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CERTIFICATE AS TO PARTIES, RULINGS, AND RELATED CASES

Pursuant to D.C. Cir. Rule 28(a)(1), Respondent United States
Environmental Protection Agency submits this certificate as to parties, rulings, and
related cases.

(A) Parties and amici: All parties are listed in Petitioners’ and Petitioner-
Intervenor’s Corrected Opening Brief.

(B) Rulings under review: This caseis a petition for review of a final
EPA rule entitled “Review of National Ambient Air Quality Standards for Carbon
Monoxide,” 76 Fed. Reg. 54,294 (Aug. 31, 2011).

(C) Related cases: Neither this nor any other Court has reviewed the
foregoing EPA rule, and there are no related cases pending in this or any other

Court.

Dated: 07/13/2012 ___/s/ Andrew J. Doy,le% <

ANDREW J. DOYLE, Xtto
United States Department o ustlce
Environment & Natural Resources Division

Attorney for Respondent
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GLOSSARY
2000 AQCD Air Quality Criteria for Carbon Monoxide (June 2000)¥
(a)COHb arterial carboxyhemoglobin
Act Clean Air Act, 42 U.S.C. §§ 7401-7671q
Agency United States Environmental Protection Agency
APA Administrative Procedure Act (judicial review

provisions), 5 U.S.C. §§ 701-706

Br. Petitioners’ and Petitioner-Intervenor’s Corrected
Opening Brief (May 14, 2012)

EPA United States Environmental Protection Agency
CASAC Clean Air Scientific Advisory Committee
CASAC 6/8/10 Letter from Dr. Joseph D. Brain, Chair, CASAC

& Encl. B CO Review Panel, and Dr. Jonathan M. Samet, Chair,

CASAC, to EPA Administrator dated June 8, 2010, and
Enclosure B entitled “CASAC’s Consensus Response to
EPA’s Charge Questions™

CASAC 5/19/10 Letter from Dr. Joseph D. Brain, Chair, CASAC
& Encl. B CO Review Panel, and Dr. Jonathan M. Samet, Chair,
CASAC, to EPA Administrator dated May 19, 2010, and
Enclosure B entitled “CASAC’s Consensus Response to
EPA’s Charge Questions™?

¥ Administrative record document identification: EPA-HQ-OAR-2008-0015-0052
¥ EPA-HQ-OAR-2008-0015-0029
¥ EPA-HQ-OAR-2008-0015-0034
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Letter from Dr. Joseph D. Brain, Chair, CASAC

CO Review Panel, and Dr. Jonathan M. Samet, Chair,
CASAC, to EPA Administrator dated February 12, 2010,
and Enclosure B entitled “CASAC’s Consensus
Response to EPA’s Charge Questions™

Letter from Dr. Joseph D. Brain, Chair, CASAC

CO Review Panel, and Dr. Jonathan M. Samet, Chair,
CASAC, to EPA Administrator dated January 20, 2010,
and Enclosure B entitled “CASAC’s Consensus
Response to EPA’s Charge Questions”?

Letter from Dr. Joseph D. Brain, Chair, CASAC
CO Review Panel, and Dr. Jonathan M. Samet, Chair,
CASAC, to EPA Administrator dated June 24, 2009, and

Enclosure B entitled “Responses to EPA’s Charge
Questions™

carbon monoxide

carboxyhemoglobin

coronary artery disease or coronary heart disease
cardiovascular disease

comments submitted by Albert Donnay to EPA on April
12, 2011 following publication of the Proposal?

¥ EPA-HQ-OAR-2008-0015-0035

¥ EPA-HQ-ORD-2007-0925-0019

¢ EPA-HQ-ORD-2007-0925-0010

7 EPA-HQ-OAR-2008-0015-0179

-X1-
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eCO | exhaled carbon monoxide

ISA Integrated Science Assessment for Carbon Monoxide
(Jan. 2010)¥

JA Joint (or Deferred) Appendix

Petitioners Petitioners, Communities for a Better Environment and
WildEarth Guardians, and Petitioner-Intervenor, Sierra
Club

Plan Plan for Review of the National Ambient Air Quality

Standards for Carbon Monoxide (Aug. 2008)?

PA Policy Assessment for the Review of the Carbon
Monoxide National Ambient Air Quality Standards (Oct.
2010)

ppm parts per million

Proposal Proposed Rule, Review of National Ambient Air Quality

Standards for Carbon Monoxide, 76 Fed. Reg. 8,158
(Feb. 11, 201 1)

QREA Quantitative Risk and Exposure Assessment for Carbon
Monoxide - Amended (July 2010}

¥ EPA-HQ-ORD-2007-0925-0017
2 EPA-HQ-OAR-2008-0015-0028
¥ EPA-HQ-OAR-2008-0015-0025
¥ EPA-HQ-OAR-2008-0015-0122
2 EPA-HQ-OAR-2008-0015-0033
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Coalition of Battery Recyclers Ass’n v. EPA, 604 F.3d
613 (D.C. Cir. 2010)

national ambient air quality standards

Declaration of Jeremy Nichols in Support of WildEarth
Guardians’ Claim of Standing (Apr. 13, 2012),
Addendum D to Petitioners’ and Petitioner-Intervenor’s
Corrected Opening Brief (May 14, 2012)

Responses to Significant Comments on the 2011
Proposed Rule on the National Ambient Air Quality
Standards for Carbon Monoxide™

Final Rule, Review of National Ambient Air Quality
Standards for Carbon Monoxide, 76 Fed. Reg. 54,294
(Aug. 31, 2011)%

national ambient air quality standards

venous carboxyhemoglobin

¥ EPA-HQ-OAR-2008-0015-0204

¥ EPA-HQ-OAR-2008-0015-0187
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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:




USCA Case #11-1423  Document #1383575 Filed: 07/13/2012 Page 16 of 102

1.  Whether EPA’s Integrated Science Assessment “accurately reflect[ed]
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 -

L 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

-
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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. 1d.

§ 7409(b).
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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. Trucking Ass’ns, 531 U.S.

457, 475-76 (2001); Coalition of Battery Recyclers Ass’n 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. Ass’n 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

4-
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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 Ass’ns 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
NAAQS, 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 Ass’ns, 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).
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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 xxx]; 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.
“[NJearly 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 a one-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);

-6-
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59 Fed. Reg. 38,906, 38,908 (Aug. 1, 1994) [JA xxx, xxx]. 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 xxx]. 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].

-8-
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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 NAAQS 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. E.g., 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.
Proposal 8,174/2 [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 regardiné 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, “[tThe
epidemioiogical 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 shdrt-term eXposures té
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-xx].
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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 onlyA“suggestive” of a causal relationship with ambient
CO exposures. ISA 5-80, 5-100, 5-109 [JA xxx, XxX, 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 xxx].

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 (e.g., lack of

2 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].¥ 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 “COHBb level in blood . . . is supported by the
evidence as the mosf 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 COHD 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 “COHDb 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.” Proposal 8,162/3

[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 COHD 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 COHDb 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, xxx]; 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
COHD 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].4

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 xxx]; 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
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 xxx]. 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.” Proposal 8,183/2 [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 6/8/10 & Encl. B [JA xxx-xx]) [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.”” Proposal 8,183/2 (quoting CASAC 6/8/10, Encl. B at 12
[JA xxx]) [JA xxx]. CASAC advised EPA that “revisions that result in lowering
the standard should be considered.” Proposal 8,183/2 (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. Proposal 8,182/1-
8,183/2 [JA xxx-xx]; PA 2-60 to 2-76 [JA xxX-Xx].

D. RESPONSE TO PUBLIC COMMENT

In considering comments from the public, EPA noted that “[a]ll 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 COHDb levels of approximately two percent. Rule
54,307/2-3 [JA xxx].

As noted supra p. 15, the benchmark COHDb 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 xxx].

The Administrator carefully considered but generally assigned less weight to
the epidemiological evidence given its “multiple complicatinyg features.” Rule
54,307/3 [JA xxx]. 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 quality conditions in which the
current standards were met . . . are the most informative[.]” Rule 54,305/1[JA
xxx].

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
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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 xxx].

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 conclude[d] 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 JUDGMENT 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.” I1d.% 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.” 1d.
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).Z
The “arbitrary or capricious” standard presumes the validity of agency

action. Small Refiner I.ead 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. Ass’n 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.

Trucking Ass’ns, 283 F.3d at 379 (quoting American Lung Ass’n v. EPA, 134 F.3d

7 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.

224-




USCA Case #11-1423  Document #1383575 Filed: 07/13/2012 Page 39 of 102

388, 392 (D.C. Cir. 1998)), and met “minimal standards of rationality,” Ethyl

Corp. v. EPA, 541 F.2d 1, 36 (D.C. Cir. 1976), 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 reflect[ed] 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 changle. Only one of
Petitioners’ standing declarations purports to articulate a particulérized 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.

L 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 deélaration 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 a post-decisional exhibit attached to an opening brief was
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“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 air[.]” 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 tile 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 xxx].2 “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 xxx]. “Additional articles were
identified by the public and CASAC during external review of two drafts of the
ISA and other review ddcuments.” RTC 12 [JA xxx].

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. Supra 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].1¢

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

1% 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 “puli[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 change[d] any of the broad scientific conclusions made in the
... ISA.” RTC 9 [JA xxx].YY

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]. Inthe ISA, EPA explained that “[h]ealth effects resulting from
accidental exposure to very high concentrations of non-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

W See also Rule 54,297/1 (“[TThe ‘new’ information and findings do not materially
change any of the broad scientific conclusions[.]”) [JA xxx].

2 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]Jather 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 COHD as a biomarker.
Those studies comprised part of the longst:fmding 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 COHD 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.c., 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. E.g., 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
COHD 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 COHDb is an ineffective or even counterproductive
indicator of CO exposure.” Br. 38. In the Policy Assesxsment, 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 COHD 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 xxx]. 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, “COHDb has been used as a
marker of CO dose for many years[.]” RTC 29 [JA xxx] R

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

% Contrary to Petitioners’ suggestion (Br. 39), the 2000 Air Quality Criteria
Document did not reach a contrary conclusion. It stated that “[tJhe blood COHb
level . . . represents a useful physiological marker to predict the potential health
effects of CO exposure.” 2000 AQCD 7-1 [JA xxx].

-40-




USCA Case #11-1423  Document #1383575 Filed: 07/13/2012 Page 55 of 102

(“(a)COHD”); 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 exhaled carbon monoxide (“eCO”) as
an alternative biomarker to COHb. Contra Br. 40 (citing Donnay Comment 8 [JA
xxx]). EPA explained that eCO 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 eCO concentrations to inhaled CO
concentrations[.]” Id. EPA considered the list of ¢CO studies provided by Mr.
Donnay and judged that the scientific evidence did not support using eCO 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 EPIDEMIOLOGICAL
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 expoéures 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. E.g.,
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 COHDb 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]; supra 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.

-43-




USCA Case #11-1423  Document #1383575 Filed: 07/13/2012 Page 58 of 102

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].1

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 xxx]. 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.t¥

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

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

139 [ jkewise, 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 Lung Ass’n, 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 Ethyl Corp., 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
POTENTIALLY 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 ambieﬁt 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-xxxJ; 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 xxx]) [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].2¢

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

& 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 (“[Tlhe
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 greater than that of [coronary heart disease, which is also called
coronary artery disease] and [heart disease] populations.” Proposal 8,168/2
(emphasis added) [JA xxx].*Z EPA further explained that by prétecting “people

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

17 See also Rule 54,299/3-54,300/1 (“[IInformation 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].
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“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.t¥

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[.]” RTC7 (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 “[cJommenters 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 xxx]. 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.”
Br. 49.

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 evidénce 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 xxx]; Proposal
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8,166/1-2 [JA xxx]; RTC 4-8, 11 [JA xxx-xxx, xxx]. 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, D [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 té conclude
that CO in the ambient air causes or even likely causes any non-cardiovascular
health effect. To the contrary, EPA found a “much gréater 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 xxx-
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 xxx].

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.
Proposal 8,183/1-3 [JA xxx]; 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 8,1 83/2 [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 Proposal 8,183/2 [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 Proposal §8,183/2
[JA xxx] with CASAC 6/8/10, Encl. B at 12 [JA xxx]. 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]f’ 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., Recyclers, 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, 2010 letter 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 lo‘wer 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 suprapp. 13-16, 21-22. CASAC
“recognize[d] . . . compelling evidence . . . from clinical studies demonstrating a
relationship between elevated levels of carboxyhemoglobin (COHDb) and a reduced
time to the onset of angina.” CASAC 5/19/10 at 1-2 [JA xxx-xxx]. 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
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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
(“[IInformation 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 commenté (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

Surgeons, 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 xxx].
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 star'lding 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 Ass’n 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).

19 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.” Lujan 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.1. 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. 9 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

Dep’t 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’y 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 Wou_ld redress that injury. See Nichols Decl.
99 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].

W Tor example, “more than half of the indirect forcing effect of CO is attributable
to ozone . . . formation[.]” Rule 54,309/3 [JA xxx]. 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 aresult, 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. 1d.2"

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 xxx];
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

2 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 54,3 10/1 [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 54,3 10/1
(“[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 “[oJne CASAC member,” which Petitioners cite, have no controlling
force. Br. 64. _S_ﬁf&_qm 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.
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CONCLUSION

The petition for review should be denied in part and dismissed in part.
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Statutory and Regulatory
Addendum

Clean Air Act Provisions

42U S.C. 87408 .ottt e 903-906

42U S.C. 87409 ..ttt e 906-907

A2US.C.§T7602 .o\t 1119-1121

A2US.C.§T7607 et i e 1126-1131
Regulation

A0 CER. §50.8 oo oottt e et 8-9




i funds prevmusly diverted or reprogrammedfrom section
,155 Clean Air Act [section 7405 of this tifle] grants for PM, g
monitors must be _restored to State or local air programs in
year 1999

EPA and ‘the States, consistent Wlth thelr respective
Hathorities under the Clean Air ActTAct July 14,1955, ch.
3603f 69-Stat. 322, which is classified- generally to'section 7401

ptrgeq of this titlel, shall ensure that.the national network

@es,gnabed in. subsection .(a)) which consists of the PMj5
monitors negessary to. implement the, national ambient .air
ity standards is estabhshed by December 31, 1999. -
o “c)(1) The Governors shall e required fo submit desig-
n tions referred to in séetion 107(d)(1) of the Clean Air Act
I hséc. (d)(1) of this sectlon] for éach-area follovmng promul-
gation of the July ‘1997 PMy 5 ‘Hational ambiesit ‘air ‘quality
standard within 1 year after receipt of 3 years of air quality
‘monitoring data performed in secordance with any -applicablé
Federal reference methods for the relevant areas:: Only data
from the monitoring network - designated in subsection (a)
and other. Federal reference method PM, 5 monitors shall be
cohmdered ‘for . such des1gnat10ns Nothing in the prevmus
senténce’ shall be construed as affectmg the ‘Governor’s au-
thority to designate an area initially as" “nonattainmeit; and
the Administrator’s authority to promulgate the designation
of an area‘as ‘Hénattaiiiment; uridet section 107¢d)(1)’ of theé
Clean Air. Act [subsec, (d)(l) of . this. section], based on-its
contribution to amblent alr quality in a nearby nonattainment
area.

" “2) For any area demgnabed as nonattamment for the

7 July 1997 PM, 5 national ambient air quahty standard in
* gecordance with the sehedule ‘set ‘forth in‘‘this section,
* fiotwithstaniding the time limit prescribed ih paragraph (2)

of section 169B(e) of the Clean Air Act [sectlon 7492(e)(2)
. :of this title], the Administrator shall require State imple-
.~mentation plan revisions referred to in such paragraph (2)

to be submitted at,the same time as State implementation

plan revisions referred to in, sectlon 172 .of the Clean Air

Act [section 7502 of thls title] lmplementmg the revised

national ambient air quality standard for fine partlculabe

matter are required to be submitted. For any area desig-
- nated as attainment or.unclassifiable: for such standard, the

Administrator shall reqmre the State implementation plan

revisions referred to in such paragraph (2) to be submitted

1 year after the'aréa has beén'so’ demgnabe “The preced-

ing provisions of this paragraph shall’ net:preclude -the

nnplementatxon of the agreements and recommendations
set forth in the Grand Canyon Vis y Transport Com-

mission Report dated June 1996. £ o

“(d) The Administrator’shall promulgate th :
referred to in section 107(@)(1) of the Gléan Kir"Act [stbsec.
(d)(1) of this section] for each area following promulgation of
the July 1997 PM, 5 national ambient air quality standard by
the earlier of 1 year after the initial designations required
under subsection (c)(1) are requ:red to be submitted or
December 81, 2005.

“(e) Field study.—Not later than 2 years after the date of
enactment of the SAFETEA-LU [Aug. 10, 2005}, the Admin-
istrator shall—

“(1) conduct a field study of the ablhty of the PM25
Federal Reference Method to differentiate those partlcles
that are larger than 2.5 micrometérs in diameter; -

“(2) develop a Federal reference method to measure
directly particles that are larger than 2.5: micrometers in

AIR POLLUTION: PREVENTION

42§ 7408

CAA §108

- diameter without reliance on subtracting from coarse par-

ticle measurements those partlcles that -are-eqpal: to or

. smaller than 2:5 micrometers in diameter; i

“(3) develop a method of measurmg the composmon of

" coarse pa.rtrcles, and

* (4) Submit a report on the study and respons1b1ht1es of

the administrator under paragraphs (1) through (3) to—

“(A) the Committee on Energy and Commerce of the
- House of Representatlves and
“(B) the Committee on Environment and Pubhc

"7 Works of the Senate.

- “Sec. 5103. Ozone designation requirements. ~-

“«“(ay The Governors shall be required to submit the desig-
fidtions 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 Admlmstrator ‘shall promulga’oe final designa-
tions no later than 1 year after the designations required
under subsection (a) are required to be subrmtbed

~4Sec;6104. . Additional provisions.

: “Nothing in sections 6101 through 6103 [set out above in
this note] shall'be constried by the Administrator of Envi-
ronmental Protection Ageney or any court,:State, or person
to affect:any pending htlgatlon or to be a ratification, of the
ozone o PM, 5 staridards.”

Modification or Rescission of Rules, Regulatlons, Orders,
Determmatlons, Contracts, Certlﬁcatlons, Authorlza-
tlons, Delegatlons, and Other Actions

Al rules regulatlons, 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 nnmedlabely prior to the
_date of enactment of Pub.L. 95-95 [Aug. 7, 1977] to continue
in full force and effect until modified or rescmded in accor-
darice 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 nobe
under section 7401 of this title.

§ 7408 - Air quality crlterla and; control tech-
, - nigues

{CAA § 108]

(a) Alr pollutant llst publication and revision by
L Admlmstrator, issuance of air quality crite-
.. ria for air pollutants
(1) For the purpose of estabhshmg 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 Whlch in his judgment, cause or
. eontribute 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 Matetials, see Title 42 U.S.C.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 cnte—
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 pollutant 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 (mcludmg atmosphenc
conditions) which of themselves or in combination
with other factors may alter the effects on pubhc
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 an adverse effect on: pubhc health or
welfare; and.

(C) any known or ant1c1pated adverse effects on
welfare

(b) Issuance ‘by Administratoer of mformatlon on
air pollution .control technlques, standmg
consulting committees for air. pollutants, es-
_tablishment; membership_ e

-+(1) Simultaneously with the issuance: of crlterla i
der subsection (a) of this section, the Administrator
shall, after consultation with appropriate adv1s0ry
committees arid Federal departments and agericies,
issue to the States and appropnate air pollution con-
trol agencies information on air pollution eontrol tech-
niques, which information shall include ‘data relating
to the cost of installation and operation, energy re-
quirements, eémission reduetion benefits, and- environ-
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 pollutlon Such-infor:
mation shall ‘alse inclide data on’ alternatlve fuels,
processes, and operating methods which will result in
ehmmatlon or sigrnificant reduction of emissions. -

(2) In order to assist in the development of infor-
mation on pollutlon control techniques, the Adminis-
trator may establish a standing consultmg comm1ttee

for each air pollutant inclided in a list pubhshed ’

pursuant to- stbsection (a)(1) of this’ section, which
shall be comprised of technically qualified individuals
representative of State and local governments;-iridus-
try, and the academic community. - Each such commit-
tee shall submit, as appropriate, to the Administrator
information related to that required by paragraph: (1).
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(¢) Review, modification, and reissuance of criteria
or information

The Administrator shall from time to time review,
and, as appropriate, modify, and reissue any cntena
or information on control techmques issued pursuant
to this - section. Not later than six months - aftey
August 7, 1977, the :Administrator shall revise- and
reissue criteria relating to concentrations of 'NO; over
such period (not more than three hours) as he deems
appropriate. Such criteria shall include a discussion
of. nitric and nitrous. acids, mtntes, nitrates, hitrosa-
mines, and other carcinogenic and potentlally careino-
genic derivatives of oxides of nitrogen.

(@) 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 Federal 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 Tocal ofﬁc1als, within nine months after November
15,1990, and, periodically thereafter as necessary to
maintain a.continuous transportation-air: quality plan-
ning process, update the June 1978 Transportation-
Air Quality Planning-Guidelines and publish-guidance
on the development and unplementatlon of transporta-
tion and other' measures necessary to demonstrate
and maintain attainment of national ambient air quali-
ty . standards ‘Such guldehnes shall Jnclude 1nforma—
t1o

(1) methods to- 1dent1fy and evaluate alternatlve
‘ planmng and: control act1v1t1es, '

Q@) methods of revlewmg plans on a regular basis

.88 condmons change or new 1nformat10n is present-

: 4;z'ed TR ek 8

N (3) identification of funds and other resources

necessary. 1o, lmplement the plan, including inter-

_',Lagency agreements on providing such. funds and
.. Fesourees; .

. (4) methods to assure part1c1pat10n by the pubhc
/in all phases of the planning process; and

. (5) such other ‘methods as the Admlmstrator de-
. termines’ necessary to carry out a contmuous plan-
ning process:

@ Information regarding processes,. procedureS,
... and methods to reduce or control pollutants
“in transportatlon, reduction of mobile source
related pollutants; reduction of impact on
public health

Complete. Annotatmn Materials, see Title 42 U.S.C.A.

904




“AIR POLLUTION:PREVENTION

(1) The Administrator shall publish'and make avail-
ab]g to.appropriate ‘Federal, State, and Jocal environ-
mental and transportation ageneies not later than one
year. after Noyember 15 1990 and from time to tlme
thereafter— :

. (A information prepared as appropmate in con-

- 'sultatlon with the Secretary of Transportation, and
".after providing public -notice. and .opportunity for
. comment regarding the formulation and emission

i reduction potential of transportation. control meas-
“ares related to criteria pollutants and thelr precur—

. sors, including, but not limited:to— . .
s (i) programs for impreved pubhc trans1t

(i) restriction of certain roads or lanes to, or
‘construction - of such roadsiior lanes for': use by,

) ,a:apassenger buses or high.oecupancy vehicles; . i

(iii) employer-based:. transportation manage—

i ment plans, including incentives; -

. (iv): trip-reduction ordinances; :

. {v) traffic flow.:improvement- programs athat
achleve emission reductions; . :

(vi) fringe and transportation: cormdor parlnng
facilities serving: multlple occupancy vehlcle -pro-
grams or transit service;., .

(vii) programs to Limit or restrlct Vehlcle use in

_downtown areas or other areas of emission con-
centration partlcularly during periods of peak
use;

(viii) programs for the prowsmn of all forms of
hlgh-occupancy, shared-ride services; . ;. -

(ix) programs to limit portions of road surfaces
or certain sections of the metropohtan 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 bieyecle lanes,
for the convenience and protection of: blcychsts in
both public and private areas; - e

(xi) programs to control extended 1dlmg of ve-
hicles;

(xu) programs to reduce motor- vehlcle emis-
sions, consistent with subchapter 11 of this chap-
ter which are caused by extreme eold, start condi-

ions;

(xiii) employer—sponsored programs to permlt

* flexible work schedules;

(xiv) programs and ordinances to: facﬂltate
non-automobile travel, provision.-and 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 fox:new-construction and major
reconstructions. of paths, tracks or areas: solely
for the use by pedestrian or other non-motorized
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means of transportation when econoniically feasi-

ble and in the public interest. For purposes. of

this:clause, the Administrator. shall also. consult
with the Secretary of the Interior; and

. (xvi) program te encourage the voluntary re-

. moval from use and the marketplace -of pre~1980

" model year light duty vehicles and pre—1980 mod-

o el light duty trucks. -

(B) information on additional methods or strate—
gies that will contribute to the reduction of mobile
source related pollutants during periods in‘which

“oany- primary -atmbient ‘dir quality standard will be
“exceeded and’ durlng ‘episodes for Wluch ah ajr
"”pollutlon alert, warning, or emefrgency hds’ been
. declared .

, (O mformatmn on: other measures Whlch may be

& employed ‘to reduce: the impact on publi¢ health- or
protect the health of sensitive or susceptlble individ-
uals or groups; and

(D) information on the extent to which® any pro-
ss, procedure, or method to reduce or control
ch air pollutant may cause an increase in the
‘emissions or, formation of any. other pollutant

(2) In publishing such information the Admmlstra—
tor shall also include an assessment of— o

f(A) the relatwe effectlveness of such processes,
procedures, and methods;

- (B) ‘the: potential effect of such- processes, proce-
* dures, and methods on transportatlon systems and
the prov1s1on of transportatmn services;’ and’

(C) the env1ronmental 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 Admlmstrator it the Admmlstrator s sole
dlscretmn)

(h) RACT/BACT/LAER clearmghouse

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 1, § 108, as. added Dec. 31, 1970,
Pub.L. 91-604, § 4(a), 84. Stat. '1678, and amended Aug. 7,
1977, Pub,L. 95-95, Title I, §§ 104, 105, Title IV, § 401(a), 91
Stat. 689, 790; Nov. 15, 1990, Pub.L. 101-549, Title I,
§§ 108(a) to (¢), (o), 111, 104 Stat. 2465, 2466, 2469, 2470;
Nov. 10,1998, PubL 105-362, TltleXV §.1501(b), 112 Stat.
3294.)

Complete Annotation Materials, see Title 42 U.S.C.A.
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. HISTORICAL AND STATUTORY. NOTES
Codifications -~ R
 Goetion was formerly classified to section-1857c-3 of this
title. N N I T L Ce
* Réfevetice i sibsec: (e)' i the' original to “enactment of
thie Clean Air Act Amendments: of 1989” has been codified as
“Novetnber. 15, 1990” as manifesting Congressional intent in
the date of the enactment of Pub.L. 101-549, Nov. 15, 1990,
104 Stat. 2399, popularly known as the Clean Air At Amend-
ments of 1990. e '
Effective and Applicability Provisions - .
. 1990 Acts. Amendment by. Pub,L..101-549 effective Nov.
15, 1990, except as otherwise proy ided, see section 711(b) of
Pub.L. 101-549, sét out as a note inder section 7401 of this
title. D g T PR =D B T B ‘v :
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. . T .

Savings Provisions - S SR
. ySuits, actions or proceedings. commenced under this.chap-
ter.bs in effect prior to Nov. 15, 1990, not to abate by reason
of the taking effect of _amendments, by Pub.L. 101-549,
except as otherwise provided for, see Section 711(s) of Pub.L.
101-549; ' it as a note under section 7401 of this title.
Prior Provisions |0 1 o o
A prior section 108’6f Act July 14, 1955, Was Fénumbered
section:115 by PubiL. 915604 and is set-ont'as ‘section. 7415 of
this title.: N LR S ST, s

Modification oi‘_‘Réscis:sion of Rules; Regulations, Orders,
Deterniinations,: .Contracts, Certifications,.. Authoriza-
tions, Delegations, and Other Actions

Sy
S8

All rules, regulations, .orders, determinations, contracts,
certifications; * authorizations, ‘délégations, ‘or other - actions
duly: isstied; madé; 6r:taken -by: or pursuant to Act July 14,
1955, the Clean Air Act, 2s.in effect immediately prior {0 the
date of enactment of Pub.L. 95-95 TAug."7; 1977] to continue
in fulb foree -and-efféet until modified-or rescindéd: in. aceor-
dance with. Act July: 14;. 1955, ‘as .aniended by Pub.Li. 95-95
[this chapter], see section406(b) of: Pub;L. 95-95, set out as
an Effective and Applicability Provisions of 1977 Acts -note
under section 7401 of this title. R

§ 7409. National pilmdry and secoridary’ am-
I e :I%i’ent airquality standards.

S eaasaen
(a) ‘Promulgation - - R
~#(1) The AdministFator— i { S
9 (A) within 30 dags after December 31,:1970, shall
_ publish proposed regulations preseribing’a nationsl
% pﬁmary‘iarﬁbijeri’c‘if quality standard-and 4 national
.. secondary, ambient’ ‘
. pollitant for which . ai quality " criteria. have been
. isstied prior to such ddte; and, e
.:- (B) after areasonable: time for: interested per-
sons to submit writteri comments thereon (but'ne

: ) tiair quality standard for each air
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“later than 90 days after the initial -publication. of
such proposed standards) shall :by regulation pro-
mulgate such propesed national primary and- see-
ondary ambient air quality standards with such
modifications as he deems appropriate. s
(2) With respect to any air pellutant for which air

quality criteria are issued: after December 31, 1970,
the Administrator shall publish, simultaneously with
the issuarice of such criteria and information, proposed
national primary and secondary ambient air- quality
staridards for any such pollutant. The  procedure
provided for in paragraph (1XB) 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 -proteet the
public health. Such: primary standards - may be re-
vised in the same manneras promulgated.

(2) Any national secondary amibient air quality
standard prescribed utider’subsectioni (a) of this sec-
tion shall specify a level of air quality the attainment
and’ mainténance of which ifi the*judgment of the
Administrator, based on such eriteria, is requisite to
protect the public welfare from any known or antici-
pated adverse effects associated with the presence of
stich air pollutant in the ambient air. “Stch secondary
standards  may be revised in'the same manner as
promillgated: CERTSRITEEE N

(¢) National primary ambient air quality standard
_ - for nitrogen dioxide - -+ . i

" The " Administrator shall, not later than one year
after August 7, 1977, promulgate a natiénal primary
ambient air ‘quality standard for NO3 concehtrations
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 no significant evidence that
siich 3 standard forisuch a’ period’ is ‘requisite ‘to
protect public health. R

(d) Review and revision of criteria and standards;
. independent scientific review committee; ap-

.+ pointment; advisory:functions -

‘(1) Not later ‘than'December 31, 1980; and at five-
year intervals thereafter; the:Administrator shall com-
plete a thorough review of the criteria, published un-
der section 7408 of this title and: the national ambient
air quality standards promulgated-under this section
and shall make such- revisions in: such ‘eriteria and
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 Adminis-

Complete Anfiotation Materials, see Title 42-UiS.C.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.. ..ot

(2)(A) The Administrator shall appoint an indepen-
dent scientific review committee” composed of séven
members including at least one member of the Nation-
a1 Academy of Sciences, one physician, and oné person
representing State air pollution confrol'agencies.

(B) Not later than January 1, 1980, and at five-year
intervals thereafter, the committee referred to in sub-
paragraph (A) shall complete a review of the criteria
published under section 7408 of this title' and the
national primary and secondary’ambient ‘ait quality
standards promulgated under this section and shall
recommend ‘to the Adrinistrator any new national
ambient 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. R B

(C) Such committee shall also (i) advise the Admin-
istrator of areas in .which -additional knowledge is
required. to appraise the adequacy, and basis of exist-
ing, new, or revised national ambient air quality stan-
dards, (i) describe the research efforts necessary to
provide the required information, (ii); advise the Ad-
ministrator on the relative contribution to air pollution
concentrations of natural as well as anthropogenic
activity, and (iv) ‘advise the Administr
adverse public health, welfaré, social, economic, or

energy effects which may result from various’ strate-

gies for attainment and mainténance of such national
ambient air quality standards. =~ = 7 -

(July 14, 1955, c. 360, Title T, § 109, as added Dec. 31, 1970,
Pub.L. 91-604, § 4(a); 84 Stat. 1679, and amended Aug. 7,
1977, Pub.L. 9595, Title 1,-§ 106, 91 Stat. 691.)" .

' HISTORICAL AND STATUTORY NOTES
Codifications oo

. Section was formerly classified.to section 1857c—4 of this
title. . R

Effective and Applicability Provisions

1977 Acts. Amendment by Pub.L. 95-95 effective Aug. 7,
1977, except as otherwise expressly providéd, see section
406(d) of Pub.L. 95-95, set out as a nete under section 7401
of this title. : )

Prior Provisions

A prior section 109 of Aet 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,
Qeterminations, Contracts, Certifications, Authoriza:
tions, Delegations, and Other Actions o

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

trator of any

42 § 7410
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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 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, Title-VIIL, § 817, Nov. 15, 1990, 104 Stat.
9697, which provided for a report to Congress to be prepared
by the National Acaderny of Seiences, relating to the role of
national secoridary ambient air quality standards in protect-
ing ‘welfare and the environment,’and to be transthitted not
later than'8 years after the date of enactment of the Clean
Alr Act Amendments of 1990 [Nov. 15;.1990], terminated,
effective May 15, 2000, pursuant to Pub.L. 104-66,.§. 8003, as
amended, set out as a note under 31 US.CA. § 1113, and
the 6th jitem on page 163 of ‘House. Document No. 103-7.

Termination of Advisory Committees i .
‘Advisory. committees established ‘after: Jan.. 5, 1973, to’
terminate 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 byi,,thg;l?resideht_vor an
officer of the Federal Government, suéh committee is re-
newed ‘by ‘appropriate action prior to the expiratioﬁ'- of such
two-year period, or in the case of a committee’ established by
the Congress, its duration is otherwise provided.for by-law,

see section 14 of Pub.L. 92463, Oct. 6; 1972, 86 Stat. 776, set

out in Appendix 2 to Title 5, Government.:Organization and
Employees. . . ] ; . L e ‘

State implemeéntation plans for nation-
al primary and secondary ambient
air quality standards =" "t

[CAA § 1101 .~ . -

(a) Adoption of plan by State; submission to Ad-
ministrator; content of plan; revision; new
sources; indirect source:review program;
supplémental 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-

ing sentence-or separately) 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 implementation, maintenance, and
enforeement of such secondary standard in -each- air
quality control region (or portion-thereof) within such
State. Unless a separate public hearing .is. provided,

§ 7410.
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general amendment of this chapter by Pub.L. 88-206, promd—
ed for cooperative effort. o

Disadvantaged Business Concerns, Use of Quotas Pro-
hibited .

. Pub.L.:101-549; TltleX §§ 1001, 10()2 Nov 15 1990 104
Stat.;2708;.provided that; :3: 1 P

“Sec. 1001. stadvantaged business concerns.

““(a) In generali—In providing for any: research relatmg
to the requiremerits of the:amendments:made by: the Clean
Air-Aet Amendments of. 1990 [Pub.Li. 101-549,-Nov. .15, 11990,
104 Stat. 2399, for -distribution ‘which. Aet to. the: Code; -see
Tables] which uses funds. of -the Envu'onmental Protection
Ageney, the. Admmlstrator of the Envir onmental Probectlon
Agency shall, to the extent practlcable, réquiré that rot léss
than 10" percent of total Federal funding for ‘stith: research
will be tade available to disadvantaged busmess concerns

“(b) Definition.—

T 1(A) For purpeses of subsection (a), the! terr’n ‘dlsad-
. vantaged business concern’ means'a.concern—;; -

“(i) whichis. at least 51 pereent owne y -6ne ‘or

more somally and. economically dlsadvanta ed; individu-

. w,als or, in the case of a pubhcly traded, company, at least
o :

of Which are controlied by such individugls.”
“(B)() A for-profit business concern is presumed 0 be
;2 disadvantaged.business concern for purposes of subsec-
tomia) if it is:at least 51 percent owned by, -or in the:case
.,-of a eoncern which is a publicly: traded company at Jeast 51
. pércent of the;stock of the compa owned. by, one or
Imore mdlvxduals who are membersof e following groups
/“(I) Black Amérieans.
“(II) Hispanic Americans..
V(III) Natlve Amerlcans
C4ILV) Asaan Americans,,
f“(V) Women.
<12 “(V1). Disabled Amemca:ns :
“(11) The presumption established by clause (i) may- be
;rebutted with respect to a partlcular busmess concern if it

. 1eferred to’ 1n that clause Wlth respect to that busmess
_ concerr are not’ expenenc1ng 1mped1ments to estabhs}ung
“or developing such concern’ as a result of ‘the individual’s

identification ‘as & member of a group spec1ﬁed in that
- clause. '

“C) The followmg mstltutlons are presumed to be dls—
- advantaged busmess concerns -for purposes of subsectlon

(a): :

“a) Hlstomcally black . colleges and umver51t1es, and

.. colleges and universities havmg a student body i in which

40 percent of the students are Hispanic.

i) Mmonty institutions (as that term is deﬁned by
the Secretary of Educatxon pursuant to the General
. Education Provision Act (20 US.C: 1221 et seq) [section
1221 et seq. of Title'20], Education). :
“(iii) Private and voluntary orgamzations controlled
by. individuals who are: socmlly and economlcally disad-
vantaged. :

CAA §302

D) A joint venture may be considered.to, be a disad-
vantaged business;concern under-spbsection (a), notwith-
standmg the size of such Jomt venture, 1f—

“(1) a, pa.rty to. the Jomt venture is, a dlsadvantaged
business concern;, and, | | .

(i) that. party.owns at, least 51 percent of the joint
Venture,

A person who is not an economically dlsadvantaged indi-

“vidual or a disadvahtaged business concern, 45'a party to a
joint venture, may not be a party-to ‘more than 2 ‘awarded.
“contracts in a: ﬁseal'year SOlely by reason of this’ subpara—

cgraph. - ooty

“(E) :Nothing thJs parag'raph shaH prohlblt any-mem-

- ber, of i a, <rac1a1 or ‘ethnie group that is not. listed .in

l,subparagrap (B)(l) from establishing that they have been
;.lmpeded in estabhshmg or, developing a busmess concern

as a result of racial or ethnic diserimination. .

“Sec. 1002, Use of quotas prohibited. Nothmg in this
title [Title X of PubLi. 101-594, Nov. 15, 1990, 104 Stat. 2708,
enacting’ this note] shall’ permit-or require:the use of quotas
or a reguirement that has theeffect of-a quota in determm—
ing: eligibility under section: 1001~ - - TS

Modification or Réscission ‘of Rules, ;Reglilations,:O'rde'rs,
Determinations, . Contraets, -Certifi cations,-:-Autho‘riza-
tions, Delegations, and Other Actions

All rules, regulations,, -orders, determmatlons, eontracts
certifications, authorizations, delegatlons, or other . actions
duly ‘issued, made, or taken' by or pursuant to Act July 14,
1955, the ‘Clean ‘Air Act,‘as in’efféct immiédidtely prior to the

“dgite of etigctiient of Pub L. '95-95TAug 7, 1977] tocoritinue
insfull*foree iand- effect: until- modified or rescinded:in decor-

darice .with-Act July:14,:1955; as amended by Pub.L. 9595

[this chapter], see section. 406(b)-of Pub.L. 95-95; set, out as
: f

977 . Aets note under -section 7401 of

§ " 602 Deflnltlons '

[CAA § 302]
When used in this chapter-— Labi

© (a) The térm “Administrator” means the Admin-
1strator -of the Envu‘onmental Protection Agency.

(b) The term “air pollutlon control agency”
| Mearns any of the fo]lowmg ,

(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 enforeing ordi-

nances or laws relating to the prevention and
control of air pollution, such other agency.

Complete  Annotation Materials; see Title 42 U.S.C.A.
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(4)-An agency of two or - more"municipalities
located in ‘the same State or in" difféfent States
and having ‘substaritial powers or-duties péttain-
ing to°the prevention ‘and control: of a1r pollutlon

(5) An agency of an Indian trib&:" ™~
(¢) The term “interstate air pollutlon control

:agency” means—

(1) an air pollution control. agency estabhshed
by two or more States, or ;

- (2) an -air. pollution., control: agency of two or

more municipalities located in different States.

- {d) The term “State” means & State; the District
of Columbia, the Commonwealth of Puerto-Rieo, the
Virgin Islands, Guam, and American ‘Samod and
includes the Commonwealth of the Northern Marl-
ana Islands,

- (e) The term “person’ mcludes an'mdmdual cor-
poration, partnership,.association, State, municipali-
ty, political subdivision of a -State,‘and :any agency,
department, or instrumentality of the United- States

_and any, officer, agent, or employee thereof.,

:(f)The term- “municipality”? means as c1ty, town,
borough, county, “parish;:-district; or other pubhe
. body created: by or pursuant to State law. - -

(2 THe term “air pollutant” ineans any au' poll :
- tion agent or combination. of such agents including
-any physical, chemical, biological, radioactive. (in-
~cluding ‘souree material; speeial nuclear. material;
“and byproduct material) siibstance or matter: wlnch,
“is emitted into or otherwise entérs the ambient air!
“Such term-includes any“precursors to the formatlon
* of any air pollutant, to the extent the Administrator
has identified such precursor. or precursors for the
partlcular purpose for wh1ch the term “air pollu-
“tant” is used. T

() All language referrmg to: effects on welfare
.- Includes; but.is. not limited to, effects.on seils, water,
crops, vegetation,  manmade - materials, _animals,
- wildlife, weather, v131b1hty, and climate, damage to
and-deterioration of property, and hazards to trans-
_portation, as well as effects on économic values and
“on personal corfifort’ and Wéll “being, whether caused
by’ transformatlon, converslon, or combmatlon Wlth
“other air pollutants; "

... (1) The term “Federal land manager” means,
.vnth respect to. any lands in the United States; the
.Secretary of - the department with authonty -over
such lands.

() Except as otherwise expressly prov1ded, the
terms: “major- stationary source” and: “major -emit-
ting facility” mean:any stationary facility. or source
_of airpollutants which directly emits, or has the
--potential to emit, one:hundred tons per:year or
..more of any air pollutant -(including any major
emitting .facility or source: of fugitive emissions - of

n
. date””
,‘”nnplem ntatlon plan for the attainment of a national
"'primiary ambient. air quahty standard for any air
pollutant h

f'portmns) of
‘revision’ thereof -which has _been approved under

“ka Native village; :whlch‘ is ]
eligible for the special programs and services pro-
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-any such pollutant, as determmed by rule by the

Administrator).

(k) The terms “emission limitation” and “em1s._
sion standard” mean a requirement established by

:the:8tate or-the Administrator which limits the

quantity, rate, or concentration of emissions of ajr
pollutants.on-a continuous basis, including any re-

-quirement relating to-the operation or maintenance

of a source to assure continuous: emission reduction,

and any design, equipment, work practice or opera:

tional standard promulgated under this-chapter.!
“(I) The terni “standard of performance means g

f requirement” of, contmuous emission’ reductlon in-

cluding any requirement relating to the operation or
maintenance. of a seurce 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 pollutlon characterlstlcs)

e"'term pnmary standard  attainment
gans, ‘the, date specified in the, applicable

..(0) The term “delayed comphance order” means

“+gn-order-issued: by the State or by the Administra-
“tor'to an existing stationary source; postponing the
- date requlred under”an applicable 1mplementatlon
~“plan for” compliarice by such" source vv1th any re-

RS

quirement of such plan

(p) The term “schedulé ‘and tlmetable of comph-
ance” means a schedule of Féquired measures in-
cluding an enforceable seqience~of*aetions or op-
erations leading.-to compliance with an:. ernission
hmltatlon, other l1m1tatlon, proh1b1t1on or stan-

(q) For purposes of ;s chapter ‘the term “apph—
cable nnpleme ation plan” means the’ portion (or
nnplementatlon plan, or most recent

section ;7410 of 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:title:and. which 1mplements

the relevant requirements of this chapter. _
(r) Indian - tribe. ~The * term ~ “Indian ~ tribe”

" meéans any Indlan tribe, band, ‘nation, or other

organized group or commumty, 1nclud1ng any Alas-
‘Federally récognized as

vided by the Uhited Statés to..Indians because of
their status as Indlans »

(s) VOC.—The term “VOC? means volat1le or-
ganic eompound, as defined by the Administrator.

Complete. Annotation: Materials; see Title 42 U:S.C.A.
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(t) PM-10.—~The' term “PM-10” means particu-
-~late matter with an aerodynamie diameter less than
or equal to a nominal ten micrometers,:as measured
by such: 'method as the:Adrrﬂnistrabor mayf‘det‘ér-
mine. " . iR o
(u). NAAQS and CTG. ——The term “NAAQS”
means national amblent air quality standard. The
_term “CTG” means a Control Technique Guldehne
" published by the Adrmmstrator Junder. sectlon 7408
of this tltle

W NO —The ferm “NO ” means ox1des of, ni-
_trogen. : .
(w) CO—The term “CO” ‘means carbon monox-
ide. Lo P
(x) Small source.—The term “Small soui‘ce”
means a’source’that emits less than 100- _tons'of
regulated pollutants per yéar; or any. elass-of ‘per-
" sons that the Adniinistrator determines, through
regulation, generally lack technical ability or- knowl—
edge regardmg control of a1r pollutmn

(y) Federal 1mplementat10n plan ———The term
“Federal 1mplementat10n plan” means a plan (or
““portion thereof) promulgated by the’ Administrator
to fill all or a portion of a gap or otherwise correct
‘all'or a portlon of an inddequacy in a State' ample—\
‘mentatlon plan, and which includes ]
“emission” limitations” or other control 1
. means or techniques (1nclud1ng ‘economic i
“ such as marketable perinits.or auctions of
" allowances), and pr0v1des for attainment of the rele—,
“vant natmnal amblent a1r quahty standard h

(z) Statlonary -souree. ——The feérm statlonary
source” means.generally any source. of .an gir pollas
. tant except those émissions resulting directly from
.an internal combustion: engine for transportation
purposes or from a nonroad engine or nonroad
vehicle as defined in section 7550.0f this-title."
(July 14, 1955, c. 360, Title ITI, §-802, formeily § 9, as added
Deec. 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, 81-Stat. 504;
Dec. 31, 1970, Pub.L. 91-604, § 15(a)(1), (c)(1), 84 Stat. 1710,
1713; Aug. 7, 1977, Pub.L. 95-95, Title I1, § 218(c), Title II1,
§ 301, 91 Stat. 7T61; 769; Nov. 16, 1977, Pub.L. 95-190,
§:14(a)(76), 91 Stat. 1404; Nov. 15; 1990, Pub.L. 101-549,
Title. 1, .§§. 101(d)@), 107(2), (b), 108(), 109(b), Title III,
§302(e), Tltle VII, § 709, 104 Stat. 2409, 2464, 2468, 2470,
2574, 2684.)

-1 80 in original.
HISTORICAL AND STATUTORY NOTES v

Codlficatlons o i

“Section was formerly class1ﬁed to sectxon 1857h - of this
title.

42§ 7603
CAA §303
Effectlve and Applicability Prov1sxons o i
© 1990 Acts. Amendment by Pub.F. 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 th1s
title. :
1977 Acts. Anieridment by-Pub.L. 95-95 effective Aug 1,
1977, except as otherwise expressly provided, see section
406(d) of Pub.L. 95—95 set out as a note under sectlon 7401
of this tltle B

Savmgs Prov1smns T S NI TIa

Suits, ‘aetions or- proceedmgs commenced under ‘this chap-
ter as in effect prior to Nov. 15, 1990, not to abate by reason
of the: taking effect of .amendments ~by Pub.L. 101-549,
except as otherwise provided 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 pr10r section: 185%e, . Act July 14, 1955 c.
360, § -6, .69 Stat. 323, prior to the general amendment of this:
chapter by Pub L. 88-206. St :

§ 7603.:.

Emergency powers
' [CAA § 303]

" Notwithstanding any other prov1s1on of this ehapter,
the Administrator, upon receipt of “evidence that ‘a
pollutlon source or combination of sources (incliding
moving sources) is' presenting:-aniimminent -and sub-
stantial endangerment to publie health or welfare; or
the environment, may bring suit on behalf ‘of the
United -States -in -the appropriate United States dis-
trlct court to immediately restraifi*any person causmg
or contmbutmg to“the a]leged pollutlon to stop the
enjission of air pollutants causing. or contrlbutmg to
such pollutlon or to take such other. action as may be
necessary.. If.it is “not practlcable to assure prompt
protection .of public health. or: welfare or the environ-
ment. by commencement of-such a. civil action, the
Administrator may issue such orders as may be neces-
sary to protect public health or welfare or the envirgn-.
ment. Prior to taking any action under this section,
the Administrator shall consult with approprlate 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 issued 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 perlod as may be
authorized by thé court in’ whlch such actlon is
brought. '

(July 14,1955, c. 360, Title 111, § 303, as added Dec. 31, 1970,
Pub.L. 91-604, § 12(a), 84 Stat 1705, and amended Aug Ty

Complete Annotation Materials; see Title 42 U.S.C.A.
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Subsec. (e) of this section; shown as omitted, which re:
quired the President to annually report to Congress on
measures taken toward implementing the purpose and intent
of this section, terminated, effective May 15,,2000, pursuant;
to section 3003 of Pub.L. 104-66, as amended, set out as a
note ufider 31 U.S.C.A. § 1113." See; also, the 14th item on
page’20 of House Documierit No: 10857, -~ -~ -
Effective and Applicability Provisions i o
- 1990 Acts. Amendment by Pub,L, 101549 effective Nov.
15, 1990, except as otherwise provided, see. sectic n. 711(b) 'of
Pub.L. 101-549, set out as a note under section 7401 of this
title, ' o o . '

Saviiigs Provisions- S ; Ly
- Suits, actions or proceedings commenced under this chap-
ter.as in effect. prior to Nov. 15,.1990;;not to abate by reason
of the taking effect of amendments by Pub.L. 101-549,
except as otherwise provided for, see Section 711(a) of Pub.L.
101-549, set out. as a note under section 7401 of this title.

Prior Provisions. - »+... « . S S

A prior § 306 of. Act July 14, 1955, ¢ 360;. TitleIT1, as
added Nov. 21, 1967, Pub.L. 90-14S, 4 2; 81.Stat. 506, was
renumbered section 318 by Pub,L. 91-604, and is classified to
former section 7613 of this title; : - - R PHE

Angther prior section 306 of Act July 14, 1955, e, 860, Title
IIL, formerly § 18, as added. Dec. 17, 1963; Pub.L. 88-206,
§ 1, 77 Stat. 401, renumbered § 306, Oct, 20, 1965, Pub,L.

89-272, Title 1, § 101(4), 79 Stat. 992, renumberod § 309,

Nov. 21, 1967, Pub.L. 90-148, § 2, 81 Stat. 506, renumbered

§ 316, Dec. 31, 1970, Pub.L, 91604, § 12(a), 84 Stat, 1705,
which related to appropriations, was classified to priorsec-
tion 18577 of 'thié""ﬁﬂé”éffd’was repealed by section 306 of
Piib.L. 95-95.- 'secti§ﬁ~;7626 of this title: RIS
Federal Acquisition Regulation;; Contractor. Certification
or Contract Clause for Acquisition of ‘Commercial Ttemis

Pub.L. 103-355, Title VIIL, § 8301(g), Oct. 13, 1994, 108
Stat. 3397, provided that: “The Federal Acquisition Regila-
tion ‘miy not contain a requirement for a’ certification by a
cdntractor urider a contract for the acquisition of ‘cotnmeércial
items; “o¥'a reqliivement- that such a -contraet include a
contract’ clause,: in ‘order tb implement- a prohibition or. re-
quirement: of :section -306. of the -Clean Air Act (42 US.C.
7606). [this- seetion}.or a prohibition or requirement issued:in.
the implementation of that section [this section], since there
is nothing in.sueh: section:306. [thissection] that requires such
3 certification o contract clause.”, . . v :

§:7607. Administrative’ proceddings’ ?
(a) Administrative subpenas; confidentiality; .
.. Desses. e

- In connection with any determination;undet sectio _
7410(f) of this title; or for purposes of obtainin infor,
mation under section 7521(b)(4) or 7545(c)(3) -of this
title, any investigation, monitoriag; reportinig’ require-
ment, entry, compliance inspection, or administrative
enforcement proceeding under.the 1 chapter (including
but not limited to section 7413, section 7414, section

06 Document #139EDERAL ENVIRONMENTAIZ @Aws Page 95 of 102
§

7420, section:7429, section 7477, section. 7524, section
7525, section 7542, seetion 7603, or.section 7606 of thig
title),,2 the Adrninistrator may issue subpenas for the
attendance .and. testimony of witnesses and the pro-
duction of relevant papers; boeks, and documents, ang
he. may. administer. oaths, . Except for emission data,
upon a, showing satisfactory to the Administrator by
such owner or operator that such papers, books, doey-
ments, or .information. or. particular. part thereof, if
made public, would divulge trade secrets or secret,
processes of such owner or operator, the Administrs.
tor shall consider such record, report, or information
or particular portion thereof confidential in accordance
with the purposes of section 1905 of Title 18, except
that such paper; book, -document, or information may
be disclosed to other officers, employees, or author-
ized representatives of the United States concerneq
with carrying out this chapter, to persons carrying out
the National Academy of Sciences’ study and investi-
gation provided for in section ‘7521(c) 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 any . district in: which such perSon: is found or
resides or transacts business, upon application by the
United States and after notice to such person, shall
have “jurisdiction: to issue -an- order ‘requiring such
berson to appear and give testimony before the Ad-
ministrator to appear and produce ‘papers, books, and
documents before the Administrator; or both, and any
failure to' obey' such order of the court may’hbe “plnt
ished by such court as a contempt thereof, '
(b). Judicial review... RO
(1) A'petition for review, of action .of the . Adminis-
trator in promulgating any . national primary or sec-
ondary’ ambient. air quality  standard, ‘any ‘emission
standard. or regpirement under_ séction 7412 of this
title,” any  standard of performance . or ..requirement
under: section 7411 of this title, any. standard under
section 7521 of this 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 seéction
7545 of this title, any standard under section 7571 of
this title, -any rule issued under section 7413, 7419, or,
under section 7420 of this title, or any other nationally
applicable regulations promulgated, or firial action tak-
en, by the Administrator under this chapter may be
filed only in the United States Court of Appeals for
the District, of Columbia... A petition for review of the
Administrator’s-action in"approving or promulgating
any,;implementation plan-under section 7410 of .this
title’ or" section “7411(d) of this title,any -order: under-
section T411() of this title; under. section 7412 of this

Gomplete -Annotation Materials, see: Title:42 U.S.C.A.
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title, 2 under section 7419¢of this title, or under section
7420 of this title, or his action under “section
1857¢-10(c)(2)(A), (B), or.(C)-of this title (as.in effect
pefore August 7, 1977) or under regulations thereun-
der, or revising regulations for enhanced monitoring
snd compliance certification programs  under section
7414(2)(3) of this title, or any other final action of the
Administrator under this chapter (including any denial
or disapproval by the:Administrator under subehapter
1 of this chapter) which is locally: or regionally applica-
ble may be filed only in the United States Court. of
Appeals for the appropriate cireuit... . Notwithstanding
the preceding -sentence. a.petition: for review of -any
action referred to in such sentence may be filed. only
in the United States: Court ‘of Appeals for the Distriet
of Colunibia if such action is:based on a determination
of nationwide scope .or. effect and if in taking such:
action the Administrator finds and publishes.that such
action is based on such a determination. Any petition
review under this subsection shall be fled within
sixty 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 grounds
arising after such sixtieth day, then any petition for,
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 hot, affect the finality of
such rule or action for purposes of judicial review nor
extend the time within which a petition for judicial
review of such rule of action under this section may
be filed, and shall not postpone ‘the -effectiveness’ of
such rule or action. ~ 7 7 i :
(2) Actioni of the Administrator with respect to
which review could have been obtained under para-
graph (1) shall niot be subject to judicial review in civil
or criminal ‘proceedings for enforcemernt. Where ‘a
final decision by the Administrator deférs’ perform-
ance of any nondiscretionary, statutory dction to a
later time, any persor may challenge the deferval
pursuant.to paragraph (1). ' - o

(¢) Additional evidence :

In any-judicial proceeding in which review is songht
of a determination under this chapter required to be
made on the record after notice :and- opportunity for:
hearing, if any party ‘applies to the court for leave 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 in-rebuttal thereof)
to be taken before the Administrator, in such manner
and upoen such terms and eonditions as to ® the-court
Mmay deem proper. ‘The Administrator may modify-his

ndings as to the facts, or make new findings; by.

42 § 7607
CAA §307

reason of the additional evidence so taken and he shall
file 'such: modified or new findings,sand his récommen-
dation, if any, for the modification or setting aside of
his .original determination, with the return of. such
additional.evidence. . . . i,

(d) Rulemaking
“(1) "This subsection applies to—

" (A) the promulgation or revision of any 'viga'tibhal
-ambient air quality standard under section 7409 of
Cthistitle, T
(B) the promulgation or revision of an implemen-
‘tation plan by the Administrator, under section
00 of this tide,

/. {(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. this“title;, any standard under section

| 7412(f) of this title, or any regulation under ‘section
7412(g)(1)(D) and' (F) of this title, or any regulation

- under section 7412(m) or (n) of this title, o

(D) the promulgation of any réquirément for sol-
id waste combustion under section 7429 of this title,
+(E) thé promulgation or revision of any regula-

“tion pertaining to any fuel or fuel additive under
section 7545 of this title, 7

(F) the promulgation of revision of ‘any aireraft
emission standard under section 7571 of this title,
(G) the ‘promiulgation or revisioni’ of any’ regula-
tion under subehapter TV=A of this chapter (relating
‘to control of acid deposition)) i oo e T

* () promulgation ¢ n of Tegulations per-
tainitig to ‘primary nonferrous smelter orders under
Section ‘7419 of this" title (but not including the
granting or denying of any suqh.order),

(1), promulgation or révision of regulations under

“subchapter VI of this’chapter (relating to strato’

" sphere and ozone protection), » o o

- {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), ‘ _ ‘

LK) promulgation or revision of regulations under

*section 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) of this title, o ;

(L:)-promulgation or revision of regulations for

. noncompliance ‘penalties under section . 7420 of this

title,.’ : . P . ¢ ¢ . e
(M) promulgations‘or revision of any regulations
~promulgated under isection: 7541 of this title:(velat-

“ing’to warranties and compliance by vehicles in
actual use), .

Complete: Annotation; Matérials; see. Title 42 U:S|C.A.
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(N) action...of -the - Administrator under section
7426 of this title (relatmg to mterstate pollutlon
. abatement), . i

(0) the promulgatlon Or rev1s10n of any regula—
tion pertaining to consumer and commeércial prod:
ucts under section 7511b(e) of this title,

(P) the promulgation or revision of any regula-
tion pertaining to field mtatlons under section
_ T413(d)(3) of this title, '

(Q) the promulgatlon or revision of any regula-
tion pertaining to urban buses or the clean-fuel
vehicle, clean-fuel fleet, and clean fuel programs
under part C of subchapter IT of this chapter,

(R) the promulgation or revision of any regula-
tion pertaumng to nonroad engines or nonroad vehl-
‘ cles under seetion 7547 of thls tltle, ‘

(S) the. promulgatlon or rev151on of - any regula—
tion, relating to, motor vehicle rnphance program
fees under sectlon 7552 of this: title, . -

(T) the promulgation’ or hevision : of any regula—
tion under, subchapter IV-A of th1s chapter (relatmg
_ to: ac1d deposmon), )

(U) -the promulgatlon or revision. of any <regu1a—
. vtlon under ‘gsection 7511h(f) of this tltle pertammg to
" marine vessels, and ety

.. (V) such. other actlons as the Admlnlstrator may
r.deterrmne L S

The provisions. of sectlon 553 through 557 and sectlon
706 :0f -Title. 5 shall-not, except as expressly provided
in this subsection, . apply..to actions - to. ‘which this
subsection, apphesr This. subsectlon shall not apply in

1l , cumstance referred; to in
of .ubsectlon 553(b) of Title

subparagraphs (Av
5 /

..{2). Not later than the date of proposal of any actlon
.which . bsectlon “applies,, the  Administrator
shall establish a mﬂemalqng docket, for such action
(hereinafter in this subsection referred to as a rule”)
Whenever a'rule appliés only within a part1cular State,
a second (identical) ‘docket shall be‘ sunultaneously
established ‘it ‘the” appropriaf ‘ 'fﬁce of ‘the
Enwronmental Protectlon Agency

apphes, notice ‘of proposed rulemaklng shall ‘be plib-
lished in ‘the ‘Federal Register,”as providéd under
section 553(b) -of ‘Title 5, shall be accompamed by a
statement . of its basis and purpose ziid shall’ speelfy
the period -aviilable for public comment :(heréinafter
referred 6 -ag the “comment, period”):" “The: notiee of
proposed rulemaking shall also state-the docket num-
ber, the location:or:locations.of the docket, and the
times: it-will .be:open 16" public:inspection. . The. state-
ment .of tbasis. and -purpese: shall include .a summary
of— : ;
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(A) the faetual data on: whleh the proposed rule is
based -

“(B)' the methodology used in obtaining the data
~ahdin analyzmg the data; and

(C) the ma,]or legal 1nterpretat10ns and policy
cons1derat10ns underlymg the proposed rule.

The: statement -shall also set forth 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 thig
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-
ments referred to in this- paragraph:on which the
proposed rule relies shall -be included in the docket on
the date of publication of the proposed rule.

(4)(A) The rulemakmg docket required under para:
graph (2) shall be open for’ inspection by the public at
reasonable times: spec1ﬁed in thé notice of proposed
rulemalnng Any persoh ‘may’” eopy “documents' con-

) tamed in the docket. The Ad nistrator shall prov1de

copying facilities whlch may e uséd at the expense of
the person seeking copies, but the Admimstrator may
whiveé or reduce such expenses in" such instances as
the pubhc interest, requires. “Any person may request
coples by miail if the person pays the expenses 1nclud~
ing personnel costs to do the copying.

B)4) Promptly upon recelpt 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 ifi’ the docket The transcnpt ‘of pubhc héar-
mgs, 1f any, on he h ll ye i

been- pub ished and which th_ ,
mines ‘dre of central ‘televance to the rulemaking shall
be placed in the docket as soon 4§ poss1ble after’ thelr

avaﬂablhty

{ii) The drafts:of proposed rules submltted by the
Admlnlstrator to the. Office of Management:- -and. Bud-
get for any interagency review proeess prior to pro-
posal of any such rule, all .documents aceompanying
such:: drafts, and. all written - comments: thereon by.
other agencies and all written responses to such writ<
ten comments: by the: Administrator shall be: placed in
the docket: no later: thar the .date-of ‘proposal of the:
rule. The drafts of the final rule submitted for such
review proeess -prior . to. promulgation and:all such
written: comments -thereon,  all documents. accompany-
ing such drafts, and written responses thereto-shall be
placed i in the docket 1o later: than the date of promul-
gation. - : , L ;

Gomﬁ!ejef::Annotation Matem_als,f» see Title-42:U.S.C.A.
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(5) In promilgating a rule to which this subsection
applies (i) the"Administrator shall allow any person to
submit written comments; data, or documentary infor-
mation; (i) the Adm]mstraton shall 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 transeript 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 aceompanied
by (). a. statement of .basis and. purpose :like - that
referred to-in- paragraph (3) with respect.to a pro-
posed rule: and (i) an explanation of the:reasons for
any major- ¢hanges-in the promulgated rule from the
proposed Fule

(B) The promulgated rule shall also be - accompa-
nied by.-a respense to :each -of the -significant com-
ments; seriticisms, and -new data submitted in Written
or oral presentations during the:comment period.

(C) The promulgated rule may not be based (in
part ‘or whole) on any ‘information or data which has
not. been. placed in the docket as of the date” of such
promulgatmn

-(T)(A) -The: record for Judlclal review shall c0n51st
exclusively of the ‘material referred to:in-paragraph
(8); claurse - (i)-‘of 'paragraph (4)(B); and" subparagraphs
(A).and (B).of paragraph.(6).

was ralsed with reasonable specificity -during the-peri-
od for public. comment (including any:public-hearing)
‘may-be‘raised during judicial review.: If the person
raising - gn’objection can demonstrate to the Adminis~
trator-that it was impracticableto raise such objection
i | time or if the grounds for such objection
the period for public comment (but within
“specified for judicial review) and if. such
obJectlon 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
H}f'matlon been ‘available at the time thé rule was
roposed. If the Administrator refuses to convene
2 'roceedmg, such. person may seek review of
sal in the United States court of appeals for
SREY ) opnate circuit (as provided in subsection (b)
is:section). ‘Such reconsideration shall not post-
p@ne the effectiveness. of the rule. The effectiveness
rule'may be stayed duting such reconsideration,
h ¥, by the Administrator or the court for a
Berlod not to exceed three months

o The sole forum for challengmg procedural de-
teminations made by the Administrator under this
suJﬁ)ﬂﬁbctlon shall ‘be in the United States court of
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appeals for the appropriate circuit (as. provided :in
subsection (b) of this' section) at the. time of the
substantive review of the rule.: No interlociitory.ap-
peals shall be permitted with: respect;to. such prece-
dural determinations. -In reviewing alleged procedur-
al errors; the court may invalidate the rule only if the
errors were so.serious and related to.matters of such
central relevance to the rule that there is.a substantial
likelihood that the rule would have. beet s1gn1ﬁcantly
changed if such errors ‘had not been made. .

(9) In ‘the -case-of ‘review of any actlon of the'
Administrafor to which this’ subsection applies, the,

court may reverse any, such action found to be—

(A) arbltrary, capr1c10us, an abuse of dISCI‘etIOIl‘

or otherwise not in aecordance with law,

“(B). contrary to constitutional rlght power, pr1v1—
lege, or Immunity;

(C) in excess of statutory Jumsdlctlon, authorlty,
or limitations, or short of statutory right; or

(D)-without observance of procedure required by
law, if (i) such failure to observe such procedure is
arbitrary or capricious, (i) the requirement of para-
graph (7)(B) has been met, and (iii) the cond1t10n of

the last sentence of paragraph (8) is met.. ,

(10) Each: statutory deadline for promulgatlon of
rules to which this subsection applies:which requires
promulgation less ‘than six months after:date of pro-
posal may be. éxtended to not more than six: months
after date-of proposal’ by the Administrator upon’a

détermination that such extensmn is" necessary to

afford the public, and the ‘agency,: adequate’ opportum—
ty’ to carry out the purposes of this subsectlon ;

(11) The requirements .of this, subsection sha]] take
effect. with respect to any rule the proposal of which
oceurs after ninety days after August 7 1977

(e) Other methods of ‘Jud1c1a1 rev1ew not author-
ized -

“Nothing in thlS chapter shall be construed to ‘aus
thorize judicial review of regulations or orders of the
Administrator under thls chapter, except as provxded
in this section. ,

() Costs

In any judicial proceedmg under thls sectlon the
court may award costs of litigation (including reason-
able attorney and-expert withess fees) whenever 1t
deterrmnes that such award i is approprlate

(g Stay, mJunctlon, or s1mllar rehef in proceed-
ings relating to noncompliance penalties-

In any action respecting the promulgation of regula-
tions under section 7420 of this title or, the administra-
tion or enforcement of section 7420 of this title no
court shall grant any stay, injunctive, or similar relief
before final: judgment by such eourt in such action.

Complete Annotation Materials, see: Title 42 U.5;C.A
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¢h) ‘Public:participation -
It is the intent of Congress that, consistent Wlth the
policy of subichapter II:of chapter 5 of ‘Title 5, the
Administratopin promulgating anyregulation under
this chapter, including a regulation subject to-a-dead-
line, shall ensure a reasonable period for public partic-
ipation of 4t least 30 days, except as ‘otherwise ex~
pressly provided-in’ section* 7407(d), 7502(3), 7511(a)-
and-(b), and 7512(a) and (b) of this title. - e
(July 14, 1955, ¢i.360, Title ITI, § 307, as added Dec. 31 1970
Pub.L. 91-604, § 12(a), 84 Stat. 1707, and amended Nov. 18,
1971, Pub.L. 92-157, Title I1I, § 302(3) 85 Stfat. 464;. June
22, 1974, Pub.L. 93-319, § 6(c), 88 Stat. 259; Aug. 7, 1977,
Pub.L. 95-95, Title ITI, §§ 303(d), 305(a), (c), (D—(h); 91 Stat.
772, T76, T77; Nov. 16, 1977, Pub.L: 95-190, § 14(2)(79), (80),
91 Stat. 1404; Nov. 15;. 1990, Pub.l. 101-549, -Title I,
§§8 108(p), 110(5), Title II1, § 302(g), (h), Title VII, §§-702(c),
708, 706, T07(h), 710(b) 104 Stat. 2469 2470 2574
2681-—2684) } g
180 in-original. Probably’ should be “thls : el
2 8o in original. : . ! ’
.3 S0 in original. - The word “to” probably should not appear '
4 So in original. Probably should be “sectlons” . -

, HISTORICAL AND STATUTORY NOT
References in Text . ° ‘

Section 7521(b)(5) of this tltle referred toin subsec B,
was repedled by Pub.L. 101—549 'Iﬁtle 11, § 203(3), Nov 15
1990; 104 Stat. 2529. . .

Sectlon 18357c~10(c)(2)(A), (B), or- (C) of - th]s tltle (as in
effect before August T, 1977), referred: to:in subsec.. (b)(D),
was- in-the .original “section’ 119(c)@)(A); (B), or (C) (as in
effect before the, date. «of _enactment, of the Clean Air Act
Amendments "of 1977)” 'meanmg section 119 of Act July 14,

: )

this: title) as in-effect’ prloﬁ»’to the'enactment ‘of Pub L. 95-95,

Aug: T, 1977;:91. Stat. :691, effective Aug:7, 1977: . - Section
112(b)(1) of Pub.L. 95-95 repealed section 119 of Act;July 14,
1955, c. 360, Title I, as added by Pub.L. 93-319, and provided
that "all references tosuich;:Seetion; ;119 in'any subseduent:
enactment which supersedes Pub. L. 93-319 shall -be con-
strued to refer to sect1on 113(d) of the Clean Air Act.and-to

paragraph - (5) thereof if ‘particular whlch is class:ﬁed o,

subsec. (d)(5) of section 741870f this title.” Seetion 7413(d) ‘of
this title ‘was ‘subkequently aménded generally by PubL
101-549, Title VII, § 701, Nov. 15, 1990, 104 Stat. 2672, and,
as so amended, no longer relates to final compliance orders
Section 117(b) of Pub.L. 95-95 added a new section 119 ‘of
Act: July 14, 1955 Whlch is class1ﬁed to sectlon 7419 of thxs
title. .7 . o

Part C of subchapter I: of thls chapber, referred to it
subsee. (d)(1)(), was. in the original “subtitle:C of Title 1%
and was translated as reading “part C of Title I” to reflect
the probable intent-of : Congress, beeause ’1‘1t1e I -does not
contain.subtitles. : - St . ]

Codifieations

“Section was formerly class1ﬁed to sectlon 1857h—5 of thxs
title.:

-+ In-subsee. (h), “subchapter II of chapter 5 ‘of, Tltle 5” was
subshtuted for “the’ Administrative .Procedures:Act” on: au-
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thority of Pub.L. 89-554, § 7(b), Sept. 6, X966, 80 Stat. 63,
the first section of whicl enacted Title 5, Government Organ-
ization and Employees. .

Effective and Applicability Provisions’

1990 Acts. Amerndrient by Pub.L. 101-549 effectlve Nov.
15, 1990, except as otherwise provided; see section 711(h) of
Pub.L. 101-549, set out as a-note under section 7401 of thig
title.

1977 Acts. Amendment by Pub L 95—95 effectlve 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 taking effect of amendments by: Pub.L. 101-549,
except as’otherwise provided for, see section, 711(a). of ~P_ub‘L_
101-549, set out as a note under section 7401,U-of this title.

Prior Provisions . i aes ’

A prior-section 307 of Act July 14, 1955 c. 360 Title 111, as
added. Nov. 21, 1967, Pub:L. 90-148, § 2, 81 Stat.. 506,
renumbered section: 314; Dec. 81, 1970, Pub.L. 91—604
§ 12(a), 84 Stat. 1705, which related to labor standards is set
out as sectlon 7614 of thls title, - :

Another prior section 307 of act July 14, 1955 e 360 Title
III, formerly § 14, as added ‘Dec. 17, 1963, Pub.L. 88-206,
§ 1, 77 Stat. 401, was renumbered section 307 by Pub.L.
89-272; renumbiered sectioni310 by Pub.L. 90-148, and re-
numbered- section 317 by Pub.L. 91-604, and is set-out as-a
Short-Title of 1963 Acts note under section 7401 of. thls title.

Modification or Resclssmn of Rules, R&egulatlons, Orders,
Deterininations Contracts, Certlficatlons, Authorlzatlons,
Delegatlons, and:Other Actions. - - RECAPR

Al rules;. ‘regulations; -orders,’ determmatlons, 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. nnmedlately prior to the
date of enactment of Pub L. 95-95 [Aug 7, 1977] .to. contmue
in full force. and effect until modlﬁed or rescmded 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 45
an Effective Date of 197’7 ‘Acts note under section 7401 of
this title.

Pendmg Actlons and Proceedmgs ;

Suits, actions, and other proceedmgs lawfully commenced
by or. against the . Administrator or- any, other officer .or,
employee of the United States in. his official capac1ty or in
relation to the’ dlscharge of his ofﬁcxal duties under Act July
14,-1955; the Clean’Air Act; as in‘effect immédiately prior to
the enactment-6f Pub.Li. 95-05 [Avg! 7, 1977], not to abate by
redson of the tiking effect of PubL.’95-95, seé section 406(2)
of Pub.L...95-95, set out.as an Effective Date 7of 1977 Acts
note under section 7401 of this title, :

Termiination of” Adv1sory Com ‘rttees

Advisory Committees estabhshed after Jan. '5, 1973 to
terminate not later than the &xpiration of the two-year penod
beginning on the date of ‘their ¢stabliskiment, uiiless, in the
case-of a committee established by the:President or an

Comygilete Annotation Materials, see Title 42 U.S.C.A.
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officer of the Federal Government; such committee is. re-
newed by appropnate 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 by law,
see section 14 of Pub.L. 92463, Oct. 6, 1972, 86 Stat, 776, set
out in Appendix 2 to Tltle 5, Government Orgamzatlon and

Employees v |
§ 7608 Mandatory hcensmg ; S
- [CAA § 308] e

Whenever the. Attorney General determlnes,
apphcatlon of the Administrator—
(1) that— 2
“(A)+in the 1mp1ementatlon of "the requlrements
of section 7411, 7412, or 7521 of this title, a rlght
under any Umted States letters patent, which is
being used or intended for public or comriercial
use and - not" otherwise 'reasonably available, is
necessary to enable any person required to com-
=ply with such-limitation-to so-comply, and * :
'(B) -there are no reasonable alternatlve meth-
ods to-aecomplish such purpose, and. ++ 7
(2) that the unavailability of such nght may re-
sult in-a substantial lesséning of competltlon? T
* tendency to create a monopoly in any line’ of com—'
meree in’ any sectlon of the country,

the Attorney General may o certlfy to.a dlstmcts court
of the United. States, which may issue ah-order requir-
ing the person who owns such patent to license it on
such reasonable ‘terms -and “conditions ‘as ‘the court,
after hearing, may determine. Such certificationmay
be made to the distriet court for the distriet in which
the person owning, the patent remdes, does busmess,
or is found.

(July 14, 1955 c. 360, Tltle III § 308, as added Dec 31 19’70
Pub.L. 91-604 § 12(a), 84 Stat. 1708)

HISTORICAL AND STATUTORY NOTES

Codifications

t Section was formerly class:ﬁed to sectlon 1857h—6 of this
~ title. .

upon.

Prior Provisions

A prior section 308 of Act July 14, 1955, c. 360, Title III,
formerly § 12, as added Dec. 17, 1963, Pub.L. 88-2086, § 1, 77
Stat. 401, renumbered § 305, Oct. 20, 1965, Pub.L. 89-272,
Title 1, § 101(4), 79 Stat. 992, renumbered §-308, Nov. 21,
1967, PubL 90-148, § 2, 81 Stat. 506, renumbered § 315,
Dee. 31, 1970, Pub.L. 91-604, § 12(a), 84 Stat. 1705, which
related to separability of provisions, is set out as sectmn 7615
of this title.

Modification or Rescission of Rules, Regulat1ons, Orders,
Determmatlons, Contracts, Certlficatlons, Authorlza-
tlons, Delegations, and Other Actions ’ ’

An 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

42 § 7609

CAA §309
date of enactment of Pub.L.~95-95: [Aug. 7, 1977] to continue
in full foree and: effect. until modified 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 a8
an Effective Date of 1977 Acts note under sectlon 7401 of
this title. il

§ 7609. Policy review: .7

" “[CAA §:8091
(a) Environmental impact
shall"review and’ comment ° in
writing on the env1ronmen€al impact of any inatter
relating to duties nd’ responsibilities granted pursu-
ant to thi§ chapter of other orov1s1ons of the authority
of the Admihistrator; contained in any (1) legislation’
proposed by any Federal department or agency, 2
newly authorized Federal pro,]ects for construction
and-any major Federal'agency ‘dction (other ‘than a
project for constmctlon) to which section: 4332(2)(C) ‘of
this title applies, and ®) proposed regulatiohs publish-
ed’by any departinent or agency of the Fedéral Gov-
ernment. Such written comment; shall be made pubhc
at the conclus1on of any such remew :

(b) Unsatisfactory, leglslatxon, actlon, or regulatlon
“In the event the’ Admlmstrator determmes that any
stich leglslatlon, action, or regulatlon is unsatlsfactory
from' the: staiidpoint " of public’ health or welfare or
environmental quality; he shall publish his:determina-
tion and the matter shall be referred to the Council on
Environmental Quality.
(July 14, 1955, c. 860, Title 111§ 309, as added Dec. 31, 1970
Pub.L. 91—604 § 12(a), 84 Stat. 1709.) .

HISTORICAL AND STATUTORY NOTES

Cod1f1catlons
Section was formerly clasmﬁed to sectlon 1857h—7 of thls
title. :

Prior’ Prov1s1ons
A prior section 309 “of Act July 14, 1955 c 360 Tltle 117,
formerly § 13, as added Dec. 17, 1963, Pub.L, 88-206, § 1, bk
Stat. 401, renumbered § 306, Oct. 20, 1965, Pub.L. 89-272,
Title 1, § 101(4), 79 Stat. 992, reniimbered §°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 sectlon 306 of Pub.L. 95-95.
Similar appropriation’ prowsmns are now classified to section

7626 of this title.

Modification or Rescission of Rulés, 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 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 foree and effect until modified or rescinded in accor-

Complete Annotation Materials, see Title 42-U.S.C.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, 19961

§50.6 National primary and secondary
ambient air quality standards for

10«

(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
(ug/ms3), 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 pg/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 J 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.

[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
Ma.5.

(a) The national primary and sec-
ondary ambient air quality standards
for particulate matter are 15.0
micrograms per cubic meter (ug/ms3) an-
nual arithmetic mean concentration,
and 65 pg/m3 24-hour average concentra-

Filed: 07/13/2012

40 CFR Ch. | (7-1-11 Edition)

tion measured in the ambient air as
PM,s (particles 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 PM,s 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.

(¢) The 24-hour primary and sec-
ondary PM,s standards are met when
the 98*h 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}

§50.8 National primary ambient air
quality standards for carbon mon-
oxide.

(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) for a l-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 C 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.

(¢) An 8-hour average shall be consid-
ered valid if at least 75 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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(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 pg/ms3). 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
ug/m?3) is equal to or less than 1, as de-
termined by appendix 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 NAAQS 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 l-hour stand-
ards are codified in 40 CFR part 81.

(¢) 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 l-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 l-hour
ozone standard no longer applies to an
area, and (2) the effect of revising the
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§50.11

ozone NAAQS on the existing l-hour
ozone designations.

(62 FR 38894, July 18, 1997, as amended at 65
FR 45200, July 20, 2000; 68 FR 38163, June 26,
2003, 69 F'R 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 séc-
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 dioxide.

(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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