-

xx].

Petitioners also make the unsupported charge that "EPA did not reference

any evidence in the final rule demonstrating a positive correlation between CO
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exposure and these other [non-cardiovascular] health effects." Br. 54. EPA's

Response to Comments, issued in conjunction with the Rule, expressly addressed

and explained the possibility of a link between ambient CO and non-cardiovascular

health outcomes. RTC 4-8, 11 [JA xxx-xx, xxx). With respect to respiratory

morbidity, for example, EPA explained that it found "a lack of evidence on

mechanism or mode of action that might lend biological plausibility to such a

relationship for the low ambient concentrations of CO observed in epidemiological

studies." RTC 4 [JA xYx).

None of the epidemiological studies discussed on pages 54 and 55 of

Petitioners' brief compelled EPA to reach a different conclusion. For example,

with respect to the assertion that "many studies ... analyz[ed] effects of CO well

below the current standard," Br. 55, EPA explained that, "when considering the

publicly available information on attainment and non-attainment of the current

standards in the study locations for the time periods relevant to the U.S. studies

cited by the commenters, it can be documented that the current standards were met

throughout the period of study in only two study areas." RTC 4 [JA xxx).

Petitioners ignore that response, as well as the RTC in its entirety. Supra p. 35.

Their claims fail.
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IV. EPA REASONABLY CONSIDERED AND ACTED CONSISTENT

WITH THE VIEWS OF THE CLEAN AIR SCIENTIFIC ADVISORY

COMMITTEE

In pages 56-61 of Petitioners' brief, as well as in conjunction with other

arguments (Br. 43, 47, 52), Petitioners take issue with EPA's consideration of

CASAC's views concerning the protectiveness of the primary standards. The Act

requires EPA to consider "any pertinent findings, recommendations, and comments

by [CASAC]," and "if [EPA's) proposal differs in any important respect from any

of these recommendations" to provide "an explanation of the reasons for such

differences." 42 U.S.C. § 7607(d)(3). The record shows that EPA fully considered

CASAC's views, acted consistent with them, and fulfilled the Act's requirements.

Proposa18,183/1-3 [JA max]; Rule 54,307/3-54,308/1 [JA xxx-xx]; RTC 56-57 [JA

xxx-xx]; supra pp. 16-18.

Contrary to Petitioners' assertions (Br. 56-61), EPA correctly characterized

CASAC's views. CASAC did, as EPA stated, express a "preference" for a revised

standard. Compare Proposal 8,183/2 [JA xxx] with CASAC 6/8/10 at 2 [JA xxx].

CASAC also advised to "consider[]" "revisions that result in lowering the

standard" based on epidemiological studies. Compare Proposal 8,183/2 [JA xxx]

with CASAC 6/8/10, Encl. B at 11 [JA xxx].
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In the same communication, CASAC further stated that it "agree[d]" with

the conclusion of EPA scientists that "the data provide support for retaining or

revising the current 8-hr standard." Compare Proposa18,183/2 [JA xxx] with

CASAC 6/8/10, Encl. B at 12 [JA xxx]. CASAC also stated that. "[i]f the

epidemiological evidence is given additional weight, the conclusion could be

drawn that health effects are occurring at levels below the current standard, which

would support the tightening of the current standard." Compare Proposa18,183/2

[JA xxx] with CASAC 6/8/10, Encl. B at 12 [JA xYx]. Based on those statements,

EPA concluded that CASAC's "preference for a lower standard was contingent on

a judgment as to the weight to be placed on the epidemiological evidence." Rule

54,308/1 [JA xxx]; RTC 56-57 [JA xxx-xx].

Petitioners dismiss CASAC's agreement that the evidence provides support

for either retaining or revising the primary standards as "a single ...comment

made in passing." Br. 57. However, CASAC meant what it said, that "[o]verall

the Panel agrees with this conclusion," i.e., the conclusion of EPA scientists as

expressed in the draft Policy Assessment that the evidence supports either retaining

or revising the eight-hour primary standard. CASAC 6/8/10, Encl. B at 12 [JA

xxx]. Nothing about CASAC's statement supports —much less compels — a

characterization that it was a stray remark or uttered in meaningless isolation.
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CASAC's agreement was made in the context of its consensus response to a

charge question concerning the adequacy of the existing standards. Moreover,

CASAC qualified its views regarding'a tightening of the standard by the phrase "if

the epidemiological evidence is given additional weight." CASAC 6/8/10, Encl. B

at 12 [JA xxx]. "[I]fl' was an acknowledgment that scientists, and more

importantly the EPA Administrator, could reasonably differ in their assessment of

the scientific evidence. Indeed, it is common for CASAC to advise EPA to

consider a range of options. See, e..g_, Rec, comers, 604 F.3d at 616 (noting that

CASAC had recommended that the standards for lead fall within a range).

EPA did not "ignore CASAC's multiple recommendations that [it] give

greater weight to epidemiological studies," as Petitioners assert. Br. 58. See also

Br. 43 (asserting that CASAC's June 8, 20101etter shows that EPA arbitrarily

considered the epidemiological evidence). EPA followed CASAC's advice by

devoting more attention and discussion to epidemiological studies after CASAC's

last letter to the Administrator. Proposal 8,182/1-8,183/2 [JA xxx-xx].

Moreover, contrary to Petitioners' cursory assertion (Br. 60-61), EPA's

consideration of CASAC's views included consideration of a lower standard. RTC

57 ("EPA ...has acted consistent with CASAC's advice in considering a lower

standard.") [JA xxx]. In the Policy Assessment, for example, EPA extensively
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discussed the possible scientific rationale for more stringent primary standards.

See PA 2-60 to 2-76 [JA xxx-xx]. Furthermore, in the Proposal, EPA invited

public comment on whether to revise the existing standards in light of CASAC's

views and the rationale for lower standards identified in the PA. Proposal 8,184/3

[JA xxx].

EPA also followed the advice CASAC relayed in earlier letters to the

Administrator. Contra Br. 47 (citing CASAC's letters of February 12 and May 19,

2010). CASAC, for example, advised EPA to "consider[]" "the degree of

protection afforded to susceptible populations by the current NAAQS." CASAC

5/19/10 at 1 [JA xxx]. EPA did so. See supra pp. 13-16, 21-22. CASAC

"recognize[d] ...compelling evidence ...from clinical studies demonstrating a

relationship between elevated levels of carboxyhemoglobin (COHb) and a reduced

time to the onset of angina." CASAC 5/19/10 at 1-2 [JA xxx-x~]. So did EPA.

See supra p. 20.

Moreover, Petitioners' claim ignores the EPA Administrator's

"consideration to the full breadth of CASAC's advice," including CASAC's "range

of advice regarding interpretation of the CO epidemiological studies in light of the

associated uncertainties." Rule 54,308/1 [JA xxx]; supra pp. 20-22, 43. CASAC

advised, for example, that "[t]he problem of co-pollutants serving as potential

.i
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confounders is particularly problematic for CO[,]" and "CO may be a surrogate for

exposure to a mix of pollutants generated by fossil fuel combustion." CASAC

1/20/10 at 2 [JA xxx].

CASAC's breadth of advice further included, for example, its "agree[ment]"

that the Allred Study and other controlled human exposure studies were "well-

designed" and received appropriate emphasis by EPA. CASAC 1/20/10 at 2

("[I]nformation from well-designed clinical exposure studies has received

emphasis. We agree with the weight that they are given in the [second draft

ISA].") [JA xxx]. Furthermore, in its last letter of the NAAQS review process,

CASAC stated that "[t]he conclusion that the current evidence supports a primary

focus on those with cardiovascular disease is justifiably based on observations

from clinical studies." CASAC 6/8/10, Encl. B at 11 [JA xxx]. This shows

CASAC's acknowledgment that after its earlier comments (which Petitioners focus

on, Br. 52), EPA had broadened its consideration of susceptible populations

beyond people with CAD.

Petitioners often point to the views of "[o]ne CASAC member" and quote

from meeting transcripts. E.g„ Br. 47, 52. That approach misses the mark.

CASAC acted here only by consensus. See Association of Am. Physicians and

Sur eons, Inc. v. Clinton, 997 F.2d 898, 913 (D.C. Cir. 1993) ("[A] group is not a
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[Federal Advisory Committee Act] advisory committee unless it gives ̀ consensus'

advice."); 77 Fed. Reg. 6,796, 6,797 (Feb. 9, 2012) ("CASAC is a Federal

Advisory Committee[.]"); EPA-HQ-OAR-2008-0015-0018 at 10 [JA xxxJ.

Further, as explained supra p. 16 & n.5, CASAC expressed its consensus views

through letters, not through the remarks of individual members made at a meeting.

Accordingly, as the record shows, EPA reasonably considered and weighed

the full range of CASAC's advice, including its agreement that the scientific

evidence supported either retaining or revising the primary standards for carbon

monoxide. Thus, EPA's decision did not "differ[] in any important respect" from

CASAC's. 42 U.S.C. § 7607(d)(3). Alternatively, by explaining its evaluation of

the epidemiological evidence (supra pp. 19-22, 43), EPA provided "an explanation

of the reasons for [any] such differences." 42 U.S.C. § 7607(d)(3).

V. EPA REASONABLY FOUND INSUFFICIENT EVIDENCE TO

ESTABLISH A SECONDARY STANDARD

Petitioners challenge the absence of a secondary standard for carbon

monoxide. The Act provides that "[a]ny ...secondary ...standard ...shall

specify a level of air quality ...which in the judgment of the Administrator ... is

requisite to protect the public welfare from any known or anticipated adverse

effects associated with the presence of such air pollutant in the ambient air." 42
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U.S.C. § 7409(b)(2). Public welfare includes effects on climate. Id. § 7602(h).

While climate change is matter of "unusual importance," Massachusetts v. EPA,

549 U.S. 497, 506 (2007), EPA reasonably found no indication that a secondary

standard for carbon monoxide would "protect the public welfare," 42 U.S.C.

§ 7409(b)(2), by alleviating climate change. Petitioners' claim to the contrary is

jurisdictionally deficient and without merit.

A. PETITIONERS LACK STANDING

Petitioners lack standing to challenge EPA's decision not to establish a

secondary standard for CO. To establish representational standing, Petitioners

must demonstrate, inter alia, that their "members would otherwise have standing to

sue in their own right[.]" National Assn of Home Builders v. EPA, 667 F.3d 6, 12

(D.C. Cir. 2011) (citations and internal quotation marks omitted). A member has

standing if he has a "personal injury fairly traceable to the [opposing party's]

allegedly unlawful conduct and likely to be redressed by the requested relief."

Allen v. Wright, 468 U.S. 737, 751 (1984) (citation omitted; alteration in original).

Here, Petitioners have failed to establish at least one of those essential elements

(traceability) and possibly another (injury in fact).

J Petitioners offer no argument that they have organizational or procedural

standing. Br. 28-30.
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An injury in fact must be "(a) concrete and particularized and (b) actual or

imminent, not conjectural or hypothetical." Lean v. Defenders of Wildlife, 504

U.S. 555, 560 (1992) (citations and quotation marks omitted). "[P]articularized"

means in a "personal and individual way." Id. at 561 n. l . The only member who

comes close to alleging a particularized injury, Jeremy Nichols, avers that EPA's

secondary standard decision "diminish[es] [his] ability to enjoy viewing wildlife

and to enjoy [his] recreational activities." Nichols Decl. ¶ 16. He refers to various

species of birds he observes and concludes that climate change is affecting their

overall population. Id. ¶ 15. Under circuit precedent, those averments may be too

general to be cognizable. See Center for Biological Diversity v. United States

Dept of Interior, 563 F.3d 466, 478 (D.C. Cir. 2009) ("Standing analysis does not

examine whether the environment in general has suffered an injury.") (citation

omitted).

Moreover, Petitioners have not established traceability, i.e., that "it is

substantially probable ...that the challenged acts of the defendant ...will cause

the particularized injury of the plaintiff." Florida Audubon Soc'v v. Bentsen, 94

F.3d 658, 663 (D.C. Cir. 1996) (citations omitted). Neither in Mr. Nichols'

declaration nor elsewhere have Petitioners articulated an evidentiary link between

EPA's decision and the purported injury, nor do they provide evidence that, or

.~
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explain how, a secondary standard would redress that injury. See Nichols Decl.

~¶ 13-17.

B. PETITIONERS' CHALLENGE FAILS ON THE MERITS

Regardless of Petitioners' standing, their claim lacks merit. EPA reasonably

determined, based on the record, that having no secondary standard is requisite to

protect public welfare.

The Integrated Science Assessment acknowledged the indirect climate

effects of CO, primarily through its effect on concentrations of other gases. ISA

3-11 [JA xxx]. It is well known that carbon monoxide plays a participatory role in

the reactions of chemicals in the atmosphere, which, in turn, contribute to

increased concentrations of other pollutants that directly contribute to global

warming. See ISA §§ 2.2, 3.3 [JA xxx-xx, xxx-xx].~' CO itself is not a

greenhouse gas. As the ISA found, "CO is a weak direct contributor to

greenhouse warming[.]" ISA 3-11 [JA xxx]. Moreover, the ISA concluded that

the regional climate effects of CO are highly variable and uncertain. ISA 3-12,

3-15, 3-16 [JA xxx, xxx, xxx].

For example, "more than half of the indirect forcing effect of CO is attributable

to ozone ...formation[.]" Rule 54,309/3 [JA max]. A climate forcing effect

means there is more radiation coming into the Earth's atmosphere than leaving it.

That a secondary standard for ozone exists further establishes the reasonableness of

EPA's decision. PA 3-4 [JA xxx]; RTC 41 [JA xxx].
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In the Policy Assessment, EPA scientists concluded that "the available

information provides no basis for estimating how localized changes in the temporal

and spatial patterns of ambient CO likely to occur across the U.S. with (or without)

a secondary standard would affect local, regional, or nationwide changes in

climate." PA 3-4 [JA xxx]. As a result, they assessed the evidence to be

"insufficient ... to support the consideration of a secondary NAAQS based on CO

effects on climate processes," or to even conduct an analysis of what a secondary

standard might look like. Id.21~

The notion that at a global scale "a causal relationship exists between current

atmospheric concentrations of CO and effects on climate," Rule 54,309/1 [JA max];

ISA 1-8 (distinguishing between "global scale conclusions related to climate and

the strongly variable continental and regional climate forcing effects from CO")

[JA xxx], does not in and of itself mandate the establishment of a secondary

standard. Contra Br. 64-65. Any standard the Administrator sets must be neither

more nor less stringent than necessary. Whitman, 531 U.S. at 475-76. Thus, the

central question before EPA was whether sufficient information exists to indicate

J Page 64 of Petitioners' brief stresses a sentence from the PA ("CO is classified

as a short-lived climate forcing agent ....") while omitting a critical one that

follows ("However, it is highly problematic to evaluate the indirect effects of CO

on climate ...."). PA 3-3 (citing ISA) [JA xxx].

..
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whether a secondary standard could mitigate adverse public welfare effects

associated with climate change. In EPA's considered judgment, "in light of both

the significant uncertainties, and the evidence of the direct effects being weak and

the indirect effects being highly variable and dependent on local conditions,

particularly in light of CO's short lifetime, it is not possible to anticipate how any

secondary standard that would limit ambient CO concentrations in the United

States would in turn affect climate." Rule 54,310/1 [JA xxx]. Accordingly, the

Administrator reasonably judged that there was no basis to determine that a

secondary standard limiting ambient concentrations of CO was needed or would

protect the public welfare.

Petitioners incorrectly argue that EPA "improperly allowed a lack of

certainty to influence its decision." Br. 63 (citations omitted). Inadequate

evidence, not a lack of certainty, drove EPA's decision. Rule 54,310/1 [JA xxx].

As EPA explained, information to evaluate the utility or design of a secondary

standard was simply "not available." Rule 54,310/2 [JA xxx]. Neither Petitioners

nor any other commenter produced any gap-filling data. Rule 54,310/1

("[N]owhere does the comment provide evidence that EPA's conclusion regarding

adequacy of the available information is in error.") [JA xxx~.
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CASAC supported EPA's determination. Contra Br. 64. "CASAC noted

without objection or disagreement the [EPA] staff s conclusions that there is

insufficient information to support consideration of a secondary standard at this

time[.]" Rule 54,309/3 (citing CASAC 6/8/10, Encl. B at 14 [JA xxx]) [JA xxx].

The views of "[o]ne CASAC member," which Petitioners cite, have no controlling

force. Br. 64. See supra pp. 61-62. In any event, the same member acknowledged

that "[t]he current ambient concentration-based standards are not appropriate for

large-scale global atmospheric concentration concerns aimed at protecting

welfare," and that "the state of the science not yet adequate to establish a specific

CO emissions cap[.]" CASAC 1/20/10, Encl. C at 27 [JA xxx].

Accordingly, even if Petitioners have standing, the Administrator reasonably

judged that no provision of law and nothing in the record warranted the

establishment of a secondary standard for carbon monoxide.

.:

USCA Case #11-1423      Document #1383575            Filed: 07/13/2012      Page 82 of 102



CONCLUSION

The petition for review should be denied in part and dismissed in part.
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AIR POLLUTIO

,.~~ previously diverted or reprogrammed:from section

;~{~5 Clean Au' Act [section 7405 of this <ti~le] grans for PM2.5
,plonitors must be restored to State or local .air programs in

Yew' 1999.

s~(ti)` EpA and the States, consistent with "their respecti~+ew

authorities under the Clean Air Act ̀[Act July 14, 1955, cfi.

360; 69 Stat: 322, which is classified generally to section 
7401

~}~6eq:=of this' title], :shall ensure that:the national network

(~e,~ignated;.in subsection ,(a)) which`~onsists of the PMz.S
~or~itors necessary ~o implement the., national .ambient :air

gyality standards is established by December 3i, 1999.

^'(c)(1) The Governors shall be regpired ~o submit desig-

n~ons referred to in ̀section 107(d)(1) of the Clean Air Act

~S lisec. (d)fl) of this sectaonj`for each area following promul-

gation of the July ̀Y997 PMz,S national ambient air'gnaIity

standard, within 1 year after receipt,of 3 years of_ air quality

monitoring data performed in accordance with any applicable

Federal reference methods for the relevant ar~as:~ Only data

from .the monitoring network designated in subSectiQn (a)

and other. Federal reference: method P1VI2.5 monitors shall be
considered`'for such .designations. Nothing in the previous

`sentence shall be construed as affecting the Governor's au-

thorny to designate an area initially as nonattainmeri~ and

the Administrator's authority to promulgate the designation

of an area'as ~nonattaliment under Keeton 10?(d)(1)'b~ the

Clean Air Act [subset, .(d)(1) of this,_section], based on its
contribution to ambient air. quality in,a nearby nonattainment

area.
° "(2) For _any area designated as`non~ttainment for the
July 1997 PM2,5 national ambient air quality standard ~ iii

` accordance 'with the seHedule ̀ set 'forth. in' =this section,
notwithstanding the time limit prescribed iri paragrapki (2)
of section.169B(e) of the Clean Air: Aet [section 7492(e)'(2)
of this title], the Administrator :shall require State inple-
mentation plan revisions referred to in such paragraph (2)
to be submitted. at, the. same tame as, State-implementation
plan revisions referred; to in, section 172.of the,Clean Air
Act [section 7502 of tTiis .title] i~iplgmenting the revised
national ambient air quality standard for fine particulate
matter are required to be submitted. For any axea desig-
nated as attainment ox:unclassitiabi~ for such staxidard, the
Administrator shall require;-the State implementation ,plan
revisions referred to in such paragraph (2) to, be submitted
1 year after the area has ̀been so' desigriatet~ The preced-
ing provisions of this paragraph; shall not %~p'eClirde the
implementation of the agreements and recommendations
set forth in the Grand Canyon Visibility Transport Com-
mission ReporE dated June'1996
"(d) The Administrator'shall promulgate the designations

referred to in section 107(4)(1) of the `lean E1ir'Act [subset.
(d)(1) of this section] for each area following promulgation of
the July 1997 PM2,5 national ambient air quality standard by
the earlier of 1 year after the. uutial designations required
under subsection (c)(1) are required to be submitted or
December 31, 2005.
"(e) Field study.—Not later than 2 years after the date of

enactment of the SAFETEA-LU [Aug. 10, 20053,::, the Admin-
istrator sha11—

"(1) conduct a field study of the ability of the ~PMz.s
Federal Reference 1Vlethod to differentiate those particles
that are larger than 2.5 micrometers iri ̀diameter; ='

"(2) develop a Federal reference method` to measure
directly particles that are larger than 2.5 micrometers in

N PREVENTION 42` § 7408
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diameter without reliance on subtracting from coarse par-
ticle measurements those particles that; are equ&1; to or
smaller than ~:5 micrometers in diameter;:. ;

"(3) develop a method of measuring the composition of

" coarse particles; and
"(4) Submit a'report on the study and responsibilities`of

the adrriinistrator under'paragraplis '(1) through (3)" to=

"(A) the Committee' on Energy and Commerce of the
House of Representatives; and

"(B) the Committee on Environment and Public
Works of the Senate.

"Sec. $103. Ozone designation requirements.

"(a) The Governors shall be required to submit the desig-
nations referred to in section 107(d)(1) of the Clean Air Act
[subsec. (d)(1) of this section] within 2 years following-the
promulgation of the .July. 1997 ozone national ambient air

quality standards.

"(b) The Q~dministrator shall promulgate final designa-

tioris no later than 1 year after the designations required
under subsection (a) are required to be submitted.

"Sec: 6104. Additional provisions.

"Nothing in sections 6101 through 6103 [set out above in
this note] sTia1L be construed by the Administrator of Envi-
ronmental Protection Agency or any court,:State, or person

to affect; any pending. litigation or to be a ratification., of the

ozone or PM2,5 standards."

Modification or Rescission of Rules, Regulations, Orders,
beterminations,` Contracts, Certifications; ' Autfioriza-

tYOns, Delegation's, and Other Actions

`All rules, regulations; orders; determinations, contracts,

certifications, authorizations, delegations, or other` actions
duly; issued, made, or taken by or pursuant to Act July 14,

1955,, the Clean Air Act, as in effect immediately .prior to the
date of enactment of Pub.L. 95-95. [Aug. 7, 1977] to continue
in full force and 'effect until modified or rescinded in accor-

dance with Aet July 14, 1955, as amended by Pub.L. 95-95

[this chapter], see section 406(b) of Pub.L. 95-95,'set out as

an Effective and Applicability Provisions of 1977 Acts note

under section 74x1' of this title.

§, ~'~4.Q8. Air quality criteria and; control tech-
piques

[caa § 1os~
(a); Air poliuta~►t list; -publication .and revision by

Administrator; issuance of air quality crite-
ria for air pollutants-

(1) For the purpose of establishing national pri-
mary and secondary ambient air quality standards,
the Administrator shall within 30 days after December
31, 1970, publish, and shall from time to time thereaf=
ter revise, a list which includes each air pollutant—

,(A) emissions of which; .in his judgment, -cause or

;contribute to air pollution which may reasonably be
anticipated to endanger public- health or welfare;

('B) the presence of which in the ambient air
results from numerous or diverse mobile or station-
ary sources; and

Complete Annotation Materials, see Title 42 U.S.G.A.
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(C) for which air quality criteria had not been

issued before December 31, 1970; but for which he

plans to issue air quality criteria under this section.

(2) The Administrator shall issue air quality. crite-

ria for an air pollutant within 12 months after he has

included such .pollutant in a .list under, paragraph (1).

Air quality criteria for an air pollutant shall accurately

reflect the latest scientific knowledge useful in indicat-

ing the kind and extent of all identifiable effects on

public health or welfare which may. be expected. from

the presence of such poIlutant in the ambient air, in

varying quantities. The criteria for an air pollutant,

to the extent practicable, shall. include information

on—

(A) those variable factors (including atmospheric

conditions) which of themselves or in combinatibri

with other factors may alter the effects on public
health or welfare of such air pollutant;

(B) the types of air pollutants which, when. pres-

ent in the atmosphere, may interact with such pollu-
tant to produce art adverse effect on public health or
welfare; and.

(C) any known or anticipated adverse effects: on

welfare.

(b,) Issuance by Administrator of infortnaton ~gn
air pollution :control technic~ies; standing

consulting. committees for air, pollutants; es-
tablishment; membership„

'(1) Simultaneously with the issuance of criteria uri=

der subsection (a) of this section; the Administrator

sli'all, after consultation with appropriate 'advisory

committees and Federal departments and agencies;

issue to the States and appropriate, air pollution, con-

trol agencies information on air. pollution .control tech-

niques, which information shall;inelude dada, relating

to the cost of installation and operation, energy re-

quirements, emission reduction benefits; and' eriviron=

mental impact of the emission control. technology.
Such information shall include .such data, as are'avail-

able on available technology and alternative methods
of prevention and control of air poll~tiori: Such-nfor=

mation shall also include data on alternative fuels,

processes, and operating methods which will result in

elimination or significant rednctian`of emissions.

' (2)' In order to' assist in the development of infor-

i~ation on pollution' control techniques, the Adminis-

trator may establish a standing. consulting committee

for each' air pollutant included in a list publisfi~d

pursuant to subsection (a)(lj of this section,`which

shall be comprised of technically qualified individuals

representative of State and local governnients,-iridus-

try, and the academic community. Each such commit

tee shall submit, as appropriate, to the ~ldmi~nistrator

information related to that required by paragraph. (1).

(c) Review, modification, and reissuance of criteria
ar i~ormation

The Administrator shall from time to time review,
and,. as appropriate,_ modify, and reissue any criteria
or information on control techniques issued pursuant
to this section. Not later than suc months after
August 7, 1977, the :Administrator shall .revise and
reissue criteria relating to concentrations of'NOZ over
such period (not more than three hours) as he deems
appropriate. Such criteria shall include a .discussion
of: nitric and nitrous acids, nitrites; nitrates, nitrosa-
mines, and other carcinogenic and potentially. carcino-
genic derivatives of oxides of nitrogen.

(d} Publication in Federal Register; availability of
copies for general public

The issuance of air quality criteria and information
on air pollution control techniques shall be announced
in the Fedexal Register and copies shall .be 'made
available .to the general. public.

(e) Transportation planning and guidelines

The Administrator shall, after consultation'with the
Secretary of Transportation,`and after providing pub-
lic notice and opportunity for comment, and with State
and,.local officials, within nine months after November
15,. 990,-.and periodically thereafter as necessary to
maintain a. continuous transportation-air quality plan-
n~ing process; update the June 1978 Transportation-

Air Quality Planr~ing~Guidelines and publish guidance
on the development and implementation of transporta-

ti6n and other measures 'necessary to demonstrate

and maintain attainment of national ambient air quali-

ty .standards. Such' guidelines shall';include informa-

tion .on— ,

(1) methods ~o-:dentify and evaluate alternative

planning; and<c~ritrol activities;

(2) ~nethocls of reviewing plans on a regulax basis

as.conditions: change or new information is present-

~ed; _..

(3)' identification of funds and other resources

necessary'„to u~plement ,the plan, including inter-

agency , agreements on providing such., funds and

,.resources,

(4)”methods to'as'sure'participation by the public

in all phases of the' planning process; and

(5) such other methods as the Administrator de-

termines necessary to carry ou"t a continuous plan-

ning process:

(f~ Information regarding processes, procedures,

and methods to reduce or control` pollutants

in transportation; reduction of mobile source

related pollutants; reduction of impact on

public health

Complete., Annotation Materials, see Title 42 .U.S.C.A.
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.(~); The Administ~'ator shall prxblish and make avail-

~~~~ to appropriate Federal, State, and ;focal environ-

mental and transportation agencies not later than one

yr, after November 15, 1990, and from time to :time
thereafter—

;, r(A) information prepared, as appropriate,.in con-
~snitation with the Secretary of Transportation, and
.;after prgviding public notice and :opportunity for
comment, ;regarding the formulation and emission
reduction potential of txansportation..control msas-

,; ,ores related to criteria.,pollutan~s and their precur-
,sors, including, but not lirrutedto-- ,

y, (i) programs for improved public transit;.
(ii) restriction of certain roads or lanes to, or

construction of such roads nor lanes' for -use. }~y,
:passenger buses or high occupancy vehicles; ; `,::~
(iii)'employer-based` .transportation :manage;
ment .plans, includi~ig incentives;
(iv) trip-reduction ordinances;
(v) traffic flow..;improvement programs, that

achieve emission reductions;
(vi) fringe aria tran~p4rtation :corridor parking

facilities- serving multiple occupancy vehicle pro-
;grams, or transit service,, ,

(vii) programs to lima or restrict vehicle use in
downtown areas or other areas of ez~ission eon-
centration ,particularly during periods ; of ̀peak
-use;

(viii) programs for the provision of all forms of
high-occupancy, shared-ride services; .
(ix) programs to,:lirriit portions of;road surfaces

or certain sections ,of the metropolitan area to the
use of non-motorized vehicles or pedestrian. use,
both as to time and place;
(x) :programs for secure bicycle storage facili-

ties and other facilities, including -bicycle lanes,
for the convenience and protection of.bicyclists, in
both public. and private areas;
(xi) programs to control emended idling of ve-

hides;
(xii) programs to reduce motor:-vehicle emis-

sions; consistent with subchapter II of this chap-
ter, which are caused by extreme cold, start condi-
tions;
(rill) employer-sponsored programs to permit

flexible work schedules; `
(xiv) programs and ordinances to facilitate

non-automobile travel, provision-aid utilization of
mass transit, and to: generally rEduce the need for
single-occupant vehicle travel, as part of transpor-
tation planning and development efforts of a lo-
cality, including programs and ordinances applica-
ble to new shopping ,centers,• special events, and
other centers of vehicle activity;
(xv) programs for new construction and .major

reconstructions of paths, tracks or areas: ,solely
for the use by pedestrian or other non-motorised

42; '§ 7408
CAA § l08

means of transportation` -when economically feasi-

ble and in the public interest. For purposes of

this .clause, tk~e Administrator, shall also.. consult

with the Secretary of the Interior; and
(xvi) program to encourage the volu~atary re-

moval from. use- and the marketplace of pre-1980

model year light duty vehicles and pre-1980 mod-

el light duty tracks.

(B) information on additional methods or strate-
gies that will contribute to the reduction of mobile
source related p~sllutants dnx~ing periods in' urlich
~~any primes ambient air quality standard will be
exceeded- and during "episodes for which an air
pollution alert, warning, or emergency has 'been
declared;

(C) information on:.other measures which may be
employed to reduce the impact on public health or
protect the health of sensitive or susceptible individ-
uals or groups; and

(D} information on the event to which' any pro-
ce"ss'' procedure; or method to reduce or control
~u~h air pollutant'may cause _an increase in the
emissions or formation of any other, pollutant:

(2) In publishing such information the Administra-
for shall also' nclude an assessment of—

r (A) .the relative effectiveness of such processes,
procedures, and methods;

(B) the ~ potential °effect of such- processes, proce-
dure'S,'and methods on trarispo~'tation systems and
the provision of transportation services; and

(C) .the environmental, energy, and'. economic im-
pact. of;;such :processes, procedures, and methods.

(g) ',Assessment.of risks to ecosystems

The. Administrator may assess the risks to ecosys-
tems from exposure to criteria- air pollutants (as iden-
tified by the Administrator iri the Administrator's sole
discretion).

(h) RACTBACT/LAER clearinghouse:

The Administrator shall make information regard-
ing emission control technology available to the States
and to the general public- through a central database.
Such information shall include all control technology
information received pursuant to State plan provisions
requiring permits for sources, including operating per-
mits for existing sources.
(July -14, 1955, c. 360, Title I, § .108, .as added Dec. 31, 1970,

Pub:. 91-604,. § 4(a), 84. Stzt.. 1678, and amended.Aug. 7,

1977, Pub,L. 95-95, Title I, §§ 1Q4, 105, 24t1e IV,,§ 401(a), 91

Stat. 689; 790; Nov. 15, 1990, Pub:L. 101-549, Title I,

§§ 108(a) to (c), (o), 111, 104 Stat. 2465, 2466, 2469, 2470;

Nov,. 10;:1998, Pub.L: 105-362, Title XU, § 1501(b), 1T2 Stat.

3294:)

Complete Annotation Matelrials, see Title A2 U.S.G.Q.
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HISTOItIGAL AND STATUTORY NOTES

Godificatforis

Section was foimerly classified fo section.1857c~ of this

title.
' Reference in snbsec: {e)' in the''original to "enactment of

tke.Clean Air Act.Amendments'of 1989".has been codified as

"I~Ioyember 15, 1990" as manifesting Congressional intent in

the date of the enactment of Pub.L. 101-549,, I~ou.,15,,,1990,

104 Stat. 2399, popularly known as the Clean Air Act Amend-

ments of 1990.

E~fectiye and Applicability Provisions

,1990 Aets. Amendment b~ Pub.L.,;101-549 effective Nov.

15, 1990, except as otherwise provided,. see section 711(b) of

Pub.L. 101=549, set out as a note: under section 7401 of this

title.
1977 Acts. Amendment. by Pub.L. 95-95 effective Aug. 7,

1977, except as otherwise expressly :provided, see section

406,(4) of Pub.L: 95-95; set: out as a note, under section- 7401

of this title.

Savings Provisions

-wits;, actions or proceedings:. commenced under this chap-

t~er as in.effeet prior to Nov. 15, 1990, not to abate by xeason

o£ ,the, talang effect, of amendments by, Pub.L. 101-549,

except as otherwise provided for,'see section 711(a) of Pub.L.

101-549;'seE'ont !as a note"under section' 7401 'of this title.

Prior'Provisions' ̀  ̀ J

A prior section T08 of ̀Act July 14, 1955, was reririmbered

section. 115 by BazliL..9-i~0.4 and is set out`as section,-7915 of

this title..=

11'~odification or;Itescission of ~;ules, Regulatidns; ;Orders,

Determinations;..Contracts, Certifications, _Authoriza-

tions, Delegations,; and Other, Actj~ons .~. ,~_ ,
Atl rotes, regulations, .orders, determinations, contracts,

certifications, a~Ehoriiations, delegations, 'or other 'actions

duly issued; made;-`6r:taken-by crr pursuant to-Act July~14,

1955, tkie Clean Ar_Ac~ as,in effect immediately prior;to xhe

date of enactment of Pub.L. 95-95'[Aug:'7 -1977] to continue

in full force -anck effect until modified or rescfnd~d` in accor-

dance :with AcL .July 14;,.1955; "as amended icy Pub:I;: 95-95

[this chapter., see sectign;~#Q6(b~ of: Pab.L. 95-~95; sat out, as

an Effective and Applicability Provisions of 1977 Acts note

under section 7401 of this title.

7409. National primate and secondary' am-
b e~►t 'air quality standards

[CAA §. X09].

(a) Pro~uIgation

-'(1)' The Administrator= s. ~- -

'' ~ (A)' within 30 days after December 31, -1970; shall

publish proposed regulations p~escribirig a national

,~ ; primary` ambient air ̀quality sfiandard"anti 'a_ national

secorid'ary ambien~,'air g~ality standard for ̀ each air

poIIutant for which air quality criteria have been

issued prior to such date, and

. (B) after a reasonable time for< interested per-

sons to submit written comments thereon (but ,no

`later than . 90 'days after the initial: pizblic~tion:, of
such proposed standards) shall • by regulation pro:

mulgate such proposed` national primary ands sec=
ondary ambient air quality standards with s~teh
modifications as he deems appropriate.

(2) With respect to any air pollutant for which air
quality criteria are issued` after December 31,' 1970,
the Administrator shall publish, simultaneously with
the issizarice of such criteria and information, proposed
national primary and secondary ambient air quality

standards for any" such pollutant. The procedure
provided for in paragraph'(i)(B) of this subsection
shall apply to the promulgation of such standards.

(b) Protection of public health and welfare

(1) .National primary ambient air quality standards,

prescribed under subsection:(a) of this,;seetion shall be

ambient air quality standards the attainment and

maintenance of which in the judgment of the Adminis-

trator, based on such criteria and allowing > an ̀ade-

quate margin of safety,` are requisite to protect the

pubic health.- Such:_ prunary standards' may be re-

vised in the same manner as'promulgated.

(2) Any national secondary a~ribient air quality

standard prescribed uric~er' subsection (a) of this sec-

tiori s1a~T s~iecify a level of 'air quality the attiaimnent

and ̀ maintenance of which i~~ tkie ~ judgment of the

Administrator, based on such criteria, is requisite to

protect the public welfare from any' 2rnown or antici-

pated adverse effects associated with €lie presence of

such air pollutant in the ambient'air. 'Such secondary

standards may be revised in' the same manner as

promulgated':

(c) National: primary ambient air qualty~'standard

for nitrogen dioxide

The''Administrator ̀shall, not later than one year

after August 7, 1977; promulgate a national primary

ambient air 'quality standard for NO2' coneei~trations

over a period of not more than 3 hours unless;`based

on the- criteria issued under section '7408(c) of this

title, he finds that there is rio significant evidence that

such a standard for'•'such a period is ̀'requisite to

protect public health.

(d) Review and revision of criteria and standards;

independent scientific review commixtee; ap-

pointment; advisory: functions

`(1) Not layer than December 31; 1980; and at five-

year internals thereafter; the=Administrator shall com-

ple~e a thorough review of the criteria published u
n-

der section 2408 of tMs title'and'the national ambie
nt

air quality standards promulgated under this section

and shall make such revisions in+ such criteria a
nd

standards and promulgate such new standards as may

be appropriate in accordance with section 7408 of 
this

title and subsection (b) of this section. The Adm
inis-

Complete Annotation Matetiais, see Title '42-'U':SC.A.
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trator .may review and revise criteria or promulgate

mew standards earlier or more frequently than -re-

quired under this paragraph.: _

(2)(A) The Administrator shall' appoint an ind~pen-

dent scientific review committee- composed of seven

members including at least one member of the Natinn-

a1 Academy of ̀Sciences, one physician, and one' per` son
representing State air pollution confxol agencies.

(B) Not later than January 1, 19,80; and at five-year

intervals thereafter, the committee referred. t4 in sub-
paragraph (A) 'sh'ali coriiplete a review of the' criteria

published. under section 7408 of this tide :and the
national primary and secondary 'ambient air' ~ quality
standards promulgated under this section 'and shall
recommend to the Administrator any new, national

ambierit~air quality standards and revisions of existing
criteria and standards as may be appropriate under
section ̀ 7408 of 'this title and subsection (b) of this
section.

(C) .Such committee shall also (i) advise the Admin-
istrator of areas in ,which additional;.knowledge is

required: to appraise the adequacy and.b~sis.of,,e~s~
ing, new, or revised national ambient air quality,stan-

lords, (ii) describe the research efforts necessary to
provide .the required information, (iu). advise the Ad-
ministrator on the relative contribution to air pollution
concentrations 'of natural as well as anthropogenic
activity, and (iv) 'advise the Admmistra~or of any
adverse public' health, welfare; social; "economic, or
energy effects which may result from various` strate-
gies for attainment and maanteriance` of 'such national

ambient air quality standards. ' '
(July 14, '.1955, c. 360, Title ̀I, § 109, as added Dec. 31; 1970,

Pub.L. 91-604, § 4(a) 84 Stat. 1679, and amended Aug. 7,

1977, Pub.L. 95-95; Title 1;'§ I06, 91 Stat. 691:)'

HISTORICAL AND.STATUTORY NOTES

Codifications

Section was formerly classified to section 1857c-4 of this

title.

Effective and Applicability Provisions

1977 Acts. Amendment by Pub.L. 95-95 effective Aug. 7,

1977, except as otherwise expressly provided, see section

406(d) of Pub.L. 95-95, set out as a note`nnder section '7401
of this title.-

Prior Provisions
A prior section 109 of Act July 14, 1955, "was renumbered

section 116 by Pub.L. 91-604 and is set out as section 7416 of
this title.

Modification or Rescission of Rules, Regulations, Orders,

Determinations, Contracts, Certifications, Authoriza-

tions, Delegations, and Other Actions

All rules, regulations, orders, determinations, contracts,

certifications, authorizations, delegations;'' or -other actions
duly issued, made, or taken by or. pursuant to Act July 14,
1955, the Ciean tlir Act, as in effect immediately prior to the

PREVENTION 42~ ~ 7410
ear § iio

date of enactment of Pub.L.; 95-95: [Aug. 7, 1977] to continue

in full force and effect until mod~ed or rescinded in accor-

dance with Act July 14, 1955, as.amended by Pub;L.-95-95

[this chapter], see section 406(b) of Pub.L, 95-95, set out as

an Effective and Applicability Provisions of 1977. Acts note

under section 7401 of this title.

Role of Secondary Standards

Pub.L.~ 101-549,. ~4t1e VIII, § 817, Nov. 15, 1990, 104 Stat.

2697,, which provided' for a report to Congress to be prepared

by the National Academy of Sciences, relating do the role of

national secondary ambient air quality standards iri protect-

ing welfare and the environment, 'and to be transmitted not

later. than 3 years after the date of enactment of the Clean

Air Act Amendments of 1990 [~1ov. 1'5,:.1990], terminated,

effective May 15, 2000, pursuant to Pub.L. 104-66,. § 300$; as

amended, set out as a ,note under 31 U.S,C.A. § 1113, and

the 6tli ;item on page 163 of House. Document No. 103-7.

Termination of Advisory Committees

Advisory ,committees established after Jan: 5, 1973, to

terminate not later than the expiration of the two-year period

beginning, on the date of tli~ir establishment, unless, in the

case of ̀a committee established by.,,the . President. or an

officer of the Federal Government, such committee is re-

newed by appropriate action prior to ~tl~e expiration of such

two-year period, or in the'case of a committee established' by

the Congress,. its duration is otherveise provided: for by iaw,

.see section 14 of Pub.L. 92-463;:. Oct..6; 1.972, 86 Stat..776; set

out in Appendix 2 to Title 5, Government rOr~anization and

Employees.

~41~. State implementation plans for naton-
al primary ̀ anil secondary ambient
air quality'standards

[CAA:.§ 110)

(a) Adoption of plan -by State; ̀ submission. to Ad-

ministrator; content of plan; ''revision; new

sources; indirect source ;review .program;

supplemental or intermittent control systems

(1) Each State shall, after reasonable` notice and

public hearings; adopt` and submit to the 'Administra-

tor, within 3 years (or' such shorter' period as the

Administrator may prescribe} after the promulgation

of a national primary ambient air quality standard (or

any revision thereof under section 7409 of this title

for any air pollutant, a plan which provides for imple-

mentation, maintenance; and enforcement of such pri-

mary standard in each air quality control region (or

portion thereof within such State: In addition, such

State shall adopt and submit to the Administrator

(either as a part. of a plan submitted under the preced-

ng sentence .or separatiely) within 3 years (or such

shorter period as the Administrator may prescribe)

after the promulgation of a national ambient air quali-

ty secondary standard (or revision thereof, a plan

which provides for irriplementation, maintenance, -and

enforcement of such secondary standard in each ,air

quality control region (or portion thereof within ouch

State. Unless a separate public °hearing.is. provided,

Complete Annotation Materials, see .Title 42-.U.S:C.A.
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general amendment of this chapter by Pub.L. 88-206;,proy~d-
ed for cooperative effort.

Disadvantaged Business Concerns; Use of Quotas ' Pro-
hiBited

Pub.I;.' 101-549; Tit1e.X, ;§§. -1.001, 1002,: NAV. 15; 1990; '104
Stat:'2708;,provided-that, . , ;, , , ~ ; .°

`fSec. 1001. Disadvantaged :business: concerns:

"(a) In ̀general;—In- providing =for':any~ research relating
to the requirements of the;amendments -made by the 'Clean
Air Act Amendments of,1990 jFub_I~.:301-549,~~Tov..15;:1990,
104 Stat: 2399; ,for distribution which: pct to the Code„ see
Tables] which uses fiznds of the Environmental Protection
Agency, the Administrator of the Envuorimental Protection
Agency shall, to the extent practicable,',require'that i of less
than 10 percent' of total Federal fuiiduig'for such-research
will be made aaailable to disadvantaged 'business concerns.

"(b) De~nition.—
"(1}(A) For pdrposes of. subsection :(a); the term ̀ disad-

vantaged business coxicern' means a:concern—

"fi) which is at least. 51 ̀ percent owned ~by one ror
more socially ,and economically ,disadya~a~aged individn-
als or, in the case of a publicly traded, company, ~t least

''51 percent of the stock of whicY is owned by one or:more
sociaIIy and economically disadvantaged indivrduals; 'and

"(ii) the management' and -daily busugss ope"rations
of which are c'ontrolied by such individu`~1~:
"(B)(i) A for-profit business concern is presumed to be

;a disadvantaged business concern :for purposes' of subsec-
tiom (a) if it is at least.5l ;percent. owned by,. or ip the;c~se
of a concern R=hieh is a publicly traded compan3!:at. least;51
percent of the stock o~ the company,is owned by, :one .or
more individuals.who are members of.the following groups:

"(I) Black Americans.

,,`.`(II) Hispanic Americans.

"(III), Native Americans :, ,

"(LV) Asian Americans ,

"(V) Women.

.: "(VI). Disabled Americans.
"(ii) The presumption established by clause (i) maybe

rebutted with respect. to a particular business. concern if it
is reasonably established tha£ theiridividual or indiv;duals
referred to in that clause -with respect to: that business
concern are not 'experiencing impedirgerits to establishing
or developing such concern as a result of the individual's
identification as a member 'of a group specified in that
clause:
"(C) The following institutions are presumed to be dis-

advantaged business. concerns -for purposes?.of subsection
(a):

"(i) Historically black .colleges and universities, and
colleges and universities having a student body. in which
40 percent of the students are Hispanic.

"(ii) Minority institutions (as, that term is defined by
the Secretary of Education pursuant to the General
Education Provision Act'(20 U.S.C: 1221 et seq.) [section
1221 et seq. of Title ̀20], Education9:

"(iii) Private and voluntaty`organizationa controlled
by individuals who are socially and':economically disad-
vantaged:

', i

4~: § 7602
c~ § 302 I

"(D) A;jo nt. venture may be, considered to,. be a disad-
vantaged b~snessconcern under ~}~bsection (a); notwith-
standing Lhe size of suChaoint venture, if—

"(~) a .party tp the ~gint venture is a disadvantaged
business concern;, and,

"(ii) that; party;.owns at..least.51 percent of the joint
venture.

A _person who is not an economically disadvantaged iniii-
v'dizal or a disaduant~ged Business concern, as`a party to a
joint venture, may not be a party to riore than 2'awarded.

'contracts in a f~scal~ye2r solely by-re~son of this subpara-
graph.

".(E) :N;othing in this paragraph shall prohibit:any mem-
ber, o~ a,.racial ,or ethnic group that is not listed.; in
subparagraph _;(B)(i) from establishing that they have been
impeded in establishing or developing a business concern
as a result of racial or ethnic discrimination.
"Sec. 1002:' Use of .quotas prohibited. Nothing in this

title (Title X of PubL: 50194, Nov. 15, 1990, 104 Stat. 2708,
enacting`this note]shall?perrnat~or require the use of quotas
or a requirementkhat•has thsr~ffec~ of=a quota in determin-
ing:eligibilityunder-section 1Q01."

Modification"or Rescission'of Rule§; R,egulations, Orders,
Determinations, Gontra¢ts, 'Certifications,.; Authoriza-
tions, Delegations, and Qt1~er Actions

All rules, regulations„ orders, determinations; •;contracts,
certifications, authorizations,, delegations, or other; actions
duly` ssued~ oracle, or taken by or pursuant to Act July. 14,
1955;'tlie"Clean-Air Act;'as ui`effect imrriediately prior to the
dadfe of enactrrierit of Pub:E,: ̀9~-95'[Aug."7, 1977] to continue
ir:full'force~and effect>until modified or rescinded'iri accor-
d~nce:with Act July.k4;.:'1955; as amended by Pub:L: 95-95
[this chapter]; see seeton:4Q6(b) _of Rub;L. 95-95; setout as
an, E ffective Date of. 1927 ,Acts ,note, under section 7401; of
this title.

§ 7602. Definitions

[CAA § 302 
~ ., ✓

When used in this chapter=- :~
' (a) The term "~idminStrator" means the Admin-
`istrator of the Envix'onmental PY~otection Agency.

(b) The term "air pollution control agency"
means any of the following:

(1) A single State. agency designated by the
Governor of that, State as the official State air
pollution control agency for purposes of this chap-
ter.
(2) .An agency established by two or more

States and having substantial powers or duties
pertaining to the prevention and control of air
pollution.
(3) A. city; county, or other local government

health authority, or; in the :.case. ; of any city,
county, or :other local .government in which there
is an agency other. 'than the. health authority
charged with responsibility for enforcing ordi-
nances or laws relating to the prevention and
control of air.pollution, such otheragency.

Complete.Annotation Materials, see FitIe~42 U:S.C:/i:
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(4) 1~i► agency of two or more municipalities
located in the same State or in diffe~rent'States
and having substantial' powers or duties pe'f~tain-
ing to the prevention ̀anti conErol - of air pollution.
(5) An agency of an Indian tribe: ̀'

(c) The ̀term "interstate 'air pollution' :control
.;agency" means—

(lj..an air pollution control. agency established
by two or more States,' or
(2) an air,..po~lution,control~.agency of two. or

more municipalities located in different States.
<d) The term "State". means a State; the District

of Columbia, the Commonwealth of Puex`to Rieo,, the
Virgin Islands,' Guam, and American 'Samoa and
includes the Commonwealth of the Northern 1VIari-
ana Islands.

(e) The term "person" includes an.indi~dual; cor-
poration, partnersk~ip;.association, State, muncipali-
ty, political subdivisign. of a State, =and any agency;
department, or instrumentality of the United- States
and any officer,, agent, :or employee thereof

°(fl The term "municipalfty" me~;ns a city, :town;
borough, county, parish; ~l stric't; or other public
body created by ar pursuant ~o State laW.

(g) The terrri "air pollutant" means any air poIlu-
:,tion agent or combination.,of. such agents, includ~ig
any •physical, chemical,.. biological, radioactive; (rn-,
clucling 'source material,. spec al :nuclear: material,
and byproduct material) substa~hce.or matter whic~i~
is emitted into ̀ or otherwise enters the ambient air.'._ -
'Such term includes anyprecursors to'~he forn anon`
of any air pollutant, to the extent the Administra~br
has identified such precursor or precursors for ;the.
particular, purpose for which 'the terry► "air ~pollu`=
taut" is used.

(h) All language referring :to:.effects on welfare
includes; but, is. not.limited to, ,effects. on soils,, water,
craps, vegetation, manmade.: materials, animals,
wildlife, .weather,. visibility, and climate,- damage to
and deterioration of property, and hazards to trans'
portation, as well as effects on' economic values and
on personal con fort and will-being,_ whether caused
by transformation, co~iversi`on, or combinatiox with
-other air pollutants. '`

(i) The , term "Eede~al land .manager" means,
with respect to any lands in the United States; the
Secretary of ~ the department with authority. ,over
such lands.

(j)~ Except as otherwise e~aressly .provided, the
terms "major stationary source" and ".major emit-
tirig facility". mean any stationary facility. or source
of air=:pollutants which. directly emits;.- or has the
potential to emit, one hundred tons per; year or
more o€ any air pollutant (including any major
emitting :facility or source of fizgitive emissions of

R:ONMEIVTAL LAWS

any such pollutant, as determined by rule by the
Administrator).

(k)' Tie terms "emission limitation" and "emis-
sion standard" mean a requirement established by
the State or. 'the Administrator which limits the
quantity, rate, or concentration of emissions of air
pollutants ,on a continuous basis, including any re-
quirement relating to the, operation or maintenance
of a source to assure continuous.emissian reduction,.
and any design, equipment, work practice or opera-
tional standard promulgated- under this chapter..
(l) The term "standard of performance" means a

requirement': of, continuous emission reduction, in-
cluding any requirement relating, to the operation or
maintenance of a source to assure continuous emis-
sion reduction.
(m};The term "means of emission limitation"

means a system of continuous emission reduction.
(including the use . of specific technology or fuels
with specified pollution characteristics)..
(n). °T'he ''term "primary standard attainment

date" means;;~he. date :specified in the. applicable
unplementation plan for the attainment of a national
prima'r'y ambient, air quality _standard for any air
.pollutant.
:. (o:) The term "delayed• compliance order" means
an order issued b~ the State or by the Adrnin stra-
tor'to ark existing stationary source; postponing the
date required uri~le'r'`an applicable iiriplementation
plan fo'r' compliance by suck' source witfi any re-
quirement of such plan. ~ ""°
(p) The term "schedule ̀and timetable of compli-

ance"' means a schedule of ̀required measures in-
cludng an enforceable sequence ~of~ actions 'or op-
erations leading,; to compliance with an .emission
limitation, other limitation, prohibition; ̀ ̀or stan-
dard. .

(q~'~For pizrpases of this. chapter, the term"`appJi-
cable implementation: plan"',means the portion , (or
portions) of the implementation plan, or rr~ost recent
revision thereof, ,vuh ch bias. ,.been approved under
section , 7410. o£ this title; or promulgated ,under
section 7410(c) of this title, or promulgated :or,: ap-
~proved pursuant,.to regulations ;promulgated under.
section 7601(d). of: this titles and which implements
the relevant requirements of this chapter. ~'
(r) Indian tribe.—The term "' "Indian tribe"

means any Indian ;tribe, band, nation,:or other
organized group or community, including any Alas-
ka Native ~yillage,` which is ̀ Federally recognized as
eligible for 'the special programs. and services pro-
vided by the United,States.to Indians because of
their status as, Indians.
{s) VOC.—The term "VOC" means .volatile: or-

ganic compound, as defined by the Administrator.

Complete. Annotation. Materials, see Title 42 FJ:S C.A.
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(t) PM-10:-The term "PM 10" means particu-
-late matter with an aerodynamic diameter less-than
or equal to a nominal ten micrometers; as measured
by such method as the Adrrinistrator may deter-
mine.

(u)_ NAAQS and CTG.-The term "NAAQS"
means national :ambient -air, quality standard.. ,The
term "CTG" .means a Contxol Technique ,Guideline
published by the Administrator.,under section 2408
of this title.

(v) NQX.-The term "NOX" rrieans oxides of;,ni-trogen..

(w) CO.-The term "CO" means carbon moriox-
,ide,

(x) Smal'1 source.-The term "mall sout~ee"
means a~source~-that emits less than 100:tons'=of
regulated pollutants per year; or any class of%per-
sons that the Administrator determines,' through
regulation, generally lack technical'ability'or knowl-
edge regarding control of air pollution.

(y) Federal. implementation plan.-The. term
"Federal implementation ,plan" means a plan (or
°portion thereofj`promulgated by the Administrator
to fill all or a portion of a gap or otherwise correct
all or a portion of ari inadequacy in a State ample-'
mentation plan, and which includes ̀  enfo~cea.~le
'emission limitations' or o~fier control measures;

. 'means or techniques (including 'economic incentives;''
such as marketable permits.or auctions of emissions
allowances), and provides for'. attainment of the rele
vant national ambient- air quality standard.

{z) Stationary , source =The .term-~ "stationary:
source" means,gen~rally any-source 4f:an air pollu
taut except those emissions resulting directly: from
an infernal combustion engine for rtransportation

- purposes or from a nonro~.d engine or nonroad
vehicle as defined in section 7550:af this title:

(July 14; 1955, c. 360, 74t1e TII, §" 302; formerly § 9,'as added
Dec. 17, 1963; Pub'.L. 88-206, § 1, 77 Stat: 400; renumbered
Oct. 20, 1965, Pub.L. 89-272, Title I, § 101(4), 79 Stat. 992,
and amended Nov. 21, 1967, Pub.L. 90-148, § 2, S1 Stat. 504;
Dec. 31, 1970, Pub.L. 91.-604, § 15(a):(1), (c)(1), 84 Stat. 1710,
1713; Aug. 7, 1977, Pub.L. 995, Title II, § 218(c), Title III,
§ 301, 91 Stat. 761; 769; Nov. I6, 1977, Pub:L. 95-190,
§,;14(a)(76), 91 Scat. 1404:; Nov. 15; 1990, Rub.L; 101-549,
Tik1e: I, ,§.§. 101(d)(4), 107(a), (b), 108(j), 109(b), ;74t1e III,
§:.302(e), ~tle VII, § 709, 10~ Stat. 2A09, 2464, 2468, 2470,
2574, 2684.)

1 So in original

HISTORICAL AND STATUTORY NOTES

Codifications

~' Section was formerly classified to section 1857h 'of this
title.

4'2 §~ 7.603
CAA §' 3~3

effective and Applicability Provisions

1990 Acts. Amendment by" Pub:: 101-549 effective N`o'v'
15, 1990, except: as ;other ,wise; provided, see. section ,711(b) of
Pub.L. lOT-549, set'out as a'note under section'7401 of this
title.

1977 Actis. Amendment by Pub.L. 95-95 effective Aug.' 7,
1977, except as otherwise expressly provided, see section
406(d) of Pub.L. 95-95, set out as a note. under section 7401
of this title.

Savings Provisions

Suits, actions or-proceedings corrimenced under this chap-
ter as in effect prior to Nov. 15, 1990, not to abate by reason
of the talang ;,effect of :amendments. by Pub:L, 101-549,
except. as otherwise pro~ided;for, see section 711(a) of Pub.L,
101-549, set out as a note. under section 7401; of this title,

Prior Provisions

Provisions similar to subsecs. (b) and (d) of this section
were contained in'a prior Section.1857e;:Act Jwly 14, 1955; c.
360;; § 6; 69 Stat. 323, prior to the;general;amendment of this.
chapter by Pub:L. 8$-206. :_

7603. ~rnergency powers

[CAA § 303]

Notwithstanding_any'other'provision of this chapter,.,
the Administrator, upon receipt' of evidence that ̀ a
pollution source or combination of sources (including
moving source)' is presenting ~an:~ imrriinent-and sub-
stantial endangerment to public Health or' welfare; or
the environment, may bring suit on behalf ̀ of the
United States in ;the appropriate United States ds-
trict court to imme'di~,tely~'restraifi' any person causing
o'r contributing to"tiTie alleged pollution to stop the
emission of air pollutants :causing; or contributing to
such pollution or toy take such other. action as may, be
necessary. If it is ̀ not practicable to assure prompt.
protection,.of public`health;or:welfare or the environ-
ment by corramencement of such a civil action; the
Administrator may issue such orders as may be .neces-
sary to protect public health or welfare or the enuiron.-.
meat. Prior to taking any action under this section,"
the Administrator shall consult with appropriate State
and local authorities and attempt to confirm the accu-
racy of the information :on which the action proposed
to be taken is based. Any order iss~zed .by the Admin-
istrator under this section shall be ~ effective upon;
issuance and shall remain in :effect for a period of not
more than 60 days, unless the Administrator brings an
action pursuant to' the first sentence of this section
before the expiration of that period. Whenever the
Administrator brings such an action within the 60-day
period, such order shall. remain in effect for an addi-
tional 14 days or for such longer period as may be
authorized by thy' court in` which such 'action ' is
brought.
(July 14, 1955, c: 360; Title III; § 303, as added Dec. 31, 1970,
Pub.L. 91-604, § 12(a), 84 Stat. 1705, and amended Aug. 7,

Complete Annotation Materials, see' Title 42 U.S.C.A:
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Subsec. (e) of this section;: shown as omitted, .winch re-

quired the President to, annually report to Congress on
measures taken toward implemenEing the purpose and intent
of this section, termina#,~d, effective May 15,,2000a~pursuaz~b,
to section 3003 of Pub.L. 104-66, as amended, set out as a
note iuider 31' U.S.CA. § 1113. See;- also,` the 14th item on
page`20 of House Docuxrierit No: 103=7.

Effective and Applicability;Provisions
1990 Acts. Amendment by P-ub.L. 101-549 effective Nov.

15, 1990, except as otherwise progided, see,section,711(b).of
Pub.L. 10149, set out as a,r~ote, under sectign 7401 of this
title.

Savings Provisions ~ ,
Suits, actions or proceedings commenced under this' chap-

ter as in e~fect:pr{or to Nov. 15, 1990;;not to abate by;reason
of the taking effect of amendments by Pub.L. 101-549,
except as otherwise,prQvided fob, see section.711(a) of Pub.L.
101-549, set odt as a note' under section :7401 of; this title.
Prior Proxisions ..
A prior § 306 of Act July 14, fi955; o: 360; Title III, as

added Nov. 21, 1967, Pub.L. 90-148,- § 2, $1. ~S~at. 506,.was
renumbered section 313 by Pub,L. 91-604, and is classified to
former section 7613 of this title.
Another prior section 306 of Act July 14,;1955, .c, 360, 14t1e

III,, formerly §„ 13, as added Dec. 17, 1963;.. Pub,L. 88--206,
§. 1, 77. Stat. 401, rer}umbered § 306, Oct.. 20, 1965, PuI~,L.
89-272 ~tle I; § S01(4), 79 Stst. 992, renumbered § 309;:
Nov. 21, 1967, Pub.L. 90-148, § 2; 81 Stat. 506, renumbered
§ 316, Dec. 31, 1970, Pub.L. 91~Q4; § 12(a), 84 $tat.,,,,1705,
which xelated to appropriations, was classified to prior`sec-
tion 18571 of this''title and ̀was repealed by section' 306 of
Pub.L: 95-95. 'See sectio~i'7626 of this title::

Federal Acquisition.Regulation,; Contractor C~ti~caton
or"Contract Clause for .Acquisition of Commercial Items
Pub.L. 103-355, Title. VIII, §8301(8), Oct.,.13,.1994, 108

Stat. 339.7, provided that: "The Federal Acquisitiori'Regula-
ton may not contain a requirement for a certification'liy'a
tdntractor under a contracC for the acquisition of'comm~rcial
items, or- a •regiiirementr that such"a contract include a
contract clause, .in order to .implement a prohibition or re-
quireir~ent of.section 306.:0£ the Team Air Act (42 U:S.C..
7606):[this.,seetion~ or a pro$ibitictn or requirement issued in.
the implementation of that section [this section), since there
is nothing in_sueh.sec~ion:306 (this"section] that requires such
a cerE~ication or,contract clause:'.,:

S~ ~6~7. Adm ~histrative' proceedings and Judi-
coal review

.. {GAt1 § 3071
(a) Administrative subpenas; confidentiality; wit-

nesses
In connection with ~riy determination under section

741Q(f~ of this title; or for purposes,of obtauung;nfor-
mation under section 7521(b)(4) or 7545(c)(3) of this
title; any investigation; moni~dring,• reporting require-
ment, entry, compliance inspection, or administrative
enforcement :proceeding under;~the;r chapter (including
but not limited to section 7413, section 7414; section

RONIVIEIVTAI: LAWS

74 0; section =7429, section 7477, section 7524, section752, •section 7542, seetit>n 76Q3, or. section 7606 of thistitle)„2. the Adanirustrator may issue subpenas for theattendart~e .and. test~•r?:ony of witnesses and the pro-~diction of;relevant papers; books, and documents, andhe may. administer. ,oaths:. Except for emission data,upon a, showing satisfactory_ to the Administrator by
such-owner or. Qperator that such papers, books, docu-
ments, or ..information; or-.particular; part thereof,
made public, would divulge trade secrets or secretprocesses of such owner or operator, the Administra-
tor shall consider such record,- report, or informationor particular portion thereof confidential in accordancewith the purposes of section 1905 of Title 18, exceptthat such paper, 'book; document, or information may
be disclosed to other officers, employees, or author-
ized representatives of the United States concernedwith carrying out` this chapter, to persons carrying out
the National Academy of Sciences' study and investi-
gation provided. for •in section 7521(e) of this title, or
when relevant in any proceeding, under. this chapter.
Witnesses summoned. shall be .paid the same fees and
mileage that are paid witnesses in the courts of the
United States. In case of contumacy or refusal to
obey a subpena served upon any person under this,
subparagraph, the district court of the United States'
for. an3~ district in which such person is found or
resides' or transact; "'business,'upon application by the
United States and after notice to such person, shall
have' jurisdiction to issue an: order requiring such
person to-appear and give testimony before the Ad=
mi~istrator to appear and •produce papers, books, and
documents before th, e Administrator; or both, and any
failure to obey' such order of the court' may' be p'un'
fished by such court as a contempt thereof.

(b) Judicial ,"review . ,' ,;;
(1) A petition for review of action of the ,Adm~is-

trator in promulgating any nationa,~ primary or sec-
ondary ambi~n''t air quality ~tandard,.,any emission
standard or ..requirement uridersectiQn 7412 of this.
tale; ,any standard of performance .; or ,requirement
under,: section -7411 of this title; any standard under.
section :7521- of t,~is title (other than a standard. re-
quired to be .prescribed under section 7521(b)(1) of
this title), any determination under section 7521(b)(5)'
of this title; any control or prohibition under section
7545 of this title, any standard under section 75'71. of
this title, any rule issued under section 74,13, 7419,,Qr
under section 7420 of this title, or any other nationally
appi~calile regulations promulgated, or final action tak-,
en, by the Admuustrator. under this .chapter may be
filed oily iri the United 'States Court of Appeals .;for
the district of Columbia A, petition for review o£ the
A.dmir~istrator's action in approving .or promulgating
any.;implementation plan under section 7410 of ;this
title ox section 7411(4) of this title, -any order under.
section 7411(j) of this title; under: section 7412 of tk~is

Complete Annotation Material§; see' Title 42 U.S.C:A:
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title„2 under section 7419 of this title, orr .under section

7420 of this title, or his action under section

1857c-10(c)(2)(A), (B), or;,(~) _of this title (as in effect

before August 7, 1977) or under regulations thereun-

der, or revising regulations' for enhanced monitoring

and compliance certification. ,programs under section

7414(a)(3) of this title, or aiy other'fnal action of the
Administrator under this chapter (including any denial

or disapproval b~ the Adrriinistrator,under subchapter

I of this chapter) which is locale or regiona}ly appliea-

ble may be filed only-in the United States-Court of

Appeals for the appropriate circuit...•. Natwithstanding

the preceding sentence a:;petition, for .review of any

action referred to in such sentence may be filed: only

in the United Sates: Court of Appeals for. the District

of Colurribia if such .action is~based on a determination
of nationwide scope or: effect :and if in faking :such;
action the Administrator finds:and pukzlishes that such:
action is based on such a .determination. Any petition
for review under ,this subsection sFiall be ~"iled within
si~y days from, the date notice of such promulgation;
approval, or. action appears ,.in the Federal .Register,;
except that if such :petition is. based solely on grout c~s
arising, after ,such sixtieth day,` then' any petition fox,
review under this subsection ̀shall be filed within,sixty
days after such grounds arise. The filing of a petition'
for reconsideration by the Administrator of any other .;
wise. final .rule or action, shall ̀not affect the. finality o~
such rule or action for purposes of judicial review nor
extend the time within which a petition for judicial
review of such rule or action ̀under this section may
be filed, and shall not postpone -the ~fFectivene~s' of
such rule or action.

(2) Action of the Administrator with. respect to
which review cou1~1' have been obtained under para-
graph (1) shall not'be subject to judicial review in civil
or criminal ';proceedings 'for enforcement. Where ' a
final decision by the Administrator".defers" perforrii'
ance of any. riond scretioriary' statutory action to a
later time, any person may challenge the, deferral”
pursuant,to paragraph (1).

(c) Additional evidence
In any judicial proceeding in which review is sought

of a determination under this chapter :required to be
made on the record after notice and opportunity for:
hang, if any party applies to the court for lave to
adduce additional evidence; and shows to the satisfac-
tion of the court that such additional evidence is
material and that there were reasonable .grounds for'
the failure to -adduce such evidence in the proceeding
before the Administrator; :the court may order such
additional evidence • (and evidence :im rebuttal thereof
~ be taken before the Administrator, in suer>mamner.
and apon-such terms and eonditior~s:as to 3 the court
maY deem proper. The Administr~.tor may modify: his
findings as to the facts, or make new findings;' by.

'PREVE~TTIOI~T 42 -~ 7607
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reason.of the additional evidence so taken and he shall

fife such: modified or new finclings, :and: his r2commen-

dation, if any, for the> modification or setting aside of

his original determination, with the r.:eturn of _such

additional, evidence. ,:

(d) Rulemaking

"(lj TMs subsection_ applies to=

(A) the promulgation or revision: of any :national

ambient air quality standard under section 7409 of
this title,

(B) the promulgation or revision of ax~implemen-

tation plan by the Administrator. ,under section

7410(c) of this title,

(C) the promulgation: or revision of ̀.any standard

of performance under section •7411 of this title; or
emission standard or limitation under section

7412(d)`of tlus'~title ..any standard under 'section

7412(fj of this tile, or any regulation nnder'section

7412(g)(1)(D) and (F) of this title; or any regulation

under section 7412(m) or (n) of this title,

(D) 'the promixl`gation of any regiurement for sol-

id waste combustion under section 7429 of this title,

(E) tli'e promulgation or revision of any regula-
tion ̀ pertaining to any fuel ' or fuel additive under

section 7545 of this title,

(F)` the promulgatii~n or revision of any aircraft

emission standard under section 7571 of this. title,

(G) the promixlgation or revision' of any' regula-

-'tion under subchapter"'IV-A of this chapter (relating

to control of acid cie~osition), .?~

(FI) promulgation or 'revision of reg~latioris per-;

tauiiiig to'primay rionfei'Y`oi~s'smelter orders under

section 7419 of this' ̀title (but not including' the

granting or denying of any such order),

('I) promulgation or revisien of regulations under

subchapter VI of this'` chapter (relating to strato

sphere and ozone protection);

(J) promulgation or revision of regulations under

part C,,of subchapter. I of this chapter (relating to

,,,:prevention of significant deterioration of air quality

and protection of visibility),

_fK) ,promulgation or revision of regulations under

'~sectiori 7521 of this title and test procedures for new

motor vehicles or engines under section 7525 of this

title, and 'the' revision .of a standard under section

`~'7521(a)(3) o~ this title, `

(I;),• promulgation or revision of regulations for

noncompliance penalties under section,7420 of tk~is:

.:title, :,

(M) promulgation ̀or revision of any regulations

promulgated under section; 7541 of this title jre~at-
,ng to warranties and compliance by vehicles in

actual use),

Complete~Annotetion, Materlais see. Title 42-UsStC.A.
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(ICI) action;of the •Adrninistrato~ under section
7426 of this title, (relating to interstate pollution:
:abatement),

(0) the- promulgation or revisidri of 'any regular
tion pertaining to consumer and conFiiercial ~irod'
ucts under section 7511b(e) of this title,

(P) the promulgation or revision of any rggula-
tion pertaining to field citations under "section
7413(d)(3)'of this titil'e

(Q) the promulgation or revision of any regula-
tion ~extairung to urban buses or the clean-fizel
vehicle, clean-fuel fleet; and clean feel programs
under part C of subchapter II of this chapter,

(R) the promulgation or revision of any regula-
tion pertaining, to nonroad engines or nonroad vehi-
`cles under section 7547 of this title.,

(S) thQ promulgation or revision of any regula-
tion :relating ,to; motor vehicle compliance program
.fees under section 7552 of this title,.

(T) the promulgation or revision of any .regula-
tion under subchapter IV—A of phis chapter (relating
to acid deposition),

(U) the promulgation or revision of an3~ ~r.~gula-
tion under sectign 7511b(~ of this title pertaining to
marine vessels, and

{V) such other actions as the; Administrator .may
. deternune, .. ...
The .provisions. of .section 553. tlax~ough 5,5.7 and section
7D6 of Title; 5, shall;,not,;except as,:expressly provided
in this subsection, apply;to actions : tp ;which this
subsection; applies,. This subsec~io~n shall, not apply in
the case o~;;any ,rude or, circumstance referred;,tq in
subparagraphs (A)'or (B) of subjection 553(b) of ~tle
5:_

„ (2) Not later than, the date of proposal of any action
to . wkuch this subsection applies,,, the ;Administrator
shall establish a rulemak}ng docket for such action
(hereinafter in this subsection referred to as a "rule").
Whenever a rule applies only within a particular State,
a second (identical) docket shall' be siinultaneoisly
established 'in ̀ the appropriate regional office o~ the
Environmental Protection`Agency: `

(3),~In the case of any rule to whrch this subsection
applies, notice of proposed'rdlerrialdng sha11 be` pub-
lished in 'thy 'Federal Regis~er~ as provided under
section 553:(b) of ̀Title 5, shall be accompatiied~ by; a
statement of its basis and purpose ~rid'shall specify
the period ' available' for public. comment' ('hereinafter
referred €o as the"`corriment period"): The notice"of
proposed rulemaking sha11 also state the docket Hain-
ter, the location or .loeations.,of the docket, acid the
times it,will be open to public inspection: The.~tate-
r~ent of basis.and purpose shall nclude::a summary
of

AONMEIVTAL LAWS

(A) tk~e. factual data on which the proposedrule is
based;

(B) ~ the methodology ased in obtaining the data
and in analyzing the`data; and

(C) the .major legal interpretations, and policy
considerations.~nderlyirig the proposed rule.

The stat,~ment shall also ..set €orth or :summarize and
provide a-reference to .any pertinent findings, recom-
mendations, and comments by .the Scientific Review
Committee :established under section 7409(d) of this
title and the National:Academy of Sciences, and; if the
proposal differs in any important respect from any of
these recommendations, an explanation of .the. reasons
for such differences. All data, information, and docu-.
menu referred to in this paragraph; on which the
proposed rule relies shall: be included in the docket om
the date:of publication. of:the proposed rule,

(4)(A) 'The rulemakng docket required undex para=
graph (2) shall be open for inspection by the public at
reasonable times,speci~~d Yn the notice o~ proposed`
rulemaiflng. Any person may'copy documents` con-
tairied in the docket.. 'The Administrator shall provide
copying facilities. which may be used at the expense of
the person seel~ng copies, but the Adinr~istrator may;
waave or`reduce such expenses ir} such instances as'
the public interest requires. Any person may request'
copies by rriail if the person pays the expenses,, includ-
ing personnel'costs to do the copying:

(B)(i)- Promptly. upon- receipt by,.the agency, all
written,: comments and,;documentary .information on
the proposed rule received from any, .person for inclu-.
sion in the docket during the comment,period shall be
placed iri the dockQt. The transcript of public hear-.
ings, if any, ori, the proposed rule shall also be includ-
ed in":the docket promptly upon receipt_ from the
person who trariscribed,such Bearings. ,;All documents
which become ~ avaalable` after ,the ,proposed role has
been published' and which t'he Administrator deter'
mines are 'of centralrelevance'to th`e' rulemaTflngshaIl
be placed in the docket as soon a~ possible' after them
availability.

{ii) The .drafts 'of. proposed rules suliz7utted by the
Administrator. to the.:Office of Management and Bud-,
get for- any interagenc~r review process prigr to proY
posal . of any .such rule, all documents aecompanyingt
such drafts, :aid. all written coriiments thereon .by.
other agencies and all: written responses to such writ
ten comments, by the;Admnistrator sha11 be: placed inr

the docket:no iater:than.the date of proposal of the:
rule. The, .drafts of the final rule. submitted for such.
review process prior.., to promulgation and all such
written comments thereon„alb documents accompany-
ir~g such'.drafts, anc~ written responses thereto;shall be

placed in the docket na latex'than the date of promul-

gation, `

C4mplete;Annotation Materials;; see:•Titie: 42x.U;S.C:A.
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(5) In proriiulgating a rule to which this subsection
applies (i) the Administrator s3~aTl allow any person to
submit written comments, data, or documentary infor-
mation; (u) the Administrator,: s1?all give;;.interested
persons an opportunity. for ,the oral presentation of
data, views, or arguments, in;addition to an opportuni-
ty to make written -submissions;:. (iii) a transcript shall
be kept of any oral presentation; and (iv) the Admin-~
istrator shall° keep the.. record of such proceeding open
for thirty days after .completion of the .proceeding to
provide an opportunity for 'submission of rebuttal and
supplementary information..
(6)(A) The promulgated rule shall, be accompanied

by. (i) . a: statement _of ,.:basis .end ;purpose ,like that
referred to in paragraph :(3) with respect: to . a pro-
posed rule and (u) an e~cplanation of the reasons .fox
any major-`changes~ in the promulgated ̀ rule from the
proposed rule.
(B) The promulgated rule shall also be accompa=

Hied by a response to each of the significant .com-
ments ;criticisms, and -new data submitted in :written
or oral presentations during tihecomment period.
(C) The prorriul`gated rule may not be' based (in;

part or whole) on any information or data which has
not been: placed in the docY~et as' of tk~e date of'such
promulgation.
(7)(A) .The: record for judicial review shall consist

exclusively of the material.:referred"ta::in paragraph
(3); clause (i) 'of paragraph (~)(B}; ̀and" subparagraphs
(A};end (B) of,;~~'a~'aPh<(6). __... _

(B).,pnl~;an abjection to a rule or pxocedure..which
was raised with reasonable specificity.during the peri=
od for public eornment (including any::public hearing)
mad rbe -raised during judicial review~:.If the :person
raising an~'~objection can demonstrate to the Adminis-
trator that it was impracticable to raise such objection
within such time or if the grounds for such objection
arose Ater the period for public comment (but within
the ;nixie: specified ;for judicial review) and if such
objection is of central relevance to the outcome. of the
rule, the Administrator shall convene a proceeding for
reconsideration of the rule and provide the same,
procedural rights as would have been afforded had the
information been available at the time the rule was
~rop'osed. If the' Administrator refuses to convene
such'.,a''proceeding, such person may seek review of
such xe~izsal in the United States court of appeals for
tie a~propr~ate circuit (as provided in .subsection (b)
of this section). Such reconsideration shall not post-
Aone the' effectiveness. of the rule. The effectiveness
b`f the'rale may be stayed during such reconsideration;
`libwever, by the Administrator.. or the: cqurt for a
~4clz~ot to exceed three months.
~~;~Th~ sole forum for challenging procedural de-
~at~ons made: by the Administrator under this

s~etior~ shall be in the. United States court of

42 § 7607
caa §`3e7-

appeals for the appropriate circuit (as provided in
subsection (b) of .this section) at the time of the
substantive review of the- rule. ' No interlocutory : ap-
peals shall .be permitted with respect;to-such proce=.
ducal determinations. In reviewing alleged-procedur-
al errors,tk~e court may invalidate the ru1Q only if the
errors were so ;serious and related to matters of such
central relevance.to the rule thab,there is-'a substantial.
likelihood that the rule would have been, significantly
clanged if such ;errors had not been made. .

(9) In 'the -case ~ of review of any 'action of the
Administrator to which this subsection applies, tle.
court iSnay reverse any such action ̀found to be-

(A) arbitrary, capricious;: an abuse of discretion;
or otherwise not in accordance with law;

'" (B): contrary to constitutional right, :power, privi-.
' 1ege, or immunity;

(C) in excess of statutory jurisdiction, authority,
or limitations, or short of statutory rigi~t; or

(D) without observance of procedure required by
law, if (i) such failure to observe such procedure. is
arbit~a,~ qr capricious, ,(ii) ; ~l~e requirement of para-
graph (7)(B) has been met, and (riij. the condition of
the last sentence of paragraph,(8) is met.

(10) Each statuto~cy deadline for promulgation of
rules to which this subsection applies:: which' .requires
promulgation less than six' months after:-date of .pro-
posal may be extended'to not more than six months
after date of proposal' liy the Admiiustrator' upon a'
deternina~ion that such' e~t~nsion is'`necessary to`
afford the public,: and the'agen~y, adequate opportuni-
ty'to carry out the purposes of this subsection. ;

(11) The •requirements of this.r;subsection shall take;
effect with" respect to any rule the proposal of .which
occurs after ninety days after August 7,' 1977.

(e) Other methods of judicial review not author-:
ized _ . _ , .

Nothing in 'this chapter shall be 'construed to au=
tliorize judicial review of regxziations or orders, of` the
Administrator under,thi`s chapter, except as provided..
in this section.

(f) Costs
In any judicial .proceeding under this ;section, the

court may award costs of litigation (including reason-
able attorney ar~d expert witness fees) whenever it
determines that such award is appropriate.

(g) Stay, injunction, or similar relief in proceed-
ings relating to noncompliance penalties

In any action respecting the promulgation of regula-
bons under section 742U of this ;tithe, or. the administra-
tion or enforcement of section 7420 of this title. no
court sh~.11 grant any stay; 'injunctive, or similar relief
before final - judg-rnent -by such court in such action.

Complete Annotation Materials, see .Ti41e42 °U:S;C:A:
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(h) :Rublic: participation
It is the intent of Congress that, consistent with .the

policy of subchapter II of chapter 5 of ~tle 5, the
Administrator- ' in promulgating :any regulation under
this chapter, including aregulation subject to a dead=
line, shall .ensure a reasonable period for public: panic-
ipation of at-least 30 days, except". as otherwise ex-
pressly provided-in section 4 7407(d), 7502(a~; 7511(x)
and (b), and:7512(a) and (b) of this title.
(July 14, 1955, cs' 360,1~t1e~ III, § 307, as added Dec. 3I, 197U;
Pub.L. 91-604,,§ 12(x), 84 Stat. 1707, and amended Nov. 18,
1971, Pub.L. 92-157, Title III,. § 302(x),, 85 Stat. ¢64;: June,
22, 1974, Pub.L. 93-319, § 6(c), 88 Stat. 259; Aug. 7, 1977,.
Pub.L. 95-95, Title III, §§ 803(d), 305(x), (c), (~-(h); 91 Scat.
772, 776, 777; Nov. 16, 1977, Pub.L; 9190, § 14(a)(79),~ (80),
91 Stat. 1404; Nov. 15; 1990, Pub.L. 101-549, Title I,
§§ 108(p),110(5), ~tle III, § 302(g),, (h), 15t1e VII,,§§ 702(c),
703, 706, 707(h); 710(b), 104 Stat. 2469, . 2470, ..,2574,
2681-2684.)

Y So in original. ProBably'should be "this".
2 So in original.' _
3 So in original..- The word "to" probably should not;appear,
4 So in original...Probably should be "sections".

.:
HISTORICAL AND STATUTORY 1~OTE`S

References in fiext ' ~ '
Section 7521(li)(5) of tYu's title, refereed' to in subsec: (b)(1),

was repealed .by'Pub.L. 101-549, ~4t1e II, §=203(3), Nov: 15,
1990; 104 Scat: 2529. .

Section 18~7e~10(c)(2)(A), jB); or (C) of this :title (as irn
effect befoxe August .7, 1977), referred to in subsec. (b)(1),
was- in the griginal. "seetion119(~)(2)(A), (B), or (C) (as, in
effect before the date. of:. enactment, of the Clean Air .Act
Amendments of 1977)", meaning section 119 of Act July 14,
1955, c: X360 ~t1e I, as added June 22; 1974 Pub.L. 93;359,,
§ 3, 88 Stat. 248; (wfiicli was classified to section 185Zc=10 of
this fade): as in~effett•prio~'to ttte ena¢tmet~t of .Pul .L. 9~:-95,
Aug _ 7; ̀;X977; ,.91 Stat. 691, :effective .Aug ;'7, 1~J77: Section
112(b)(1) of1P~b.L, 95-95 repealed section 1.19 of Aet,July 7,4;,
1955, c. 360, Title I, as added by Pub.L. 93,319, and provided
that "all references- to ~ such°-s~et?on;;11.9 iri any s~bsei~uent~
enactment which supersedes Pub.L. 93-319 shall be con-
stxued to refer to section ~ 113(d); of the Clean Air Act and to
paragraph {5) thereof ri "particular which is classiffed .to.
subsec: (d)(5)'of section~'7413'of this. title. Section` 7413(d) ~b'f
tlris title 'was srib~equeritly amended' generally by Pn}~r L:
101-549, Title VII, § 701; Nov. 15, 1990, 104 Stag-2672,'and;
as so amended, no longer relates to final compliance orders.
Section 117(b) of Pub.L. 95-95 added a new section 115 of
Act~July 14, 1955','whick is class'if'ied to section 7419 of this
title. • .. _ _ .
Part C of subchapter I of this chag~er,, referred to in:

subset. (d)(1)(.n, was. in the oxagin~l "subtitle • C .of ~tle. I'.';.
and was translated as reading "part- C of ~tle I" to reflect
the probable intent of Congress; because,l4tle:I does. not
contain.:snbti~les..,

Codifications ' . `
'Section was formerly' classified to section 1857h-~' of this

title. : , ~ ,

In subsee: (h), "subchapter :II of chapter 5>of,Title ~" was
substituted for "the Administrative _Procedures Aet" on:.au-

R'ONMENTAL I:AWS

thorny of Pub.L: 89-554, § 7(b}, Sept. 6,,1966,. 80 Stat. 631,
the first section of which enacted Title 5, Government Organ-
ization and Employees.

Effective and Applicability Provisions`

1990 Act§. Amendment by Pub.I. 101-549 effective Nov.
15; 1990, except as otherwise provided; see section 711(b) og
Pub.L. 101-549, set out as a note'iander se~etion 7403 of this'
tine.
1977 Acts. Amendment by Pub L:'95-=95 effective Aug. 7

1977; except as otherwise 'expressly provided, see :section
406(d) of Pub.L., 95--95; set out as a note under section 7401
of this title.

Savings- Provisions
Suits; actions or proceedings commenced under this chap-

ter as in effect prior to Nov. 15, .1990, not to abate by reason
of :the talffng effect of amendments by Pub.L. 101-549,.
except as: otherwise provided for, see section;?ll;(a).of Pub.L.
101-549, set out. as a note under section 7401.;of this title.

Prior Provisions
A prior section 307 of Act duly 14; 3955,` c. 360, Title III, as

added . NoU. 21, 1967;.. Pub;L. 90-148, § 2; 81 Stat. ; 506,
renumbered section: 314, J~ec: 31; 1;970, Pub.L. 91-604,.
§ 12(x), 84 Stat. 17Q5, which related to labor,standards, is set
out as section 7614_ of this ,title.
Another prior section 307. of act July 14, 195, c. 360, Title

III, formerly § 14, as added Dec. l`7, 1963,'Pub_L. 88-2b6;
§ 1, 77 Stat. 401, was renumbered section 307 by Pub.L.
89=272;-renumbered section-310'by Pu6.L. 90-148, and re-
numbered section:317 by Pub.L. 91=604, and is set-out as a
Short 'I~ble of '1963 Aets not, :under section 7401 of:fih s title.

Modification or Rescission of Rules; R'~g'ulatio~~s; Orders,
Determinations .Contracts, Certifications; Authorizations,
Delegations; rand Ather Actions _ ,.

A11 rules;.'regizlations; :orders, 'deteriPiinations, contracts,
certifications, :authorizations;. delegations;? or other actions
duly issued,. made, or,_. taken by or .pursuant to: Act; July 14,
1955,, .the Clean Air Act, as in effect immediately prior to the.
date of enactment of Pub.L. 9,5-95 [Aug.,7, 1977]:to continue
in full force and effect until modified or rescinded in accor-.
dance with Act July 14, 19 5, as amended by Pub.L. X5-95
[this chapter]; see section 406(b) of Pub.L. 95-95, set out as
an Effective -Date of 1977 Acts note under section 7401' of
this title.

Pending Actions and Proceedings

Suits, actions, and other .proceedings lawfizlly commenced
by , or against the Administrator or any, other officer ,or
employee . of the United States in his official capacity or in
relation to the "discharge of kus official duties und'er;Act July
14,-1955,'the Cleari'Au~ Act as in effect immediately prior to
the enactment of Pub.I:. 95-95 [Aug". 7, 1977], not to abate by
reason of the't'alang effect 'of Fub:L.'95-J5, see section ̀406(aJ
o€ P~b.L.. 95-95; set out as an Effective Date ;of 1977 Actsi
note under section 7401 of this title.

Term[natiori of'Advisory Committees,
Advisory Committees e'stabhs{Hed` after Jan.' 5, 1973, to'

ter mi4ia~e not later than the expiration of the two-year period

beginning' on the date of their -establishment, unless, in the

case of a committee established by the':President or an

Complete Aoaotation Materials,: see 'Title 42 U.S.C.A.
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officer of the Federal Government; such committee is-. re=

newed by appropriate action prior to the expiration of such

two-year period, or in the case of a 'committee established by

the. Congress,, its duration. is otherwise, provided for, bx law,

see section 14 of Pizb.L. 92-463, bet. 6,1972; 86 Stat, 776, set

out in Appendix 2 to Title 5, Government Organization and
Employees.

§ 'j6~8. Mandatory licensing

[CAA §: 308]

Whenever the ,Attorney ,General determines, upon.
application of the Administrator-

-(A) in the impletrientation af'the requirements
of section 7411, 7412, or 7521 of this title,' a right
under any United States letters patent, which is
being used or intended for public or commercial
use --and' not' otherwise reasonably available, is
necessary to enable any person required to com-
ply with such~l2mitation-to so comply, and'
'('B) -there: are no reasonable -alternative meth=

ods to-accomplish`such purpose; and
(2) that the unavailability ;of such 'rigi~~' may re=

salt in a substantial lessening 'of competition ' or
tendency. to create, a monopoly, in any line of com=
merce in any section of the'coup~ry;.

the Attorney G.ene~al, may so certify. to; a districh court:
of the United, State, which. may issue an- order requir t
ing the person who owns such patent to license it on
such reasonable terms and conditions as ̀th'e court;
after hearing, may determine. Such certification may
be made to the district court for bhe district in which
the person owning, the patent resides, does business,
or is found.
(July 14, 1955, c. 360, Title III, § ,308, as added Dec. 31, 197Q
Pub.L. 91-604,. § 12(a), 84 Stat. 1708.)

HISTORICAL AND STATUTORY NOTES

CodificaEions
Section was formerly classified to section 185'7h-6 of this

title.

Prior Provisions
A prior section 308 of Act July 14, 1955, c. 360, Title III,

formerly § 12, as added Dec. 17, 1963, Pub.L. 88-206, § 1, ?7
Stat. 401, renumbered § 305, Oct. 20, 1965, Pub.L. 89-272,

tie I, § 101(4), 79 Stat. 992, renumbered § 308, Nov. 21;
1967, Pub.L. 90-148, § 2, S1 Stat. 506, ̀renumbered § 315;
Dec. 31, 1970, Pub.L. 91-604, § 12(a), 84 Stat. 1705, which
related to separability of provisions, is set out as section 7615
of this title.

Modification or Rescission of Rules, Regulations, Orders,
Determinations, Contracts, Certifications, Authoriza=
tions, Delegations, and Other Actions

All rules, 'regulations, orders, determinations; contracts,
certi$cations, authorizations; delegations, or' other action"s
duly issued, made, or taken by or pursuant to Act July .14,
1955, the .Clean Air- Act, as in effect immediately prior to the

42 § 7609
CAA § 309

date-'of enactment of:Pub.L:~95-95' [Aug. 7;.1979] to continue
in full. force and effect. until modified .or rescinded. in accor-
dance: with Act July 14, 1955, as amended by ̀Pub.L. 995
[this chapter], .see section 406(b) of Pub.L. 95-95, set out_as
an Effective Date of 1977 Acts note under section 7401 of
this title. `s

§ 7609. Policy review '.r

<-{CAA §'~~309]'

(a) Environmental impart
The . Administrato'r' shall'~`rediew and comment in,.

writing on the er~y~ronmen~ai impact', of any matter'
relating to duties 'and respnnsibih£ies granted purse-
ant to this' chapter or other provisori~ of the authority
of the Administrator, con~aiied in'any (i) legislation'
proposed by any Federal department or agency; (2)
newly authoxlzed Federal`'pro3ects for 'c'onstructiori
and any major Federal''agency action (otilier than a
project for canstruc~ o~) to which section 43$2(2~(C)"'of
this title, applies, anii (3) proposed regula~iohs 'publish-
ed by any deparEmenb or 'agency of the Federal' Gov-
ernment. Such written comment shall be made public
at the conclusion of any such review:

(b) Unsatisfactory; legislation, action, ̀or regulation

In the :event the~AdrriXnistrator determines that any.
such ;legislation, action, or regulation is unsatisfactpry
froin~ tlie:;staridpoirit of public` Yiealtli or welfare or
environmental quality;: he shall publish h s determina-
tion and the matter shall be referred to the Council on
E nvironmental, Quality.
(July 14, 1955, c: 360, ~4tle III; ̀§ 309, as added Dec. 31, 1970,
Pub.L. 91-604, § 12(a), 84 Stat. 1709.)

` ' ~IISTORIGAI~ AND STATUTORY I~FOTES

Codifications.
Section was formerly classified. to section 185'7h-7 of .this

title:

Prior Provisions
A prior section 309'of Act July 14,` 1955, c.'360, Title .III,.,

formerly § 13, as added Dec. 17, 1963, Pub.L. 88-206, § 1, 77
Stat."401; renumbered § 306';'Oct. 20, 1965; Pub.L. 89-272,
Title I, § 101(4); 79 Stat. 992, renumbered § 309; Nov. 21,
1967, Pub.L. 90-148, § 2, 81 Stat: 506; renumbered § 316,
Dec. 31, 1970, Pub.L. 91-604, § 12(a), 84 Stat. 1705, which
related to appropriations, was classified to section 18571. of
this title and" was repealed by section 306 of Pub.L. 95-~95.
Similar appropriation provisions are now classifie8 to section
7626 of this title.

Modification or Rescission of Rules, Regulations, Orders,
Determinations, Contracts,. ,Certifications, Authoriza-
tions, Delegations, and Other Actions

All rules, regtilations; 'orders, determinations, contracts,
certifications, .authorizations, .delegations, or other actions
duly issued, made, or takern:by or :pursuant to Act July. 14
1955, the Clean Air:Act; as in effect unmediately prior to the
date of'enactment of Pub.L. 95--95 [Aug. 7, 1977] to continue
in full force and effect until modified or rescinded in accor-

Complete Annotation Materials, see -rifle 42 U.S.0 A.
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§ 50.6

based upon hourly data that are at
least 75 percent complete in each cal-
endar quarter. A 3-hour block average
shall be considered valid only if all
three hourly averages for the 3-hour
period are available. If only one or two
hourly averages are available, but the
3-hour average would exceed the level
of the standard when zeros are sub-
stituted for the missing values, subject
to the rounding rule of paragraph (a) of
this section, then this shall be consid-
ered a valid 3-hour average. In all
cases, the 3-hour block average shall be
computed as the sum of the hourly
averages divided by 3.

[61 FR 25580, May 22, 1996]

§ 50.6 National primary and secondary
ambient air quality standards for
PMio.

(a) The level of the national primary
and secondary 24-hour ambient air
quality standards for particulate mat-
ter is 150 micrograms per cubic meter
(µg/m3), 24-hour average concentration.
The standards are attained when the
expected number of days per calendar
year with a 24-hour average concentra-
tion above 150 µg/ms, as determined in
accordance with appendix K to this
part, is equal to or less than one.
(b) [Reserved]
(c) For the purpose of determining

attainment of the primary and sec-
ondary standards, particulate matter
shall be measured in the ambient air as
PM,o (particles with an aerodynamic
diameter less than or equal to a nomi-
nal 10 micrometers) by:
(1) A reference method based on ap-

pendix Jand designated in accordance
with part 53 of this chapter, or
(2) An equivalent method designated

in accordance with part 53 of this chap-
ter.

[52 FR 24663, July 1, 1987, as amended at 62
FR 38711, July 18, 1997; 65 FR 80779, Dec. 22,
2000; 71 FR 61224, Oct. 17, 2006]

§ 50.7 National primary and secondary
ambient air quality standards for
PMz.s•

(a) The national primary and sec-
ondary ambient air quality standards
for particulate matter are 15.0
micrograms per cubic meter (µg/m3) an-
nual arithmetic mean concentration,
and 65 µg/m3 24-hour average concentra-

40 CFR Ch. I (7-1-11 Edition)

tion measured in the ambient air as
PMz.s (Barticles with an aerodynamic
diameter less than or equal to a nomi-
nal 2.5 micrometers) by either:
(1) A reference method based on ap-

pendix L of this part and designated in
accordance with part 53 of this chapter;
or
(2) An equivalent method designated

in accordance with part 53 of this chap-
ter.
(b) The annual primary and sec-

ondary PM2.5 standards are met when
the annual arithmetic mean concentra-
tion, as determined in accordance with
appendix N of this part, is less than or
equal to 15.0 micrograms per cubic
meter.
(c) The 24-hour primary and sec-

ondary PMZ.s standards are met when
the 98th percentile 24-hour concentra-
tion, as determined in accordance with
appendix N of this part, is less than or
equal to 65 micrograms per cubic
meter.

[62 FR 38711, July 18, 1997, as amended at 69
FR 45595, July 30, 2004]

§ 60.8 National primary ambient air
quality standards for carbon mon-
o~de.

(a) The national primary ambient air
quality standards for carbon monoxide
are:
(1) 9 parts per million (10 milligrams

per cubic meter)for an 8-hour average
concentration not to be exceeded more
than once per year and
(2) 35 parts per million (40 milligrams

per cubic meter) fora 1-hour average
concentration not to be exceeded more
than once per year.
(b) The levels of carbon monoxide in

the ambient air shall be measured by:
(1) A reference method based on ap-

pendix Cand designated in accordance
with part 53 of this chapter, or
(2) An equivalent method designated

in accordance with part 53 of this chap-
ter.
(c) An 8-hour average shall be consid-

ered valid if at least ?5 percent of the
hourly average for the 8-hour period
are available. In the event that only
six (or seven) hourly averages are
available, the 8-hour average shall be
computed on the basis of the hours
available using six (or seven) as the di-
visor.
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Environmental Protection Agency

(d) When summarizing data for
comparision with the standards, aver-
ages shall be stated to' one decimal
place. Comparison of the data with the
levels of the standards in parts per mil-
lion shall be made in terms of integers
with fractional parts of 0.5 or greater
rounding up.

[50 FR 37501, Sept. 13, 1985]

§ 50.9 National 1-hour primary and
secondary ambient air quality
standards for ozone.

(a) The level of the national 1-hour
primary and secondary ambient air
quality standards for ozone measured
by a reference method based on appen-
dix D to this part and designated in ac-
cordance with part 53 of this chapter, is
0.12 parts per million (235 µg/m3). The
standard is attained when the expected
number of days per calendar year with
maximum hourly average concentra-
tions above 0.12 parts per million (235
µg/mg) is equal to or less than 1, as de-
termined by appendu~ H to this part..
(b) The 1-hour standards set forth in

this section will remain applicable to
all areas notwithstanding the promul-
gation of 8-hour ozone standards under
§50.10. The 1-hour NA.AQS set forth in
paragraph (a) of this section will no
longer apply to an area one year after
the effective date of the designation of
that area for the 8-hour ozone NAAQS
pursuant to section 107 of the Clean Air
Act. Area designations and classifica-
tions with respect to the 1-hour stand-
ards are codified in 40 CFR part 81.
(c) EPA's authority under paragraph

(b) of this section to determine that
the 1-hour standard no longer applies
to an area based on a determination
that the area has attained the 1-hour
standard is stayed until such time as
EPA issues a final rule revising or rein-
stating such authority and considers
and addresses in such rulemaking any
comments concerning (1) which, if any,
implementation activities for a revised
ozone standard (including but not lim-
ited to designation and classification
of areas) would need to occur before
EPA would determine that the 1-hour
ozone standard no longer applies to an
area, and (2) the effect of revising the

§ 50.11

ozone NAAQS on the existing 1-hour
ozone designations.

(62 FR 38894, July 18, 1997, as amended at 65
FR 452A0, July 20, 2000; 68 FR 38163, June 26,
2003, 69 FR 23996, Apr. 30, 2004]

§ 50.10 National 8-hour primary and
secondary ambient air quality
standards for ozone.

(a) The level of the national 8-hour
primary and secondary ambient air
quality standards for ozone, measured
by a reference method based on appen-
dix D to this part and designated in ac-
cordance with part 53 of this chapter, is
0.08 parts per million (ppm), daily max-
imum 8-hour average.
(b) The 8-hour primary and secondary

ozone ambient air quality standards
are met at an ambient air quality mon-
itoring site when the average of the an-
nual fourth-highest daily maximum 8-
hour average ozone concentration is
less than or equal to 0.08 ppm, as deter-
mined in accordance with appendix I to
this part.

[62 FR 38894, July 18, 1997]

§ 50.11 National primary and sec-
ondary ambient air quality stand-
ards for oxides of nitrogen (with ni-
trogen dioxide as the indicator).

(a) The level of the national primary
annual ambient air quality standard
for oxides of nitrogen is 53 parts per
billion (ppb, which is 1 part in
1,000,000,000), annual average con-
centration, measured in the ambient
air as nitrogen diode.
(b) The level of the national primary

1-hour ambient air quality standard for
oxides of nitrogen is 100 ppb, 1-hour av-
erage concentration; measured in the
ambient air as nitrogen dioxide.
(c) The level of the national sec-

ondary ambient air quality standard
for nitrogen dioxide is 0.053 parts per.
million (100 micrograms per cubic
meter), annual arithmetic mean con-
centration.
(d) The levels of the standards shall

be measured by:
(1) A reference method based on ap-

pendix F to this part; or
(2) By a Federal equivalent method

(FEM) designated in accordance with
part 53 of this chapter.
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