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ENVIRONMENTAL PROTECTION
AGENCY -

40 CFR Part 50
[AD-FRL 3141-9(a)]

Revisions to the National Ambient Air
Quality Standards for Particulate
Matter

AGENCY: Environmental Protection
Agency (EPA).
ACTION: Final rule.

SUMMARY: In 1971, EPA promulgated
primary and secondary national
ambient air quality standards for
particulate matter, measured as “total
suspended particulate matter” or “TSP."
The primary standards were set at 260
pg/m?, 24-hour average not to be
exceeded more than once per year, and
75 pg/m3, annual geomelric mean. The
secondary standard, also measured as

" TSP, was set at 150 pg/m3, 24-hour
average not to be exceeded more than
once per year. In accordance with
sections 108 and 109 of the Clean Air
Act, EPA has reviewed and revised the
health and welfare criteria upan which
these primary and secondary particulate
matter standards were based.

On March 20, 1984 (49 FR 10408}, EPA
proposed changes in the standards
based on its review and revision of the
criteria. Today's notice announces -
EPA's final decisions regarding these
changes. The final decisions include: (1)
replacing TSP as the indicator for'
particulate matter for the ambient
standards with a new indicator that
includes only those particles with an

aerodynamic diameter less than or equal

to a nominal 10:micrometers [PMo), (2]
replacing the 24-hour primary TSP
standard with-a 24-hour PMy, standard
of 150 pg/m? with.no more than cne
expected exceedance per year; (3)
replacing the annual primary TSP
standard with a:PMio. standard of 50 ug/
m3, expected annua) arithmetic mean;
and (4) replacing the secondary TSP
standard with 24-heur-and annual PMo
standards that are identical in all
respects: to the primary standards.
Today's notice. also.announces a. new
Federal Reference Method for
measurement of PMy, in the ambient air.
The method is contained in a new
Appendix ] to Part 50. This nolice also
announces a new Appendix K to Part 50,
which provides rules for applying the
statistical form of the revised standards.
In addition, certain clarifying changes to
Appendix B and Appendix G are set out.
Related notices published elsewhere
in today’s Federal Register set out final
regulations concerning Ambient Air
Monitoring Reference and Equivalent

" Methods. (40 CFR Part 53), Ambient Air

Quality Surveillance (40 CFR Part §8),
Regulations for Implementing Revised
Particulate Matter Standards (40 CFR
Part 51) with associated guidelines,
Approval and Promulgation of
Implementation Plans (40 CFR Part 52),
and Prevention of Significant
Deterioration (Parts 51 and 52),
EFFECTIVE DATE: This action is: effective:
July 31, 1987.

ADDRESSES: A docket (No. A-82-37)
containing information related to EPA’s
review and revision of the particulate
matter standards is available for public.
inspection between 8:00 a.m. and 3:00
p.m, on weekdays at EPA's Central
Docket Section, South Conference
Center, Room 4, 401 M §t., SW,,
Washington, DC, A reasonable fee may-
be charged for copying. The information
in the docket constitutes the complste
basis for the decisions announced in this
notice. For the availability of related
information see SUPPLEMENTARY,
INFORMATION. i
FOR FURTHER INFORMATION CONTACT:
Mr. John Haines, Strategies and Air
Standards Division [MD-12), U.S..
Environmental Protection Agency,
Research Triangle Park, N.C. 27711..
telephone. (919) 541-5531 (FT'S 629-5531).
SUPPLEMENTARY INFORMATION:

Availability of Related Information

The revised criteria document, Air
Quality Criteria for Particulate Matter
and Sulfur Oxides (three volumes, EPA-
600/8-82-028af~cf, December, 1982
Volume I NTIS #PB-84-120401, $24.95
paper copy and $8.50 microfiche;
Volume 11 NTIS #PB-84-120419, $48.95;
paper copy and $6.50 microfiche;
Volume III NTIS. #PB-84-120427, $48.95
paper copy-and $13.50 microfiche, the
Second Addendum to Air Quality
Criteria for Particulate Matter and.
Sulfur Oxides (1982): Assessment of
Newly Available:Health Effects:
Information, (EPA/600/8-86-020-F,
NTIS #PB-87-176574, $24.95 paper copy-
and $6.50 microfiche), the 1982 staff
paper, Review of the National Ambient
AlirQuality Standards for Particulate
Matter: Assessment of Scientific and
Technical Information-OAQPS Staff

. Paper (EPA-450/5-82-001, January, 1982

NTIS #PB-82-177874, $24.95 paper copy
and $6.50 microfiche), and the staff
paper addendum, Review of the

National Ambient Air Quality Standards

for Particulate Matter: Updated:
Assessment of Scientific and Tachnical
Information (EPA-450/ 5-86-012,,
December 1986; NTIS #PB-87-176871,
$18.95 paper copy and $6.50 microfiche)
are available from: U.S. Department of
Commerce, National Technical

Information Service, 5285 Port Royal
Road, Springfield, Virginia 22161 (add
$3.00 handling charge per order). A
limited number of copies.of other
documents generated in connection with
this standard review, such as the control
techniques document, can be obtained
from: U.S. Environmental Protection
Agency Library (MD-35), Research
Triangle Park, N.C. 27711, telephcne
(919)-541-2777 (FTS 629-2777).
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Addendum II—CASAC Review and Closure
of the 1982 OAQPS Staff Paper [or
Particulate Matter and the 1988 Addendum
to the Staff Paper-

Addendum Ill—Executive Summary of the
1986 Addendum to the Staff Paper

Part 50—National Primary and Secondary
Ambient Air Quality Standards

Appendix J—Reference Method for the
Determination of Particulate Matter as
PMo in the Atmosphere

Appendix K—Interpretation of the National
Ambient Air Quality Staridards for
Particulate Matter

L. Background

A. Legislative Requirements Affecting
This Rule

1. The Standards

Two sections of the Clean Air Act
govern the establishment and revision of
national ambient air quality standards
[NAAQS). Section 108 (42 U.S.C. 7408}
directs the Administrator to identify
pollutants which may reasonably be
anticipated to endanger public health or
welfare and to issue air quality criteria
for them. These air quality criteria are to
reflect the latest scientific information
useful in indicating the kind and extent
of all identifiable effects on public
health or welfare that may be expected
from the presence of a pollutant in the
ambient air.

Section 109 (42 U.S.C. 7409) directs the
Administratar to propose and
promulgate “primary” and “secondary”
NAAQS for pollutants identified under
section 108. Section 109(b)(1) defines a
primary standard as one the attainment
and maintenance of which, in the
judgment of the Administrator, based on
the criteria and allowing for an
adequate margin of safety, is requisite to
protect the public health. A secondary
standard, as defined in section 109{b}(2).
mus? specify a level of air quality the
attainment and maintenance of which,
in the judgment of the Administrator.
based on the criteria, is requisite to
protect the public welfare from any
known or anticipated adverse effects
associated with the presence of the
pollutant in the ambient air. Welfare
effects are defined in section 302(h) (42
U.S.C. 7602(h)) to include effects on
soils, water, crops, vegetation, man-
made materials, animals, wildlife,
weather, visibility, climate, damage to
and deterioration of property, hazards to
transportation, and effects on economic
values and on personal comfort and
well-being. .

The U.S. Court of Appeals for the D.C.
Circuit has held that the requirement for
an adequate margin of safety for
primary standards was intended to
address uncertainties associated with
inconclusive scientific and technical

information available at the time of
standard setting. It was also intended to
provide a reasonable degree of
protection against hazards that research
has not yet identified. Lead Industries
Assaciation v. EPA, 647 F.2d 1130, 1154
(D.C. Cir. 1980), cert. denied, 101 S. Ct.
621 (1980): American Petroleum Institute
v. Costle, 665 F.2d 1176, 1177 (D.C. Cir.
1881), cert. denied, 102 S, Ct. 1737 (1982).
Both kinds of uncertainties are
components of the risk associated with
pollution at levels below those at which
human health effects can be said to
occur with reasonable scientific
certainty. Thus, by selecting primary
standards that provide an adequate
margin of safety, the Administrator is
seeking not only to prevent pollution
levels that have been demonstrated to
be harmful, but also to prevent lower
pollutant {evels that he finds pose an
unacceptable risk of harm, even if that
risk is not precisely identified as to
nature or degree,

- In selecting a margin of safety, EPA
has considered such factors as the
nature and severity of the health effects
involved, the size of the sensitive
population(s) at risk, and the kind and
degree of the uncertainties that must be
addressed. Given that the “margin of
safety” requirement by definition only
comes into play where no conclusive
showing of harm. exists, such factors,
which involve unknown or only partially
quantified risks, have their inherent
limits as guides to action. The selection
of any particular approach to providing
an adequate margin of safety is a policy
choice left specifically to the
Administrator’s judgment. Lead
Industries Assaciation v. EPA, supra.
647 F.2d at 1161-82.

Section 109(d) of the Act (42 U.S.C.
7409(d)) requires periodic review and, if.
appropriale, revision of existing criteria
and standards. The process by which
EPA has reviewed the original criteria
and standards for particulate matter
under section 109(d) is described in-
‘Sections 1.C. and 1.D. of this notice.

- 2. Related Control Requirements

States are primarily responsible for
ensuring attainmen! and maintenance of
ambient air quality standards once EPA
has established them. Under section 110
of the Act (42 U.S.C. 7410), States are to
submit, for EPA approval, State
implementation plans (SIPs) that
provide for the attainment and
maintenance of such standards through
control programs directed to sources of
the pollutants involved. Other Federal
programs provide for nationwide
reductions in emissions of these and
other air pollutants through the Federal
Motor Vehicle Control Program under

HeinOnline -- 52 Fed. Reg.

-Title I of the Act (42 U.5.C. 7501 to

7534), which involves controls for
automobile, truck, bus, motorcycle, and
aircraft emissions, and through the
development of New Source
Performance Standards under section
111 {42 U.S.C. 7411) and Naticnal
Emission Standards for Hazardous Air
Pollutants under section 112 (42 U.S.C.

- 7412).

B. Farticulate Matter and Original
Standards for TSP

“Particulate matter” is the generic
term for a broad class of chemically and
physically diverse substances that exist
as discrete particles (liguid droplets or
solids) over a wide range of sizes.
Particles originate from a variety of
stationary &nd mobile sources. They
may be emitted directly or formed in the-
atmosphere by transformations of
gaseous emissions such as sulfur oxides,
nitrogen oxides, and volatile organic
substances. The chemical and physical
properties of particulate matter vary
greatly with time, region, meteorology
and source category, thus complicating
the assessment of health and welfare
effects. The characteristics. origins,
concentrations, and potential effects of
particulate matter are discussed in more
detail in the staff paper [SP) (EPA,
1882a), in the revised criteria document
{CD) [EPA, 1882b), in the criteria
document addendum [CDA) (EPA,
1986a) and in the staff paper addendum
(SPA) [EPA, 1986b). The executive
summary of the staff paper addendum is
reprinted in Addendum III to this notice.

On-April 30, 1971 [36 FR 8186), EPA
promuigated the original primary and
secondary NAAQS for particulate
matter under section 109 of the Clean
Air Act. The reference method for
measuring attainment of these standards
is the “high-volume"” sampler (40 CFR
Part 50, Appendix B), which collects
particulate matter up to a nominal size
of 25 to 45 micrometers (pum) {so-called
“total suspended particulate.” or “TSP").
Thus, TSP is the current indicator for the
particulate matter standards. The .
existing primary standards for
particulate matter {measured as TSP)
are 260 pg/ma. 24-hour average not to be
exceeded more than once per year, and

- 75 pg/m?, annual geometric mean. The

secondary standard {measured as TSP)
is 150 ug/m3, 24-hour average not to be
exceeded more than once per year. The
scientific and technical bases for these
standards are contained in the original
criteria document, Air Quality Criteria

for Particulate Matter (DHEW, 1969).
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C. Development of Revised Air Quality
Criteria for Particulate Matter

In'1976, as a result of internal Agency
review and the recommendations of a
committee of EPA's Science Advisory
Board, EPA decided to revise the
existing criteria document for
particulate matter. Because of competing
priorities regarding revision of other
criteria documents, and because of the
need to complete additional research on
particulate matter, the process was
scheduled to commence in 1979, With

- the endorsement of the Clean Air

Scientific Advisory Committee {CASAC)
of EPA's Science Advisory Board, EPA
decided to review and revise the criteria
document for particulate matter
concurrently with that for sulfur oxides
and to produce a combined particulate
matter/sulfur oxides {PM/SO,) criteria
document. On October 2, 1979 (44 FR
56731), EPA announced that it was in the
process of revising the criteria document
and reviewing the existing air quality
standards for possible revisions.

In developing the revised criteria
document, EPA has provided a number
of opportunities for review and comment
by organizations and individuals outside
the Agency. Three drafts of the revised
particulate matter/sulfur oxides criteria
document, prepared by EPA’s
Environmental Criteria and Assessment
Office (ECAD), were made available for
external review on April 11, 1980 (45 FR
24913}, January 29, 1981 (46 FR 9748),
and October 28, 19681 {46 FR 53210). EPA |
received and considered numerous and
often extensive comments on each of
these drafts. CASAC held three public
meetings to review successive drafts of
the document on August 20-22, 1880 (45
FR 5164, August 4, 1980), July 7-8, 1981
(46 FR 31748, June 17, 1981), and
November 16-18, 1981 (46 FR 53210,
October 28, 1981). These reetings were
open lo the public and were attended by
many individuals and representatives of
organizations who provided critical
reviews and new information for
consideration. In accordance with
CASAC recommendations made after
the first review meeting, five additional
public meetings were held at which
EPA, its consulting authors and
reviewers, and other scientifically and
technically qualified experts selected by
EPA discussed the various chapters of
the draft document and suggested ways
of resolving outstanding issues (45 FR
74047, November 7, 1980; 45 FR 78224,
November 25, 1980; 45 FR 76740,
November 20, 1980; 45 FR 80350,
December 4. 1980; 46 FR 1775, January 7,
1981). '

The comments received on the
successive drafts of the revised criteria

document were considered in the final
document, issued simultaneously with
the proposal of revisions to the
standards. A summary of EPA's
responses to the comments on the three
external review drafts of the documents-
is in the public docket [Docket No. A~
82-37). Transcripts of the three CASAC
meetings are also in the docket. In
accordance with its established
procedures, CASAC prepared a
“closure" memorandum to the
Administrator indicating its satisfaction
with the final draft (December, 1961) of
the criteria document and outlining key
issues and recommendations. The
closure memorandum, dated January 29,
1982, stated that the EPA office that
prepared this document was
“responsive to Committee advice as
well as to comments provided by the
general public . . " The closure
memorandum further stated that the
criteria document “fulfills the
requirements set forth in section 108 of
the Clean Air Act, which requires that
the criteria document ‘shall accurately
reflect the latest scientific knowledge
useful in indicating the kind and extent

. of all identifiable effects on public

health or welfare' from sulfur oxides
and particulates in the ambient air.” The
CASAC closure memorandum on the
criteria document is reprinted in its
entirety in Addendum I to this notice.
Following closure, minor technical and
editorial refinements were made to the
criteria document for printing (EPA,
1962b).

" A number of scientific and technical
issues were raised during the public
review process. With respect to the
particulate matter portions of the
criteria document, the major igsues
included the relationship among various
measures of particulate matter air
quality, the implications of particle
deposition and other studies for
selecting a particulate matter indicator,
and the development and application of
criteria for deciding which
epidemiological studies are most
appropriate for use in revising air
quality standards. A summary of these
and other major scientific issues, as well
as CASAC's conclusions, is included in
the closure memorandum on the criteria
document [Addendum I).

D. Review of the Standards:
Development of Staff Paper

In the evolving process of revising the
national ambient air quality standards,
EPA has found it useful to prepare a
document that helps bridge the gap
between the scientific review of health
and welfare effects contained in the
criteria document and the judgments
required of the Administrator in setting
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ambient standards. This document,
known as the staff paper, has become
an important element in the standards
review process, providing an
opportunity for public comment on
proposed staff recommendations before
they are presented to the Administrator.

In the spring of 1981, EPA’s Office of
Air Quality Planning and Standards
(OAQPS) prepared the first draft of the
staff paper, Review of the National
Ambient Air Quality Standards for
Particulate Matter: Assessment of
Scientific and Technical Information.
This draft staff paper, based on the then
existent draft of the revised criteria
document, evaluated and interpreted the
available scientific and technical
information most relevant to the review
of the air quality standards for
particulate matter and presented staff
recommendations on alternative
approaches to revising the standards.
This and a second draft of the paper
were reviewed at two CASAC meetings
on July 7-8, 1981 (46 FR 31746, June 17,
1981), and November 16-18, 1961 (46 FR
53210, October 28, 19881). Numerous
written and oral comments were
received on the drafts from CASAC,
representatives of organizations,
individual scientists, and other
interested members of the public. A
summary of major revisions made in
response to comments on the first draft
is contained in an October 31, 1981 letter
to CASAC (Padgett, 1981). Following the
second CASAC meeting, the staff made
further revisions in response to
comments and prepared an executive
summary that was reviewed by CASAC
members before preparation of the
closure memorandum on the staff paper.
In January, 1082, EPA released the final
OAQPS staff paper (EPA, 1982a), which
reflects the various suggestions made by
CASAC and members of the public. The
January 29, 1982, CASAC closure
memorandum states that the staff paper
“has been modified in accordance with
recommendations made by CASAC,” is
consistent with the criteria document,
and provides the Administrator “with
the kind and amount of technical
guidance that will be needed to make
appropriate revisions to the standard.”
This closure memorandum is reprinted
In Addendum ! to this notice.

A number of major issues were raised
during the public review process. The
more important issues are outlined
below.

1. Substantial discussion concerned
the maximum size of particles {or
particle size fraction) to be used in
measuring particulate matter for
regulatory purposes. Some groups
favored retaining TSP as an indicator;
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others called for alternative size-specific
standards with nominal “size cuts”"
(“Dso"; see discussion in Section HLA))
of 15 pm, 10 G6mm, 5-7 G6mm, and 2.5
G6mm. After CASAC closure on the
staff paper and criteria document,
comments were received from one group
favaring a so-called “Iy" of 10 um
(approximately equivalent to a nominal
size cut [Dso] of 8 um).

2. Much attention was focused on
selecting the level of the primary
standards and on the question of which
health effects studies were most
appropriate for this purpose. Significant -
criticisma were received on the major
epidemiological studies of particulate
matter exposures, highlighting their
limitations for use in standard setting. In
a number of comments, specific
suggestions for standards were made.

3. With respect to secondary
standards, most attention focused on the
possible need for a fine (=2.5 G6m)
particle standard designed to protect
visibility.

.These and other major issues are -
discussed more Fully in the executive
summary of the staff paper and in later
sections of this notice. CASAC's
discussion of these issues and its
recommendations are contained in the .
closure memorandum on the staff paper
(Addendum II).

E. Proposed Revisions to the Standards

On March 20, 1984 (49 FR 10408) EPA - -

proposed a number of revisions to the -
primary and secondary particulate
matter standards. The proposed
revisions, based on the revised criteria.
included:

(1) Replacing TSP as the indicator for
particulate matter for the primary
standards with a new indicator that
includes only those particles with an
aerodynamic diameter less than or equal
to a nominal 10 micrometers (PMiq);

(2) Changing the level of the 24-hour
primary standard to a value to be
selected from a range of 150 {0 250 g/
m? and replacing the deterministic form
of the standard, which permitted not.
more than one observed exceedance of
the standard per year, with a statistical
form that would permit one expected
exceedance per year;

(3) Changing the level of the annual’
primary standard to a value to be .
selected from a range of 50 to 65 pug/m?®,
and changing the form from an annual
geometric mean to an expected annual
arithmetic mean; and

(4) Replacing the current 24-hour
secondary TSP standard by an annual
TSP standard selected from a range of .
70 to 80 pg/m?, expected annual
arithmetic mean.

The Administrator expressed an
inclination to select the primary
standards from the lower portions of the
above ranges. With respect to the
secondary standards, the Administrator
was inclined to select the final standard
from the upper portion of the range, but
also called for comment on the
alternative of using PM,q as the
particulate matter indicator for the
secondary standards and makmg the
secondary standards identical in-all
respects to the primary standards. The
proposal notice sets forth the rationale
for these and other proposed revisions

- of the particulate matter NAAQS and

background information related to the
proposal.

F. Supplemental Criteria Revisions and
Standards Review Following Proposal

Following publication of the proposal,
EPA held a public meeting in
Washington, D.C. on April 30, 1984 to
receive comments on the proposed
standards revisions. A transcript of the
meeting has been placed in the public .
docket (Docket No. A-82-37). After the
close of the original public comment
period (June 5, 1885), the CASAC met on
December 16-17, 1985 to review the
proposal and to discuss the relevance of
certain new scientific studies on the
health effects of particulate matter that
had emerged since the Committee
completed its review of the criteria
document and staff paper in January,
1982. A transcript of this meeting is also
available in the Docket. Based on its
preliminary review of these new studies,
the Committee recommended that the
Agency prepare separate addenda to the
criteria document and staff paper for the
purpose of evaluating the relevant new
studies and discussing their potential
implications for standard-setting. The
Agency announced its acceptance.of
these recommendations on April 1, 1988
(51 FR 11058). On }uly 3, 1986, EPA
announced (51 FR 24392) the availability
of the external review draft document
entitled: Second Addendum to Air
Quality Criteria for Particulate Matter
and Sulfur Oxides [1982): Assessment of
Newly Available Health Effects
Information. At the same time, the
Agency announced a supplementary

~ comment period on the March 20, 1954

proposal to provide the public an
opportunity to comment on the
implications of the new studies and
addenda for the final standards. On
September 16, 1988, EPA announced (51
FR 32878) the availability of the draft .
staff paper addendum entitled Review of
the National Ambient Air Quality
Standards for Particulate Matter: -
Updated Assessment of Scientific and .
Technical Information. CASAC held a

public meeting on October 15-16, 1986 to
review both the criteria document
addendum and the staff paper .
addendum. At this meeting, CASAC
members as well as representatives of
several organizations, provided critical
review of both EPA documents. A
transcript of the CASAC meeting has
been placed in the public dockel (A-82~
37).

The CASAC sent a closure letter on
the criteria document addendum to the
Administrator dated December 15, 1986,

- which concludes “that this 1986

Addendum along with the 1982 Criteria
Document, previously reviewed by
CASAC, represent a scientifically
balanced and defensible summary of the
extensive scientific literature on these .
pollutants” (Lippmann, 1986b). The
closure letter on the criteria document
addendum is reprinted in Addendum [ of
this notice. The Committee sent their
clasure letter on the staff paper_
addendum to the Administrator dated
December 16, 1986, stating *The
Committee believes that this document
provides you with the kind and amount
of technical guidance that will be
needed to make appropriate revisions to
the standards" (Lippmann, 1986¢c). The
closure letter on the staff paper
addendum, which also discusses major
issues addréssed by the CASAC and the
Committee's recommendations
concerning these issues, is reprinted in
Addendum II to this notice. The final
addenda {o the criteria document (EPA,
1986a) and the staff paper (EPA, 1986b),
which include revisions to reflect
comments from CASAC and the public,
are available. from the address listed
above. Where there are differences
between the 1982 Criteria Document and
staff paper and the more recent .
addenda, the addenda supersede the
earlier document. The executive
summary of the staff paper addendum is
reprinted in Addendum il to this notice.

11. Suminary of Public Comments

_ The following discussion summarizes
in general terms the comments received
from the public.and from governmental

agencies regarding the proposed
revisions to the indicator, form,
averaging times, and levels of the
primary and secondary standards. Many
of these comments had been made -
previously by the public during public. .’

‘deliberations on drafts of the criteria

document and staff paper and were. .
reviewed and addressed by EPA in -
revisions to those documents. Salient
comments on all aspects of the proposal
and Agency responses to those ‘
comments.are summarized by category
in:Section VI of this notice. A more -
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detailed description of individual
comments and Agency responses has
been entered in the public docket (No.
A-82-37).

A, :Co‘mme:_zts on 1984 Proposal

Extensive written comments were
received during the original comment
period on the proposal, which closed
June 5, 1985. Of some 312 written
submissions, 153 were provided by
individual industrial concerns or
industry groups, 93 by State, local, and
Federal government agencies and
organizations, 32 by environmental and
public interest groups, and 34 by
individual private citizens.! The
comments on the key elements of the
proposed standards are summarized
below:

(1) Indicator for the Primary
Standard: The overwhelming majority of
the comments received on this issue
favored a size-selective indicator for the
PM standard. Of the 147 written
comments received on this issue, 108
supported the PMyo indicator proposed

. by the Agency. Most of the remaining
comments were in support of alternative
smaller particle size indicators including
PMs (28 comments) and PMa 5 (8
comments). The principal support for
PM; came from mining and related

_industries.

{2) Levels of the Primary Standards:
Comments on the proposed levels for
the two primary standards were more
polarized than those on the indicator.
Most industry comments favored
selecting the level of the standards at
the upper end of the proposed ranges or
above, while most of the remaining
comrienters favored standard levels at
the lower bound of the ranges, and in
some cases lower. Additional comments
from individual citizens, environmental
groups, and government agencies urged
that the level of protection afforded by
the current particulate matter standards
be maintained or strengthened.

(3) Secandary Standards: Of the 105
written comments received on the
proposed secondary standard, 44
supported retaining TSP as the indicator
and 61 opposed the use of TSP. Most of
the latter commenters supported the
proposed alternative of making the
secondary standards equal in all
respects to the primary standards.

! This numerical distribution of comments tn each
category should be compared with caution. For
example, the American Iron and Steel Institute and
the American Petroleum Institute submitted
comments on behalf of 83 and 230 individual
companies respectively, in lieu ofhaving each of
their member companies send separate comments.
Similarly, comments from Interesl groups such as
NRDC represent the views of a number of
individuals. P

Industry commenters were virtually
unanimous in opposing a TSP secondary
standard, while a majority (35 of 47) of
government agency comments on this
issued favored retaining the TSP
indicator. Some of the latter
commenters, however, recommended
testing attainment of the TSP standard
with PMio monitors. Environmental
groups commenting on this issue favored
retaining the TSP indicator.

(4) Form of the Standards: A majority
of the 52 comments received on this
subject supported some kind of
statistical 24-hour standard, but a

. number of industry and State and local

agency commenters raised concerns
with aspects of the specific form
proposed. The principal concern was
that the proposed form could result in
misclassification of areas as non-
attainment. Some industry and
governmental commenters favored
alternative forms for the 24-hour
standards including multiple
exceedance (9 comments) and percentile
(8 comments) forms. These forms would
permit five or more exceedances per
year of the 24-hour standard.
Environmental groups and other
government agencies opposed multiple
exceedance forms. Of 38 submissions
from industry and government agencies,
26 favored a geometric mean for the
annual standard over the proposed
arithmetic mean.

(5) Federal Reference Method: While
most of the comments generally
supported the performance-based
approach to the Federal Reference
Method, many commenters favored
more stringent specifications for PMio
samplers to ensure accurate and reliable

performance under all ambient sampling

conditions. Other comments and
recommendations addressed specific
requirements of Appendix ] such as flow
calibration and measurement, flow
regulation, filter media, humidity control
and sampler maintenance.

B. Comments on Subsequent Notice

As discussed-earlier in this notice,
EPA announced an additional public
comment period on July 3, 1986 to
address the implications of new
scientific studies on the health effects of
particulate matter [51 FR 24392].
Approximately 20 additional written
submissions were received by the close
of this comment period on November 17,
1988, 17 of which were provided on .

behalf of industry groups or companies,.

2 from environmental groups, and 1 from
a state agency. Much of the material
related to evaluations of specific studies
and their treatment in the staff paper
addendum. The industry comments,
which included submissions from
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consulting scientists and analysts,
generally found that the new studies
suffered from deficiencies that preclude
placing much weight on them in
standard setting. These commenters
concluded that their original
recommendations (summarized above}
with respect to the standards remained
valid. The two environmental groups felt
that the findings in these new studies
necessitated standards below the lower
bounds of the proposed ranges.

111 Rationale for the Primary Standards

In selecting primary standards for
particulate matter, the Administrator
must specify: (1) the particle size
fraction that is to be used as an
indicator of particulate pollution; (2) the
appropriate averaging times and form(s)
of the standards; and (3) the numerical
levels of the standards. These
specifications must be considered
collectively in evaluating the margin of
safety afforded by particulate matter
standards. Based on the assessment of
relevant scientific and technical )
information in the criteria document and
addendum, the staff paper and staff
paper addendum (hereinafter “SP” and
“SPA," respectively) outline a number of
key factors to be considered in making
decisions in each of these areas (SP,
Section VI, SPA, Section IV). Bath the
staff and CASAC made
recommendations to focus consideration
on a discrete range of options. In most
respects, the Administrator has adopted
the recommendations and supporting
reasons contained in the staff paper and
addendum and the CASAC closure
statements (Friedlander, 1982;
Lippmann, 1986c). Rather than
reiterating those discussions at length,
the following discussion of the
standards revisions focuses primarily on
those considerations that were most
influential in the Administrator's
selection of particular options, or that
differ in some respect from
considerations that influenced the staff
and/or CASAC recommendations.

A. Pollutant Indicator’

Based on the staff assessment of the
available scientific information, EPA
concludes that (1) a separate particulate
matter standard {as opposed to a
combination standard for particulate
matter and SO;) remains a reasonable
public health policy choice, and (2)
given current scientific knowledge and
uncertainties, a size-specific (rather than:
chemical-specific) indicator should be
used. In assessing the information in the
criteria document, the staff reached
several conclusions summarized here
{see SP, pp. 71-75):
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{1) Health risks posed by inhaled factors considered in the original staff
particles are influenced both by the recommendations for a 10 pm cut point
penetration and deposition of patticles are outlined in the staff paper [SP, pp.
in the various regions of the respiratory.  75-79). This indicator is referred to as
tract, and by the biological responses to  “'thoracic particles” (TP} in the 1982 staff

these deposited materials. Smaller . paper; it is now generally referred to as
particles penetrate furthest in the . “PMho.” Such an indicator is
respiratory. tract. The largest particles conservative with respect to health

are deposited in the extrathoracic (head) ~protection in that it includes all of the
region with somewhat smaller particles  particles small enough to penetrate to

depositing in the tracheobronchial . the sensitive alveolar region, and
region. Still smaller particles can reach lncludeg approximately !he same

the deepest portion of the lung, the proportion of larger particles as would
alveolar region. be expected to reach the

{2} The risks of adverse health effects tracheobronchial region. It places
associated with deposition of typical subatantially greater emphasis on
ambient fine and coarse particies ® in - controlling smaller particles than does a
the thorax (tracheobronchial and . TSP indicator, but c_loes not completely
alveolar regions of the respiratory tract) exclude larger particles from all control.

The assessment of more recent
are markedly greater than those - information on respiratory tract
associated ‘.v"h deposﬂxpn in the deposition in the criteria document and
- extrathoracic (head) region. Maximum staff paper addenda reinforces the
parhcle penetration to the thoracic

conclusions reached in the original staff
region occurs during oronasal or mouth  .coscment. In particular, the staff paper

breathing. -addendum found that: {1) the recent
(3) The size-specific indicator for .~ data do not provide support for an
primary standards should represent indicator that excludes all particles
those particles small enough to - - larger than 10 pm in diameter; % {2) the
penetrate to the thoracicregion (both .~ analysis used to support an alternative
the tracheobronchial and alveolar - indicator with a nominal size cut of 6
regions). The risks of adverse health - . Gémm (Swift and Proctor, 1982)

effects from extrathoracic depogition of  significantly underestimated thoracic

typical ambient particulate matter are deposition of particles larger than 6 pm -

sufficiently low that particles depositing  in diameter under natural breathing

only in that region can safelybe = ‘' conditions; (3) the PMy, indicator
excluded from the indicator. generally includes a similar or larger
_Considering these conclusions - . fraction of the range of particles that can -
together with other information on air_ -deposit in the tracheohrornchial region, - .
quality composition, respiratory tract = - —although it appears to be somewhat less
deposition and health effects, the need conservative in fhisregard than _
to provide protection for sensitive previously thought with respect to large’
individuals who may breathe by mouth - (G68<10 pm) particle deposition under . -
and/or oronasally, and the similar - conditions of natural mouthbreathing;

convention on particles penetrating the  and (4] the studies of tracheobranchial
thoracic region recently adopted by the -  deposition generally involved adult

International Standards OrganiZation " subjects; recent information indicating
{ISO, 1981), the staff recommended that ~ even greater tracheabronchial

the size-specific indicator include deposition of particles in children than
particles of diameters less than or equal  in adults provides an additional reason
to a nominal 10 pm “cut point."? The for an indicator that includeés particles

_ " capable of penetration to the
2 Particles in ambient air usvally occur in two "aCheQbronChml region (SPA, p. 38).

somewhat gverlapping size distributions, fine - Consideration of these and the earlier
(dlameter less than 2.5 pm) and coarse {diameter conclusions led the staff to reaffirm ita

larger than 2.5 pm). The two size fractions tend to

have different origins and composition (SP, - recommendation for a PMy indicator

Appendix D). (SPA, pp. 38-37). The CASAC also
% The more precise term is 0% cut point or 50% restalted its recommendation for PMie in

diameter (Dso). This ia the aerodynarhic particle its review of the proposal and the -

diameter for which the efficiency of particle : ‘closure letter to the.Administrator

collection is 50%. Larger.particles ara not excluded [(Lippmann, 1886 )

"altogether, but are collected with 1Y n, a, ¢).

decreasing efficiency and smaller particles are e Administrator accePts the

collegted with increasing {up to 100%} efficiency. recommendations of the staff and

Ambierit samplers with this cut point provide a CASAC a’nd their mder]ying rationale

reliable estimate of the total mass of suspended
particulate matter of aerodynamic size less than or —————
equal to 10 pm. See additional dl»cusswn regarding 4 The American Mining Congress {AMC, 1882)

the Federal Reference Method in section V below hsd recommended such an Indicator, with a "Dy” of '
and in the accompanying notice revising 40 CFR 0 um. EPA estlmated that the "Dso” of lhls
Part 53. » . indicalor would be 8 pm. - -, e

and has decided to replace TSP as the
particle indicator for the primary-
standards with a new indicator that
includes only those particles less than a
nominal 10.pm in diameter, as specified
in the Federal Reference Method
(Appendix ] to 40 CFR Part 50) being
promulgated today. In defining the
standards for particulate matter, this
new indicator is termed PM,q.

B. Averaging Time and Form of the
Standards )

-Few comments on the proposed
standards contested the need for both
24°hour and annual primary standards
for particulate matter. EPA’s assessment
of more recent scientific information
found that the new data confirm the
need for both short- and long-term
standards, The alternative of a single
averaging time would not provide

-adequate protection against potential

effects from both long- and short-term
exposures without being unduly
restrictive. The forms for the 24-hour
and annual standards are discussed
below.

1. M-houf St&nda:rd

EPA proposed lhal the ?A-hour
standard be stated in a statistical form
that uses more than one year of data
and accounts for variations in sampling
frequency in order to predict the actual
nuinber of exceedances to be expected -
in an average year: When used with an
appropriate standard.level, the
statistical form can provnde improved
health protection that is less sensitive to

~ chianges in sampling frequency than the

‘deterministic form, and also can offera_.._

.more stable.target for control pragrams.
. Recognition of the limitations of the

deterministic form has led EPA to

‘promulgate a statistical form for the

ozone standard (44 FR 8202).

“The interpretation of the statistical
form of.the particulate matter standard-
is detailed in Appendix K of the
proposed regulation. The standard
would be attained when the expected
number of exceedances of the 24-hour -
standard level is no more than one per

. year. The expected number of .

exceedances per year is eqmvalem to .
the long-term average number of ..
exceedances per year, assuming no
changes in underlying emissioris.
Generally, the detesrmination of the - .
expected number of exceedance will be
based on three consecutive years of  ~
data. - ... .,

As a result of: EPA's evaluations ofA

evidence submitted énd commerits

received during the public review
process, the following changes have ...
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been made to Appendix K of the
proposed rule regarding:
{1) Data Capture Requirements—
Appendix K to the proposed standards
"contained minimum data capture
requirements for determining attainment
of the standards. The amount of data
required varies with the sampling
frequency and the number of years of
record. The Ambient Air Quality
Surveillance regulations {40 CFR Part 58}
proposed in 1984 and being promulgated
today require that sampling be
performed every day or every other day
in areas where there is a gsubstantial
probability of nonattainment of the
standards. The proposed Appendix K to
the standards, however, would have
permitted states to demonstrate
attainment of the standards with only 12
samples per calendar guarter, even in
those areas where everyday or every
other day sampling is required.
Commenters have argued that, for the
same reasons that everyday or every
other day sampling is required in areas
with a substantial probability of
nonattainment, 12 samples per quarter
are not sufficient to establish attainment
in those areas. These commenters also .
.argued that 75 percent data capture is
achievable at all sampling frequencies.
EPA agrees, and therefore the final rule
requires that 75 percent of the required
samples must be captured each calendar
quarter to establish attainment of the
NAAQS. ' :
Additional criteria for situations in
- which less than 3 years of
representative data are available are
also contained in the final rule. These
criteria are intended to permit areas to
determine their air quality status in a
reasonable time frame during the period
in which new PMyo monitoring is
initiated, while minimizing the
probability of errors in classification.
Appendix K specifies that the various
data requirements do not apply when
the data available establishes
nonattainment unambiguously.
Furthermore, data not meeting the
various criteria may also be sufficient to
show attainment; however, such
exceptions will have to be approved by
the Regional Administrator in
accordance with established guidance.
(2} Exceedance Calculations—EPA is
modifying the formulas used to account
for incomplete data in the estimation of
the expected number of exceedances. per
year. In the proposal, these calculations
were based on the assumption that the:
fraction of missing values that would
have exceeded the standard level is
identical to the fraction of measured
values above that level for the entire
calendar year. In the final rule, these

calculations will be required on a
quarterly basis, thereby taking into
account possible seasonal differences in
exceedance rates as well as differences
in sampling frequency or data capture.
The estimated annual number of
exceedances is defined as the sum of the
estimated exceedances for each
calendar quarter. This change will
accommodate situations in which
sampling frequency has been increased
to everyday according to the
requirements of Part 58.13, and
situations in which the Regional
Administrator hag granted a waiver of
increased sampling frequency
requirements for part of the calendar
year under provisions of those
monitoring regulations. .

{3} Interpretation of the First
Observed Exceedance—EPA is
additionally modifying Appendix K with
respect to the treatment of the first
observed exceedance in order to reduce
the chance of misjudging attainment
status. Under the aforementioned
formulas which adjust for incomplete
data, a single observed exceedance
could cause a site to fail the test for
attainment, even if the true expected
number of exceedances is less than or
equal to one. Such an occurrence is
especially likely if sampling is
performed less frequently than
everyday. In order to reduce the chances
of occurrence of this situation, the final
rule contains a provision that the first
observed exceedance shall not be
adjusted for incomplete sampling if (1)
everyday sampling had not been
required previously by 40 CFR 58.13, (2)
there was only one observed
exceedance in the calendar quarter, and
(3) sampling frequency has been
subsequently increased for the next 4
calendar quarters in accordance with 40
CFR 58.13. The associated reduction in
misclassification errors is discussed in
“Revising the National Ambient Air
Quality Standards for Particulate
Matter—A Selective Sampling .
Monitoring Strategy" which has been
placed in the public docket.

With this change, the first observed
exceedance can be interpreted as the
only true exceedance which has
occurred in the calendar guarter. This
assumption is believed to be reasonable
since incomplete sampling is permitted
only in areas for which state
implementation plans are not initially
required and in areas in which
maximum PM;e concentrations are .
estimated to be less than 80 percent of
the level of the standard. If an area is
truly in nonattainment, additional
exceedances would be expected during
the subsequent year of everyday

sampling. If. however, everyday
sampling is not initiated.as required by
the monitoring regulations, all observed
exceedances shall be adjusted for
incomplete sampling and-accordingly
considered in the evaluation of PMi, air
quality status,

2. Annual Standard "~ -

The Administrator has decided to
change the form of the annual standard
from the current annual geometric mean
to a statistical form expressed as an
expected annual arithmetie mean. The
expected annual arithmetic mean is
equivalent to the long-term arithmetic
average concentration level, assuming
no changes in underlying emissions. The
expected arithmetic mean is more
directly related to the available health
effects information than is the annual

-

‘geometric mean, which is the current

form of the standard. Because the
arithmetic mean concentration is
proportional to the sum of the daily
means, it reflects the total cumulative
dose of particulate matter to which an
individual is exposed. Therefore, it is an
appropriate indicator to protect against
any health effect that depends on total
dose. It is also a reasonable indicator for
protecting against health effects that
depend on repeated short-term high
concentrations; short-term peaks have
an influence on the arithmetic.mean that
is proportional to their frequency,
magnitude, and duration. The geometric
mean, on the other hand, deemphasizes
the effect of short-term peak
concentrations, and is heavily
influenced by days of relatively clean
air. For these reasons, the staff and
CASAC recommended the change to an
arithmetic mean.

The interpretation of the statistical
form of the standard is detailed in
Appendix K to the propased regulation.
Under the statistical form, the expected
annual arithmetic average is determined
by averaging the annual arithmetic
averages from three successive years of
data. The current deterministie form of
the standard does not adequately take
into account the random nature of
meteorological variations. In general,
annual mean particulate matter
concentrations will vary from one year
to the next, even if emissions remain
constant, due to the random nature of
meteorological conditions that affect the:
formation and dispersion of particles in
the atmosphere. If only one year of data
is considered, compliance with the
standard and, consequently, emission
control requirements, may be
determined on the basis of a year with
unusually adverse or unusually
favorable weather conditions. The -
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problem of year-to-year variability is,
however, reduced by averaging three
years of data.

C. Leve! of the Standurds

The original staff paper and CASAC
recommendations set forth a framework
for determining the levels for the
proposed particulate matter standards
that would protect public health with an
adequate margin of safety. The
discussion that follows relies heavily on
that framework and on the supporting
material in the staff paper and its
addendum as well as the CASAC
closure letters. The essential steps in
this framework are summarized here.

1. Assessment of the quantitative
epidemiological studies.

The criteria document and its
addendum identify a small number of
community epidemiological studies that
are useful in determining concentrations
at which particulate matter is likely to
affect public health. The staff used these
quantitative studies to examine
concentration-response relationships
and to develop numerical “ranges of
interest” for possible PMy, standards.

A number of uncertainties assaciated
with use of these studies must be
considered in selecting an appropriate
margin of safety. As discussed in the
staff paper and the criteria document,
and the addenda to those documents,
epidemiological studies are generally
limited in sensitivity and suhject to
inherent difficulties involving
confounding variables. Moreover, many
of the quantitative studies were
conducted in times and places where
pollutant composition may have varied
considerably from current U.5.
atmospheres. Most also have used
British Smoke  or TSP as particle
indicators. None of the published
studies used the proposed PM;o
indicator. Thus, assumptions must be

& British Smoke (BS} is a pseudo-mass indicator
related to small particte {aerodynamic diameter less
than a nominal 4.5 pm} darkness. This parliculate
matter indicator was widely used in British and
other European sludies. See the criteria document
for a mora detailed treatment of BS {CD, pp. 1-88 to
1-80 and 14-8 to 14-11).

TABLE 1.—UPDATED STAFF ASSESSMENT OF SHORT-TERM EPIDEMIOLOGICAL STUDIES

used to convert the various results to
common {PMjo) units {SP, pp. 96-100;
SPA pp. 9-11).

2. Identification of additional margin
of safety considerations.

The criteria document identifies an
additional substantial body of scientific
literature that, while not providing
reliable concentration-response
relationships for ambient exposures,
does provide important qualitative
insights into the health risks associated
with human exposure to particles. This
literature includes both quantitative and
qualitative epidemiological studies,
controlled human exposure experiments,
and animal toxicological studies. The
staff assessed this literature to identify
additional factors and uncertainties that
should be considered in selecting the
most appropriate margin of safety (SP,
pp. 100-101; 107-111, SPA pp. 52-53; 59).

3. Selection of the levels that might be
considered to provide an adequate
margin of safety.

The intent of the margin of safety
requirement was to direct the
Administrator to set air quality
standards at pollution levels below
those at which adverse health effects
have been found or might be expected to
occur in sensitive groups. Experience
with the requirement has shown that the
scientific data are often so inconclusive
that it is difficult to identify with
confidence the lowest pollution level at
which an adverse effect will accur.
Moreover, in cases such as the present
one, the evidence suggests that there is a
continuum of effects, with the risk, -
incidence, or severity of harm
decreasing, but not necessarily
vanishing, as the level of poilution is
decreased. :

In the absence of clearly identified

~ thresholds for health effects, the

selection of a standard that provides an
adequate margin of safety requires an
exercise of informed judgment by the
Administrator. The level selected will
depend on the expected incidence and
severity of the potential effects and on
the size of the population at risk, as well
as on the degree of scientific certainty

{After Table 4-1, SPA)

that the effects will in fact occur at any
given level of pollution. For example, if a
suspected but uncertain health effect is
severe and the size of the population at
risk is large, a more cautious approach
will be appropriate than would be if the
effect were less troubling or the exposed
population smaller.

EPA staff originally recommended a
range of potential standards for the
Administrator’s consideration (SP, pp.
111-114). The recommended range was
below the levels at which the staff, with
the concurrence of CASAC, had
concluded from the available dala that
adverse health effects were “likely,” but
in the domain where the data suggested
that such effects were “possible.” The
Administrator proposed refined ranges
of standard levels that were based on
the original staff and CASAC
recommendations. After consideration
of the new scientific evidence contained
in the criteria document addendum, the
staff revised its recommendations for
ranges of standards (SPA, pp. 60-62).
The Administrator has considered the

- revised adsessments and the

recommendations of CASAC [Lippmann,
1986b) in making his final decision on
the standard levels. The rationales for
the levels of the 24-hour and annual
standards are presented below.

1. 24-Hour Standard

The revised staff assessment of the
short-term epidemiological data is
summarized in Table 1; particulate
matter levels are expressed in both the
original (British Smoke ["'BS"] or TSP)
and PMy, units. The “effects likely"” row
in Table 1 denotes concentration ranges
derived from the criteria document and
its addendum at or above which a
consensus judgment suggests greatest
certainty that the effects studied would
occur, at least under the conditions that
occurred in the original studies. In the
“effects possible” range, the staff found
credible scientific evidence suggesting
the existence of adverse health effects
in sensitive populations, but substantial
uncertainty exists regarding the
conclusions to be drawn from such
evidence.

Measured British smoke levels (as 1g/m3) (24-hr. avg.) | Measured TSP levels {ug/m3) (24/ | Equivalent PM-yo
- ts/Stl 4 - hr. avg.) Levels {(xg/m?3)
ects/Study Daily Mortality in gravation of : ; ines i
London ! ; gronchitis 2 Combined range Smalliur:&?g?:‘ec?‘%gl:ggsaug lung Combine range 8
Effects Likely.......... rersseseraspsneress] 1000 250-"500* 250-500 350-600
Effects PosSibIB .......cererenrrenend <250 <250 220°-420 3—200-250 * 140-350
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TABLE 1.—UPDATED STAFF ASSESSMENT OF SHORT-TERM EPIDEMIOLOGICAL STUDIES—Continued
(After Table 4-1, SPA)

" Measured British smoke levels (as ug/m3) (24-hr, avg.) | Measured TSP levels (ng/m?) (24/ | Equivalert PM-1
(83 g/ | e : hr. avg.) Levels (pg/m3)
Effects/Study. ' Daily Mortality in | A i :
: i gravation of . . R . . ]
i ondon® | gronchitis 2 | Combined range | sma""u':gt?;:'?"‘ecml:ggi'? ung | combine range 8
Mo Significant Effects Noted 125* 4160 3| <125

*Indicates levels used for ubper and lower bound of range.

* Various analyses of daily mortality encompassing the London winter of 1958-59, 14 winters from- 1958-72, In aggregale and Individually.
Early winters dominated by high smoke and SO. from coal combustion with fraquent fogs. From 1882 CD: Martin and Bradley (1960); Ware et al.,,
(1981); Mazumdar et al. (1981). From 1986 CD Addendum: Mazumdar et al. (1982); >
show association. across entire range of smoke, with no clear delineation. of “likely” effects or threshold of response possible.

# Study of symptoms reported by bronchitis patients in Landon, mid-50's to early 70's; Lawther et al. {1970).

3 Study of poilution “episodes” in Steubenville, Ohio, 1878-80; Dockery et al. (1982). -

4 Study of 1985 potiution episode in ljmond, The Netharlands; Dassen et al. {1586). .

t(a) Conversion of BS readings to- PM. levels: Assumes for London conditions and BS readings in the range 100-500 pg/m?,
BS.<PM;o < TSP. Precise. conversions are not possible. Uncertainty in measurements of BS and conversion relationships preciude quantitative
estimates of range for lower BS levels. The upper bound assumption (PM,o=TSP=BS+ 100 ug/m?) overestimates PM,q levels, while the lower
bound assumption (PM:c=BS) understates PM,. levels. . o ) o

(b) Conversion of TSP to PMs for Dockery et al. results: Based on analysis of particle size fraction relationships in Steubenville (Spengler et
al. 1986). The lower bound TSP of 220 ng/m® was the peak reported for the Spring 1980 study. A PM.s/TSP ratio of about 0.8 occurred at a
nearby site on days surrounding this peak. Using. lower bound of PM,;o/PM,; ratio. from later year (0.8), the. PMye to TSP ratio estimate used in
0.64. The 160 pg/m? reflects peak level in Fall 1980 from spisede with no significant functional decline noted. o

(c) Conversion of Dassen et al. results fo PM,: Both PM indices (Respirable Suspended Particles [RSP] and TSP) reached. similar levels.
Results suggest TSP levels. too low, but PM,, levels unlikely to be much higher than RSP, Thus RSP=PM:. assumed for conditions of higher
concentrations in this study. The 125 ug/m?® entry reflects an excursion occurring 2 days prior to date on which no decrements noted.

stro (1984); Schwartz and Marcus (1986). Later studies |

The data do not provide evidence of
clear thresholds in expnsed populations.
Instead, they suggest a continuum of
response for a given number of exposed
individuals with both the likelihood
(risk} of any effects occurring and the
extent (incidence and severity) of any
potential effect decreasing with
concentration. This is particularly true
for the- statistical analyses of daily
mortality in London. Substantial
agreement exists that wintertime
pollution episodes produced premature,
mortality in elderly and ill.populations,
but the range and nature of association
provide no clear basis for distinguishing
any particular lowest “effects likely”
levels or for defining a concentration
below which no association remains,
The recent lung function studies in
children also provide evidence of effects
at concentrations in the range listed in
Table 1, but the relationships are not
certain enough to derive “effects likely™
levels for PMie. The lung function
studies do, however, suggest levels
below which detectable functional
changes are unlikely to occur in exposed
populations. Following CASAC
recommendations, the staff used the
combined range listed in the “effects
possible” row as a starting point for
developing alternative standards.

The original range proposed by the
Administrator, drawn from the 1882 staff
analysis, was 150 to 250 ug/m3 PM,q, 24-
hour average with no more than one
expected exceedance per year. The
lower bound of this range was derived
from the original assessment of the

London mortality studies. As a result of
its updated assessment of reanalyses of
the London mortality and more recent
U.S. morbidity studies, the staff reduced -
the level of the lower bound of the range
of interest to 140 ug/m? {SPA, p. 51),
while noting that the difference between
it and original lower bound (150 g/m3)
is within the range of uncertainty
associated with converting the

morbidity study results from TSP to

PMio.

As indicated in Table 1, the study of
Lawther et al. {1970) judged to provide
evidence that health effects are likely at
particulate matter concentrations above
250 ug/m? (as BS). The effects observed
in this study {related to aggravation of
bronchitis) are of concern both because
of their immediate impact and because
of the potential for inducing longer-term
deterioration of health status in a
significant sensitive group. There were
approximately 6.5 million bronchitics in-
the U.S. in 1670 [DHEW, 1873). Based on
the uncertain conversion between
smoke and PM;, outlined in Table 1, the
lowest “effects likely"” level derived
from the Lawther study (250 pg/m? as
BS) should be in the range of 250 to 350
pg/m3, in PMjo units.

The assessment of this study formed
the basis for the upper bound of the
range of PM,, standards propased by the
Administrator in 1984. Considering this
study alone, a PM;, standard of 250 pg/
m3 might appear to contain some margin
of safety, even for the sensitive
bronchitics studied. because it
incorporates a conservative British
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Smoke/PM;o conversion factor and
because of differences between
exposure conditions, in the British study
and current U.S. air quality (SP, pp. 100~
101). Because bronchitics are identified
as a group particularly sensitive to
particulate pollution, a standard of 250.
pg/m® (as PMyo) also might provide
some margin of safety for other, less:
sensitive, groups. Nevertheless, this:
study of bronchitics in London has
inherent limitations in sensitivity that
preclude derivation of unequivocal
“effects thresholds” at 250 pg/m3 as BS,
and by extension PM,. The criteria
document notes that associations
between pollution and health status
persisted at lower BS concentrations in
selected, more sensitive individuals.
Although the lead author of the study
objects to attaching any importance to
these latter findings. (Lawther, 1986),
EPA, with CASAC concurrence, finds no
basis for asserting that this study.
demonstrates a population threshold at
250 ug/m3,

In evaluating the margin of safety for
a 24-hour standard, it is also tmportant
to consider the London mortality
studies. A standard at the upper portion
of the proposed range (250 pg/m?)
would he well below the levels (500 to
1000 pg/m? as BS) of the historical
London episodes in which the scientific
conserisus indicates that pollution was
responsible for excess mortality (CD,
Table 14-7). The portions of the
population at greatest risk of premature
mortality associated with particulate ~

. matter exposures in such episodes
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include the elderly and persons with
pre-existing respiratory or eardiac
disease. Although the extent of life
shortening {days, weeks, or years)
cannot be specified, the seriousness of
this effect strongly justifies a margin of
safety for it (below the consensus
effects levels) that ig larger than that
warranted for the effects on bronchitics.

The staff assessment of the several
reanalyses of London mortality suggests,
however, that the risk of premature
mortality to sensitive individuals
extends to concentrations substantially
lower than those which occurred in the

“episodes.” The more recent analyses
{Mazumdar et al., 1982; Ostro, 1984;
Shumway et al., 1983) provide no
objective support for a population
threshold below which such a risk no
longer exists. Although the risk te
individuals may be small at
concentrations of 250 pg/m? and below,
the number of people exposed to lower
concentrations given current U.S. levels
is substantially larger than the number
exposed to higher levels (SPA, Table 2-
1). The increased number of individuals
expoged increases the rigk that effects
will occur in the total population
exposed.

Differences in the composition of
particles and gases among U.S. cities
and between current conditions in the
U.S. and those in London at the time the
mortality and morbidity data were
gathered add to the complexity of
assessing the risk associated with
particulate matter in the U.S. In the case
of the mortality studies, however, the
staff found that at least one of the more
recent studies {Ozkaynak and Spengler,
1885} provides qualitative support for an
association between daily mortality and
particle concentrations in nearly
contemporary U.S. atmospheres (SPA.
pp- 43-44).

The 1962 assessment of the mortality
studies and related factors prompted the
Administrator to consider standard
levels that extended from 250 ug/m?
down to the lower bound of the original
staff range of interest (150 ug/m?) and
even lower. The more recent analyses of
the London mortality data provide
additional evidence that serious adverse
health effects may occur at particulate
concentrations below 250 pg/m?. These
analyses have addressed a number of
the uncertainties associated with the
earlier studies, and have reinforced the
Administrator's concern that a 24-hour
standard at the upper end of the
proposed range may not provide an
adequate margin of safety. However,
given the uncertainties in converting
from BS to PM;o measurements,
particularly at lower concentrations,

and the possible differences.in
particulate composition between
London at the time the data were
gathered and the contemporary U.S., it
is difficult to use these studies to set a
precise level for a PMyo standard {SPA,
pp- 49-51).

Given these difficulties, it is important

_to examine contemporary studies that

utilize gravimetric measurements of
particulate concentrations. The staff
found the studies of Dockery et al. {1982)
and Dassen et al. (1986) to be
particularly useful. The Dockery study’
observed physiologically small but
statistically significant decreases in lung
function in a group of children exposed
to peak PM;, levels of 140-250 pg/m3,
The decrements persisted for 2~3 weeks
following the exposures. The study also
suggested the possibility of larger
responses in a subset of the children,
including those with existing respiratory
symptoms. The Dassen study recorded
similar decrements in children in the
Netherlands following exposure to PMio
levels estimated at 200 to 250 pg/m3, but:
no observable effects two days after
exposure to PMyo levels estimated at 125
pg/m3. The particle composition, at
least in the Dockery study, is more
representative of contemporary U.S.
cities and the associated aerometry
provides a more reliable estimate of
PM,, levels than do the measurements

_used in the London studies, It is

reasonable to-expect that the effects
observed [small reversible reductions in
lung function in children} are, in most
cases, more gensitive to air pollution
than those observed in the Londen
studies, These effects are, of themselves,
of uncertain significance to health, but
might be associated with aggravation of
respiratory symptoms in children with
preexisting illness (SPA, p. 47). Long-
term examination of respiratory health
in the same community studied by
Dockery et al. (1982) suggests that the
children in that community have a
higher incidence of respiratory illness -
and symptomas than children in
communities with lower particle levels,
but the data show no evidence for any

~ persistent reduction in lung function

{Ware et al., 1986). Uncertainties with

_regpect to the effects of other pollutants

{e.g., SO:), the consistency of the
changes, and exposures preclude
specifying unequivocal "effects likely"
levels based on this study. The staff
assessment therefore suggests that
short-term lung function effects in
children are possible across a range of
140-250 pg/m? or more as PMao (SPA, p.
50).

In making a decision on a final
standard level, the Administrator also
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considered information from the more
qualitative studies of PM assessed by
the staff {SP, pp. 101-103; SPA, pp. 52~
53). These suggest increased risks for
sensitive groups {asthmatics) and risks
of potentisal effects (morbidity in adults)
not demonstrated in the more
quantitative epidemiological literature.
The qualitative studies do not provide
clear information on effects levels, but
do justify consideration of effects of
particulate matter that have not been
sufficiently investigated.

Based on the scientific assessment at
the time, the Administrator in 1984
expressed an inclination to select a 24-
hour level from the lower portion of the
proposed range of 150-250 pg/m3. The
present Administrator finds that the
updated scientific assessment supports
the original inclination and, if anything,
suggests an even wider margin of safety
is warranted. The recent analyses of
daily mortality are of particular concern
in this regard. The Administrator has,
therefore, decided to set the final
standard at the extreme lower bound of
the range originglly proposed; that is, at
150 pg/m?, This standard provides a
substantial margin of safety below the
levels at which there is a scientific
consensus that particulate matter causes
premature mortality and aggravation of
bronchitis. Such a margin is necessary

- because of the seriousness of these

effects and because of the recent
analyses of daily mortality that suggest
adverse effects may occur at particulate
matter levels well below the consensus
levels. The standard is in the lower
portion of the range where sensitive,
reversible physiological responses of
uncertain health significance are
possibly, but not definitely, observed in
children. Using a conservative
assessment of lung function/particle
relationship from Dockery et al., a
change in concentration fronr
background levels [ ~20 ug/m?) to 150
pg/m? would produce lung function
changes of at most 10 to 15% in less than -
5% of exposed children {SPA, p. 48).
Based on the results of Dassen et al.
(1988), it appears unlikely that any
functional changes would be detected
one or two days following such
exposures (SPA, p. 50). Thus, the
maximum likely changes in lung
function appear to preserit little risk of
significant adverse responses.

" .Standards set at a somewhat higher

level would, however, present an
unacceptable risk of premature
mortality and allow the possibility of

" more significant functional changes.

Furthermore, a standard level of 150 pg/
m? is fully consistent with the
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- recommendations of CASAC on the 24-
hour standard (Lippmann, 1886c). -

2. Annual IStandart‘:l‘ o

.- The updated staff asse-ssrr.lént of -
* important long-term-epidemiological
- data is summarized in Table 2. Long-

term epidemiological studies are subject
to additional confounding variables that

~ reduce their sensitivity and make their
- interpretation more difficult than that of

" short-term studies. The “effects likely"

levels are derived from the criteria

document, but again, no clear thresholds -

can be identified for all effects ,
categories. Evidence exists of effects at
lowert levels—the “effects possible =~
levels"—but the evidence is '
inconclusive and effects are difficult to
detect.in the available epidemiological
studies. :

TABLE 2.-—~UPDATED STAFF ASSESSMENT OF LONG-TERM EPIDEMIOLOGICAL STumEs (AFTER TABLE 4-2,5PA) A‘

Measured BS Measured TSP levels (pg/m3) Equivalent
levels-{as pg/ - ] : P lovels
ceoomY) . Ihcrga'tsed o {pg/m)
: . fespiratory Increasad ' ’ .
; Increased . - disease, Increased : ed C
Etfects/Study regpiratory symptoms, respiratory syﬁg?gr?xt:rgnd R?Srlu‘gﬁonhl,r?g Combined
. ; disease, smalt symptoms in iinesses in “children range Combined .
reduced lung reduction in aduitg ® children 4 . range *
function in lung function :
. .children ? in adults ®
Effects likely 230-300 *180 - >180 »>80-90
Effects possible o <230 *130-180 60-150(110) *B80-114 [onvreseeenenesnnennsd 60-180 | . 40-90
No significant ¢ effects ; . 1. - -
" poted........ 80-130 40-114 <60 <40

" *Indicates levels’ used for upper and fower bound of range.
- . 1:Study conducted in 1863-85 in Sheffield, E
2 Studies conducted-in 1981-73 in Berlin, NH

. Effects in lung function were relatively small.

8 Study conducted in 1973 in two Connecti

land (Lunn et &l,, 1967). BS levels (as ug/m3) uncertain, - - :
Ferris ot al,, 1973, 1876). Effects likely levet (180 pg/m?) based on unceriain 2-month average.

cut towns. (Boubuys et al., 1578). Exposure estimates reflact 1665-73 data in Ansonia, Median

value (110 pg/m®) used to indicate long-term concentration. No effects on lung function, but some suggestion of effects on respl_rgtoiy symptoms.
-+ Study conducted in 1976-1980 in 6 U.S. cilies (Ware et al,, 1986). Exposure estimates reflect 4-year averages across cities. Comparable
. pollution/effects gradients not noted within cities. !

§ Conversion of TSP to PM,o equivalents for

Berlin, Ansonia studies based on estimated ratio of PM,o/TSP for current U.S. atmospheres

" {Pace, 1983). The estimated ratio ranged between 0.45 and 0.5. Conversion for six-City study based on site-specific analysis of particle size data’

(Spengler et'al., 1988).

. °Ranges'reﬂect' gradients in which no._s|

Based on a recent assessment of

PM,o/TSP ratios in areas with elevated

TSP levels, the updated staff assessment
. revised the “effects likely” levels from
. the Ferris et-al. (1973) study to 80 to 60

.. npg/m? as PMi, {SPA, p. 58). Because of -

" limitations in sampling duration as well

as the conversion to PMy, this estimate -

~

is particularly uncertain. As indicated in -

the table, effects are possible at lower
concentrations, Of greatest concern is
the possibility of long-term deterioration
. .of the respiratory system in exposed

.- populatious, the potential for which is

- indicated by lung function (mechanical
pulmonary) changes and increased

incidence of respiratory disease. One set -

. of studies [Ferris et al., 1973, 1976)
provides some evidence for a "no

. observed effects” level for these effects
at or below 60 to 65 pg/m? (130 pg/m3
as TSP) while another study (Bouhuys et

. al., 1978), suggests some possibility of
symptomatic responses in adults at long-

- -term median levels at or below about 50

to 55 ug/m3 as PMyq. The importance of

these symptomatic responses, which

- 'were unaccompanied by lung function
changes, to long-term respiratory health
is unclear.. IR Lo
"+ The most impartant recent study of

- long-term effects is an ongoing

ignificant effects were detected for categories at top. Combined range reflects all columns.

examination of six U.S. cities (Ware et
al., 1988). The study indicates the
possibility of increased respiratory
symptoms and illnesses in children at
multi-year levels across a range of 40 to
over 58 pg/m3 as PM;,, but found no
evidence of reduced lung function at
such concentrations. This study did not
find similar gradients in symptoms and
illness within some of the cities, which
had somewhat smaller localized
pollution gradients. The results ofa .
separate series of studies of long and
intermediate term (2 to 6 weeks)
exposures in & number of U.S.
metropolitan areas {Ostro, 1987;
Hausman et al., 1984) are more
supportive of the possibility of effects

- within cities (respiratory related activity
restrictions in adults) at comparable
U.S. exposure levels. The results of

- these more recent studies are generally

. existence of significant adverse effects -

consistent with the earlier U.S. studies
listed in Table 2 (SPA, 57). In particular,
the finding of symptomatic responses in
children with no change in lung function
(Ware et al., 1988) is consistent with

: gimilar findings in adults (Bouhuys et al.,
1973) at estimated long-term PM;, levels
down to 50 pg/m3, However, the
information available to support the

at annual PM,, levels below 50 pg/m® —
especially when 24-hour levels are
maintained below 150 ug/m®—is quite
limited and uncertain,

Because of the uncertainties in [SP,
pp. 104-110; SPA, 54-59), as well as the
limited scope and number of, these long-
term quantitative studies, it is
particularly important to examine the
results of qualitative data from a
number of epidemiological, animal, and
ambient particle composition studies
when evaluating what constitutes an
adequate margin of safety for an annual
standard. These studies justify concern

for serious effects not directly evaluated

in the studies listed in Table 2. Such
effects include damage to lung tissues
contributing to chronic respiratory -
disease, cancer, and premature ‘
mortality (SP, pp. 108-111). Substantia
segments of the population may be
susceptible to one or more of these
effects (SP, p. 46). Although the
qualitative data do not provide evidence

- for major risks of these effects at.current

annual particulate matter levels in most .
U.S. cities, the Adminjstrator believes -
that the seriousness of the potential.
effects and the large population at risk
warrant caution in setting the standard:

- HeinOnline -- 52 Fed. Reg. 24644 1987
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Based on the then current scientific
assessment, the Administrator proposed
in 1984 to seléect the annual standard
level from a'range of 50 to 65 ug/m3. In
the proposal the Administrator favored
a standard in the lower portion of the
range. The more recent evidence,
although subject to substantial
uncertainty, serves to reinforce this
inclination. In lxght of the updated

assessment and in accordance with the -

recommendation of CASAC, the
Administrator has decided to set the
level of the annual standard at the lower
bound of the original range, 50 ug/m?,
expected annual arithmetic mean. This
standard provides a reasonable margin
of safety against the serious effect of
long-term degradation in lung function,
which has been judged likely at
estimated PMy, levels above 80-90 pg/
m? and for which there is some evidence
at PMy, levels above 60 to 65 pg/m3.
Such a standard also provides
reasonable protection against the less
serious symptomatic effects for which
some studies provide evidence at PMio
levels down to 50 pg/m?, Although some
small risk of increased respiratory

symptoms may exist at this -
concentration; the available data are
currently inconclusive on this point.
Moreover, the staff and CASAC have .
recommended that the combined
protection afforded by both 24-hour and
annual standards be considered in
selecting the final standard level. In this
regard, analyses of air quality data
show that implementation of the 24-hour
standard will substantially reduce
annual levels in @ number of areas to
below 50 ug/m3, adding to the .
protection afforded by the annuat
standard in areas with higher 24-hour
peak to mean ratios (SPA, p. 61; Freas,
" 1986}. Based on the present evidence
with respect to risks associated with
annual.exposures, the Administrator -
finds that the annual and 24-hour
standards announced today provide an
adequate margin of safety.

IV. Rationale for the Secondary
Standards

Section 109{b}(2} of the Clean Air Act
states that secondary NAAQS should be
set at a level requisite to protect the
public welfare from any known or
anticipated adverse effects associated
with the presence of an air pollutant in
the ambient air. The criteria document
and staff paper examined the effects of
particulate matter on such aspects of
public welfare as visibility and climate,
man-made materials, vegetation, and
personal comfort and well being. Each
aspect is discussed in some detail in.
those documents. The following
discussion of the rationale for the

secondary standards focuses primarily
-on considerations that were most
influential in the Administrator's
decision or that differ in some respect .
from, or exparid upon, considerations
_that influenced the staff and/or CASAC
recommendations.

A. Soiling and Nuisance

At high enough concentrations, both
large and small particles may soil
household and other surfaces, or
otherwise become a nuisance. Both
effects can regult in increased cleaning

- costs and decreased enjoyment of the
environment (SP, p. 140). Efforts to
control particulate matter in U.S. cities
from 1970 to 1978 were estimated to
have produced substantial economic

.benefits because of reduced soiling and
nuisance (CD, p. 1-51}. The staff paper
therefore recommended consideration of

soiling and nuisance generated by dust

.and other particles in setting a
secondary standard (SP, p. 141).

‘In proposing secondary standard(s)

~ for particulate matter, the Administrator

first examined whether the pollutant
indicator (PMso), averaging times and
form, and range of levels of the
proposed primary standards would
provide adequate protection against
soiling and nuisance. This examination
was complicated by uncertainties in the
scientific data base that largely preclude
accurate quantification of the extent of
effects associated with specific particle
sizes and concentrations or deposition,
and by the fact that the protection
afforded by primary standards depends
upon the particular combination of
levels chosen within the ranges that
were proposed for the primary
standards. The Administrator proposed

’ a separate indicator and range of
secondary standards, while also
soliciting comment on the alternative of
making the secondary standards
identical in all respects to the proposed
primary standards for PMyo. In so doing,
the Administrator noted that “depending
on the exact levels of primary standards
chosen, the combined requitements for
meeting both 24-hour and annual
primary standards for PM;c might be
considered adequate to protect against
possible adverse effects relating to
soiling and nuisance from all relevant °
particle sizes.” {49 FR 10418).

The decision to adopt the specific -
revised primary standards discussed in
section IV above permits a more
definitive assessment of the protection
afforded by those standards against _
potential adverse welfare effects. In
addition, information submitted in the
public comments, the review of the .
March 20, 1984 proposal by the CASAC,
and further analysis of the welfare
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‘effects information by Agency staff have
amended the basis for the final decision
on the secondary,standards. The basis
for the original préposal and the’ ‘
implications of thé more recent ﬂndmgs
are summarized below.

The Administrator originally proposed

"[1) to retain TSP as the indicator for the

secondary standard and (2] to select the
standard level from a range of 70-90 pg/

" m3, expected annual arithmetic mean.

Given the nature of the evidence
available, the Administrator expressed
an inclination to select the level for the
standard from the upper portion of the
range.

The proposal noted that both PM;o
and TSP could be useful indicators for a
secondary standard for soiling and
nuisance. PMyo is useful because in a
qualitative sense: (2] Particles smaller
than 10 um in diameter are more likely -
than larger particles to penetrate
indoors; they are also more likely than
larger particles to soil vertical surfaces
(8P, pp. 136-137} and (2] due to the

.characteristic size distributions and

origins of particles in the atmosphere’
(SP, pp. 14-19), control of particles less
than 10 pm in diameter would also limit
the concentration of larger particles. The
TSP indicator was proposed, however,
because of the lack of data ‘permitting
-clear distinctions among size ranges
with respect to soiling and nuisance, the
more inclusive nature of TSP, and the
fact that most of the available
information relating soiling and
nuisance to air pollution used TSP as an
indicator.

Information submitted in the pubhc
comments expanded on some of the
limitations of TSP as an indicator that
were noted inthe preamble, namely: (1}
The collection efficiency of the high -
volume sampler, which measures TSP,
decreases rapidly for particles with
diameters in excess of 2540 pm;-thus;
the TSP measurement itself can omit a-
substantial fraction of the very large
particles that can make a substantial
contribution to soiling of horizontal
surfaces; and (2) because the collection
efficiency of the high volume sampler
varies more with windspeed than do
PM,0 samplers, TSP may be a less
reliable indicator of elevated -
concentrations of larger particles than
PM;e.

In light of these considerations, the
CASAC in reviewing the March 20 -
proposal package concluded that it
could find no convincing scientific
support for maintaining TSP as an
indicator. for the secondary standards-
{Transcript of December 16, 1985
CASAC meeting,. pp. 56-71; Docket Ne.
A-82-37).
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" .In'developing a range of levels for the

secondary standard, EPA found that the- .

_ available data base provides compellihg
evidence that elevated levels of
particulate matter can produce adverse,
welfare effects, but provides little
- quantitative information on-
concentration-effects relahonshlps
-Physical damage and economic studies -
tend to show no obvious welfare effects
“thresholds” for soiling. With time,
particulate matter may accumulate on
. surfaces even at low concentrations. At
very ‘low concentrations, however, the
. amounts of particulate matter may be
virtually invisible to the human eye or
-be so slight as to be ignored by most
people (Carey, 1959; Hancock et al,,
1976). Up to a point, the buildup of
particles on syrfaces may not be
generally.regarded as a soclal problem

because it is removed'by rain-or routine .

" cleaning and maintenance before

_ substantial accumulation can ogeur.
Moreover, even if an accumulation is
large enough to be noticed, it is not -
necessarily considered to be a problem.

Thus, the critical judgment for selecting -

a standard level is to determine a
particulate matter concentration at or,
above which the soiling effect becomes
important enough that it should be
regarded as an “adverse" effect under
section 109{b}{2) of the Act.

-The available information suggests

B that the public does make a distinction

between concentrations at which
particulate pollution is merely
noticeable and higher levels at which it
is considered a nuisance. A study of the

response of a panel of human subjects to .

- dust on gurfaces concluded that the
level of dustiness that is found to be
objectionable'is higher than the level .

that can be perceived or discriminated -

{Hancock et al., 1976) It is not, however,

possible to derive unique. "ambient

. congentration thresholds for adverse
effects from this kind of study. A more

- direct study of perception of air
pollution as a nuisance (CD, p. 8-67)

- suggested that people considered air
pollution a nuisance in areas where °
annual levels were at or somewhat

* above the level of the current annual
primary TSP standard (75 ug/m3, annual
geometric mean). The upper bound of
the proposed range of interest (90 p.g/m’
TSP), expected annual arithmetic mean,
wag derived by taking thatlevel and .
making appropriate conversions to
accourit for the expected arithmetic .
mean form.

"The lower bound of the proposed .
range (70 ug/m3) was supported by a
rough analysis of economic benefits of .

- reduced outdoor soiling that might be

associated with decréased TSP levels in .,

U.S. cities {CD, p. 10~73). During the-
public comment period; one of the
authors of the analysis that formed the -

. basis for these estimates submitted a
_‘more recent analysis which called the

earlier analysis into question (Watson
and Jaksch, 1884). The author claimed

. that estimates of benefits from reduced

TSP concentrations were significantly
overstated because they did not take
into account the extent to which the :
public could perceive improvements
associated with reduced concentrations.
Other commenters indicated that the -
underlying expenmental data suggested
a threshold for economic soiling effects -
at an annual TSP level of about 150 ug/
m?,

EPA staff exammed the underlying
experimental data used in the original
analysis. This staff examination
(Haines, 1987) has been placed in the

rulemaking docket. The staff found that
., 'of 27 household cleaning activity

categories examined in the underlying
experiment {Booz, Allen, Hamilton,
1970), 8 {5 outdoor) were statistically
significantly associated with particulate
matter across some coricentration
gradient. In further comparing areas
with differing concentrations of in TSP,
it was found that the number of
significant associations decreased with
decreasing TSP levels, The staff
concluded that these data provide no
convincing evidence to support
estimates of significant economic

benefits from reducing PM levels below .

80 10 100 pg/m?.
" Following the original inclination of

‘the Administrator and the more recent

findings, an annual TSP level of 80 ug/
m? was used as a8 benchmark in an

-analysis to determine whether the

primary particulate matter NAAQS
would protect against soilingand
nuisance (SP, Table 2-1). An earlier

the December 16, 1985 CASAC meeting.
The analytical approach, assumptions,
and limitations of the methodology used

" in the analysis are discussed in a
* séparate report, which has been placed

in the rulemaking docket (Pace et al.

."1988), The results indicated that the
combined implementation of the primary

24-hour and annual PMi, standards -

-announced above would substaritially
* reduce TSP levels to the extent that only

8 counties nationwide would éxperience

" annual mean TSP levels in excess of 80

pg/m? and none would exceed 100 ug/
ms
In short, EPA has determined t.hat

. - there is.no-convincing evidence of
 significant adverse soiling and nuisance *

at TSP levels below 90-100 ug/m?, and- -

_that the primary standards promuigated -

HeinOnline -- 52 Fed. Reg.

today would permit few, if any, areas to
sustain ‘TSP levels above 90-100 ug/m?,
On the basis of these determinations,

the Administrator concludes that &
secondary standard different from the

- primary standards is notrequisite to

protect the public welfare against sollmg
and nuisance. This conclusion is’ .
supported by the CASAC's -
determination that there is no sclentlﬁc
support for a TSP-based secondary °
standard. {Transcript of December 16,
1985, CASAC meeting, p. 71; Docket No. .
A-82-37). Therefore, the Administrator-
has decided to set 24-hour and annual
secondary PM;o standards that are equal
in all respects to the pnmary standards

B. Other Welfare Effects -

The other welfare effects of
particulafe matter of principal interest
are impairment of visibility, potential
modification of climate, and
contribution to acidic deposition. All
three of these effects are believed to be
related to reglonal-scale levels of fine
particles, dnd control programs designed
to ameliorate them would hkely jnvolve
region-wide reductions in emissions of
sulfur oxide (SP, p. 147; Friedlander, .
1982). .
Because of the hkely overlap between .
control measures designed to protect

visibility and control measures desxgned

to address acidic deposition, EPA, in its
March 20, 1984, notice of proposed. - :
rulemaking on the particulate matter . .

standards, did not propose a secondary .
standard designed to protect visibility.
Instead, the Agency decided to defer .
action pending development of

compatible strategies to address bothof,

these related regional air quallty
problems,

Since publication of the notice of
proposed rulemaking, EPA has

. continued to gather information on -
. version of these results was presented at

acidic deposition and on visibility, and,

to analyze the potential impact on -
visibility of strategies designed to 7
control acidic deposition. In partncular,
EPA has recéived the report of an

* Interagency Task Force on Vlslblllty In

light of the Task Force's
recommendations as well as-other
information gathered by the Agency,
EPA is now reassessing’ ‘its position with: -
regard to'consideration-of a sécondary
fine particle standard for visibility: In - -
particular, the Agency is considering
whether, given the time that would be

- required to devélop, propose.

promulgate, and implement a vmblhty

based standard, it would now-'be

appropriate to proceed with -
consideration of a visibility-based -
standird in parallel with work on dcid
deposition, so that compatible strategies
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for dealing with the two problems can
be developed at the implementation
stage.. ) .

Accordingly, EPA is publishing
elsewhere in today's Federal Register
an advance notice of proposed
rulemaking soliciting public comment on
the appropriateness of a separate .
secondary fine particle standard
designed to protect visibility, and on a
number of issues that would have to be
resolved in proposing such a standard.

The Administrator also concurs with
the staff suggestions that a separate
secondary particle standard is not
needed to protect vegetation or to
prevent adverse effects on personal
comfort and well-being {SP, pp. 143-144).

V. Federal Reference Method

The reference metliod for the
measurement of atmospheric particulate
matter as PMyp, promulgated today as
Appendix | to 40 CFR Part 50, is based
on selection of PM;e particles by inertial
separation, followed by filtration and
gravimetric determination of the PM;o
mass on the filter substrate. The particle
size discrimination characteristics of
reference method samplers [or sampler
inlets} are prescribed as performance
specifications in amendments to 40 CFR
Part 53, promulgated elsewherein -
today's Federal Register.

The requirements in Appendix | are
generally prescribed as functional or
performance specifications in order to
allow sampler manufacturers flexibility
in designing or configuring their PM,,
samplers. Sampler shape, inlet
geometry, operational flow rate, degree
of automation, and other sampler . ‘
characteristics or features are specified
only in terms of required function or
performance. ‘

While most of the commenty received
on Appendix ] generally supported the
performance-based approach to
specifying PMjo reference methods,
many commentors felt that the sampler
performance specifications in the

proposed Appendix ] and 40 CFR Part 53

were not adequate to ensure accurate
collection of PMi, under all conditions

of ambient sampling. In response to such .

comments, the sampler performance
specifications in Part 53 and the
corresponding references-to such -
requirements in Appendix | have been
revised. Other comments were received
on various requirements of Appendix.]
such as flow calibration and
measurement, flow regulation, filter - -
media, filter equilibration, and sampler
maintenance. Specific changes to
Appendix | resuiting from these -
comments and from review of other
pertinent information are discussed
below. . e Co

A. Specific Changes to Appendix J

Section 3.0 has been reviséd to specify-

that all samplers should be capable of
measuring 24-hour PM;p mass
concentrations of at least 300 pg/m3
while maintaining the operating flow -
rate within specified limits.

In Section 4.0 the term .
“reproducibility” has been changed to -
“precision” and the specification for

PM,, samplers has been changed from -

15 percent or better to 7 percent or 5 ug/
m3, whichever is higher. The particle
size for 50 percent sampling ’
effectiveness in Section 5.0 has been
changed from 10+ 1 micrometers to
10+0.5 micrometers, These changes are
a result of corresponding changes in the
PM,q sampler performance
specifications in 40 CFR Part 53,
promulgated elsewhere in today’s
Federal Register. Refer to the Part 53
action for further discussion of these
changes. .

In Section 6.0 the subsection on
nonsampled particulate matter has been
removed. The design of particle size
discriminating inlet systems for PMio
samplers essentially precludes the
transport of windborne particulate
matter to the particle collection filter .

during periods when the sampler is idle. . .
- Although-windborne particles could

potentially enter a PMio sampler's air
inlet opening during idle periods, they
would have to take a tortuous path with

several changes in direction to reach the

collection filter. .
References to “automatic flow
controlier” throughout Appendix | have

been changed to “flow control device”. .

The latter term is less restrictive and

. more clearly allows the use of any type

of flow regulation device, provided that
the other flow-related requirements of
Appendix ] are met. In particular,
Section 7.1 has been changed to require
that a PMyo sampler have a flow control
device capable of maintaining the
sampler's operating flow rate within the
limits specified for.the sampler inlet..
The requirement that the flow control
device have a flow rate adjustment
capability has been removed to allow-

. for the use of certain types of flow

controllers (e.g., Venturi-type critical
flow devices) that regulate flow at-a
constant but unadjustable rate.Flow -
controllers of this type generally employ

- a fixed-geometry orifice and control the -

sampler's flow rate without any moving
parts or electronic components. The .
requirement that the flow control device

be disabled during calibration has also.

been removed because it is.only
applicable to certain types of devices
{e.8.. electronic flow controllers): -
Sampler-specific operational '

requirements such as this are better

addresséd in the sampler manufacturer's

instruction manual. :
Subsection 7.1.6 has algo been .

changed to explicitly require that the

* instruction manual associated with the

sampler include detailed procedures for
calibration, operation, and maintenance
of the sampler. Since much emphasis is
placed on the role of the sampler
manufacturer’s instruction manual in
Appendix ], it is important that it .
contain detailed information on all

- aspects of sampler operation. The

instruction manual for each designated
reference method would be reviewed
and approved as part of the Part 53
reference method designation process.
The filter alkalinity gpecification in
Subsection 7.2.4 has heen changed from -
<0.005 milliequivalents/gram of filter to
< 25 microequivalents/gram of filter., In
addition, the method used for the
alkalinity determination has been

. changed to a newly developed, more

gensitive, and more reliable method. The
change in the magnitude of the
specification results from the change in

. procedures (alkalinity measurements

are approximatély 5 times higher with-
the new method), and from the change
in the measurement units.

‘Section 7.3 includes specifications and
other requirements for the flow rate
transfer standard used during sampler -
calibration. The specifications for the
reproducibility and resolution of the
flow rate transfer standard have heen
removed and replaced with an accuracy
specification. The reviged Section 7.3°
requires that the flow rate transfer
standard be capable of measuring the
sampler's operating flow rate with an
accuracy of +2 percent. An accuracy
specification, stated in this context, is
more meaningful and useful than
specifications for reproducibility and -
resolution. In addition, the requirement
that the flow rate transfer standerd
include a means to vary the sampler’s -
flow rate during calibration is not
appropriate for all types of samplers

. and/or flow rate transfer standards and

has been removed. This is another
example of a sampler-specific .
requirement that is better addressed in

- the sampler manufacturer's instruction

manual.

The humidity requirement for the filter
conditioning environment in Section 7.4
has been changed from a single
specification of 4545 percent relative

, humidity (RH]J to separate specifications,

for humidity range {20 percent to 45 -
percent RH) and humidity control (+5 -
percent RH). Under the revised-

requiréments, filters may be equilibrated

- at any preselected humidity between20 - -
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and 45 percent RH, provided that the
humidity is controlled to within5
percent RH. Language has also been
added to Section 9.0 to require that the
same temperature and humidity
conditions be used for both pre- and
post-sampling filter equiilibration.
The calibration and operational
procedures for PM,, samplers vary
considerably depending on the type of
sampler (e.g., high-volume, medium-
volume, low-volume) and the type of
flow control and flow measurement -
devices employed in the sampler.
Accordingly, the calibration and
procedure sections of Appendix ] .

(Sections 8.0.and 9.0) have been revised °

substantially to be more general in

nature, The revised procedures serve to -

illustrate the steps involved:in the
calibration and operation of a PMio
sampler, and place more emphasis on

the sampléer manufacturer's instruction ~

manual and the Quality Assurance -
Handbook for specific guidance."
" A new section on sampler

maintenarice has been incorporated into_j

. Appendix ] to-explicitly require that

PMio samplers be maintained in strict

- accordance with thé procedures
provided in the sampler manufacturer's
instruction manual. The performance aof-

 some PM;, samplers may be adversely
affected by the buildup of substantial
quantities of non-PMs particulate

. matter within the sampler inlet, Such

samplers miay require periodic cleaning -

and other maintenance to ensure -
accurate collection of PMyo particulate
matter. This new section has been -
added as Section10.0, and the
calculations and references sections
have been renumbered-accordingly.
When temperature and pressure
‘corrections to sampler flow indicator
- readings are required, corrections based
on existing temperature and pressure at
the time the readings are taken (or daily
average values during the sampling
period in some cases) are preferable.
However, incorporation of site or
seasonal average temperatures and.
barometric pressures into the sampler
calibration to avoid daily temperature
and pressure corrections is also
allowed. When temperature and
pressure corrections to flow indicator
readings are required, existing .
temperature and pressure at the time the
readings are taken (or daily average -
values during the sampling period in
some cases) must be used. Likewise, the
calculations section has been changed-
to require that the average barometric
pressure and average ambient
temperature during the samplmg period
be used to calculate Qqq. Site or’ . :
seasonal average values for temperature

and barometric pressure may be
required in the adjustment of the set-
point of certain types of flow control
devices (e.g.. mass flow controllers). Site
or seasonal average values for
temperature and pressure are used in
these cases to ensure that the deviations
in actual volumetric flow rates, resulting
from daily changes in temperature and
pressure at the monitoring site, are
centered about the sampler inlet’s
design flow rate.

Other minor wording changes. have
been made throughout Appendix J to

_ clarify the requirements.

B. Designation of Referencs Methods for
PMio

Before a method for PM,, is approved
as a PMy, reference method, it must .
meet the requirements of Appendix |
and be tested arid designated asa "~

" ‘reference method in accordance with

thie provisions of 40 CFR Part 53. Testing
of candidate referénce methods will
generally be conducted by the sampler )
manufacturers. A notice will be
published in the Federal Register in

- accordance with Part 53-whenever an

application for a PMys reference method
determination is received by EPA.

" Likewise, a notice of designation and

other information pertinent to the
designation will be published in the
Federal Register each time a PMyo
reference method is approved for use,
PM;o sampler manufacturers are
required to provide sampler purchasers -
with an operation or instruction manual .
‘containing detailed procedures for the. -
calibration, operation, and maintenance

of the sampler. Additional guidance and -

recommendations regarding filter media,
type of analytical bafance required for -
mass determinations, and other -
requirements of the method should also
be provided in the manual. Part 53
requires submission of the manual as
part of a manufacturer's application for
a reference method determination. The
instruction manual will be reviewed for
technical accuracy and consistency, with
the requirements of Appendix | and
must be appraved as part of the
requirements for designation of the
method as a reference method.

C. Technical Change to Appendix G

Because the high-volume method
described in Appendix B will continue
to be used in conjunction with Appendix
G (“Reference Method for the
Determination of Lead in Suspended

- Particulate Matter Collected from

Ambient Air") and for other purposes
thatmay be specified, EPA is '
promulgating the technical changes to
Appendix G as proposed. Under the

. final rule the reference 10 in'Appendix G

has been deleted and section 5.1.1 of the

. Appendix has been revised to read ag

follows:

“High Volime Sampler. Use and -
calibrate the sampler as described in
Appendix B to this Part.” The Appendix
has also been revised to specify more -
directly that the high-volume method
described in Appendix B is to be used in
conjunction with the reference method
for lead.

VL Summary of Salient Public
Comments and Agency Responses

An overview of public comments on .
the major aspects of the March 20, 1984
proposal are presented in Section II. The
most unportant comments on specific

issues are categorized and summarized - .

below together with Agency responses.
A more comprehensive compilation of
comments and Agency responses is
contained in a separate Response to
Comments Document that has been .
placed in the Docket (No. A-82-37). .

A Health Effects Criteria and Se]ectjon .
of the anmy Smndards o

1 Indicator for the Primary Standards

Comments: PMs rather than PMy .
should be used as the indicator for the
primary standards because PMs more.
accurately reflects particle deposition in
the thoracic regions, provides.an ample
margin of safety in protecting health, .
and puts less emphasis on coarse
particles that are relatively inert than
does PMw. | _

Agency Response: EPA: consldered the.
major analysis (Swift and Proctor, 1982)
and preliminary arguments {AMC, 1982)
in support of a PM; indicator in :
developing the 1884 proposal. Although :
EPA deferred judgment pendm,g -
additional analysis and review, the -
decision to propose PMio and not PM,
was based., in-part, on reservations -
concerning the PMs indicator. The -
likelihood that the available data from
mouthpiece studies overstated thoracic -
depasition dunng “natural” breathing
was recognized in a qualitative sense by
CASAC (cf. July 1981 transcript, p. 581;
Docket No. A-82-37) and presented as
one reason for recommending PMjo
rather than PMys or TSP as an indicator.
The 1982 staff paper reflected this
argument in recommending 10 ptm rather
than 15 pm as the cutpoint for the -
indicator (SP, pp. 76-77). The criteria
document addendum points out that -
assumptions used in the quantitative
analyses used to support PMs (Swift and
Proctor, 1882) appear to underestimate -
thoracic particle deposition; this
underestimation would reduce any

_ margin of safety-associated with an
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indicator derived from these data.
Extension of the Swift and Proctor
analysis itself suggests that
approximately 10 to 20% of 10 pm
particles could penetrate to the thoracic
region, rather than the 0% penetration
implied by some commenters who
argued for a “Dy” at 10 pm,

The Swift and Proctor analysis as well
as several more recent analyses and
experimental studies of particle
deposition are reviewed in the criteria
document and staff paper addendum.
The more recent assessments tend to
support the original proposal of PM,.
The criteria document addendum
compares the work of Miller et al. (1988),
using the more recent deposition data,
with the Swift and Proctor analysis and
confirms that the latter understates
depesition of particles largeér than 8 pm
in individuals who habitually breathe
through the mouth.

The more recent data also show some

fraction of particles of 10 pm and larger
can penetrate as far as the alveolar
region (CDA, Figure 2-1). The risk
associated with deposmon of insoluble
_coarse particles in this region is of
particular concern because of slow
clearance time {CDA, p. 2-8). Although
removal in the tracheobronchial region
. is more rapid, deposition of coarse
particles in the tracheobronchial region
may be associated with :
bronchoconstriction and alteration of
clearance mechanisms (SP, Table 5-2).
The 1982 staff paper took thege factors
into account in the original
recommendation for a 10 pm indicator
that included all of the fine and a
portion of the coarse fraction.
After considering these updated
assessments, the EPA staff reaffirmed
its original recommendation of PMy, a8

an indicator for the standards (SP, p. 32).

In reviews of the March 20, 1884
proposal and of the criteria document
and staff paper addenda, the CASAC
also reaffirmed its recommendation for .
PM,0 as an indicator (Lippmann 1986
a,c). The majority of public comments on
thie {ssue also favored PMso.

In summary, EPA finds that the
presently available record ¢learly favors
the PMy, indicator over the alternative
PM; indicator. .

Comments: Some commenters
suggested that while PMio represents an
improvement over TSP, the fine fraction
(< 2.5 pm) is of relatively greater
concern to health than the coarse
fraction (2.5 to 10 pm). Such commenters
sugges! that a PM; s standard is
needed—in addition to or, in some
camments, instead of a PMy, standard.

Agency Response: The possibility of a
fine particle indicator for the primary
standard was examined in the staff

paper (pp. 68-70). This suggestion is
based in part on the recognition that
ambient particle mass and volume are
distributed such that a rough division
“minimum” at about 1 to 3 pm 'separates
the “fine” (smaller) and “coarse”
fractions, Each fraction has somewhat
distinct chemical and physical
properties and sources. The staff,
however, noted a number of difficulties
in using fine particles {less than a
nominal 2.5 pm) alone instead of PMo
as the indicator for the primary
standards. These include:

[1) Substantial overlap can occur
between the two modes and in some

.cases the division minimum can

disappear. Moreover, despite the
differing erigins and chemistries of the
modes, each is chemically |
heteorgeneous. The respiratory tract, in

. effect, alters the ambient distribution,

with a mixture of fine and coarse modes
being deposited in both the
tracheobronchial and alveolar regions.
Indeed, the 2.5 gm *c¢ut” is within the
size rangé of maximum efficiency for
alveolar deposition (2 to 4 pm). The
mixing of these size fractions In the

respiratory tract and the heterogeneity -

within each fraction therefore blurs the

- distinction between the fractions in .

terms of health effects.

{2) Coarse dusts have been associated
with responses such as
bronchoconstriction, altered clearance
and alveolar tissue damage (SP, Table
5~2). Given current infermation, it would

be premature to ascribe all of the effects -

in the British, U.S., and other
epidemiological studies to the fine
fraction, or to any single chemlcal entity
within that fraction. .

EPA believes that a separate fine
particle standard in addition to the PMyo
standard is not warranted for the
following reasons:

{1) Fine mass typically comprises on
the order of 40 to 70% of PMys.
Therefore, the PMso standards provide
substantial limits on fine mass, and

(2) The limited epidemiological data
presently available must provide the
principal basis for any particulate
matter standard. Because these data do
not separate the effects of fine and

coarge fractions, it s most reasonable to .

use these data to support a single set of
standards.

(3) To the extent that emerging
information suggests additional
protection may be necessary, it may be
more appropriate to consider the
addition of chemical-specific (e.g., acid
aerosols) standards rather than a fine
particle standard in futuré primary
standard revisions.

2. Interpretation of Community
Epidemiological Studies

Comments: A number of commenters
took issue with EPA’s interpretation of
the various analyses of London
mortality data, These commenters
suggest tha! [a) the London data can be
used to show only an association of

. excess mortality with high

concentrations of pollution during - .
unique episodes in which BS and SO,
levels exceeded 500 to 1000 ug/m?, (b) a

. number of the analyses suffer from
- methodological flaws precluding valid

conclusions, (c) the conclusion that
effects may be possible at low pollution -
levels (e.g., <250 ug/m?) or that there {s .

a continuum of association with no
identifiable threshold is not supportable,
(d) the results of Mazumdar et al. {1952)
and Ostro (1984) are more consistent:

. with the hypothesis that particulate

matter is acting as & surrogate for some
other causal agent rather than as a
causal agent itself, and (e} it is
biologically implauvsible that mortality -

", could be affected by particulate matter
“at levels below those shown by Lawther
et al, {1970) to produce morbid effects in
_sensitive populations.

Agency Response: EPA's’ assessment

“of the various London mortality analysis =~

is discussed at length In the criteria
docurment, the staff paper, and the
addenda to these documents. The 1982
criteria document found that in the .
context of historical London exposures,
these data indicate clear increases in
daily mortality occurred with BS and

. S0, concentrations in excess of 1000

pg/m?® with some indications of likely
increases in dally mortality at levels of
both pollutants in the range of 500 pg/

- m3 or-more (CD, Table 14-7). These

original conclusions on likely effects
levels, based largely on the Martin and
Bradley {1980) and Ware et al. {1881)
analyses, appear reasonably consistent
with the original assessment of these
data by the original British investigatars
and the 1969 criteria document. From the
re-examination of these data by Ware et
al. (1981) and the analysis of subsequent
London winters by Mazumdar et al.
(1981), the criteria document also
concluded small increases in daily
mortality might acour at levels below
500 pg/m3. The more recent analyses of
these data by Mazumdar et al. (1982),
Ostro (1984), and Shumway et al. (1983)
all serve to reinforce the possibility that
effects were associated with particulate
matter at concentrations below 500 ug/
m3?, ‘A number of commenters, however,

. including some of the original British -

investigators (Holland et al., 1885),

" object to this ldtter suggestion,
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EPA has carefully examined these

- studies and the various criticisms of
them submitted as comments on the
proposal. In order to respand fully to
these criticisms, EPA conducted more
sophisticated reanalyses of the original
London data te further determine the

* degree of reliance that can be placed on

" the published results (Schwartz and
Marcus, 1986, CDA, Appendix A). Each
of these studies does suffer from
limitations and uncertainties delineated
in EPA’s updated assessment {SPA pp.
17-23; 38-44); these limitations preclude
definitive conclusions with-respect to
causality as well as identification of
clear “no observed effects” levels.
Nevertheless, EPA maintains its original
interpretation, supported by its external
science advisors, that these data at least
suggest the possibility of effects of
particulate matter at BS levels as low as
150 ug/m?® and possibly even lower.
None of the difficulties in statistical
methodology or alternative mechaunisms
cited by commenters provide an
adequate explanation for the consistent.

_ finding of association between- '
particulate pollution and mortality at
levels below 500 pg/m?3 (as BS). The .
association was #Jund for the majority
of 14 winters (analyzed mdwidually)
spanning a period when pollution in
London and indoor heating practices
showed marked changes, and including
winters in which BS levels did not
exceed 250 ug/m3. The relative )
consistency of the results from year-to-
year despite these changes suggests that

- the observed effect is not explained by
indoor air pollution or by long-term
demographic shifts in the population.
The findings were consistent among

- different investigators, and persisted
after taking SOs,.temperature, and other
weather variables into account, and
after correcting for autocorrelation
structure.:

The principal arguments for the
suggestion by some (including
Mazumdar et al., 1882) that smoke may
be acting as a surrogate for some more
toxic pollutant or related non-pollution
variable are: {1) The coefficients in the
regression equations appear to increase
with decreasing poliution across the 14
winters, (2) surrogate behavior is
commonly observed in statistical
analyses, (3) the work of Lawther
suggests a threshold for morbidity at
around 250 ug/m?® as BS; hence
mortality would not be expected at
lower levels. While the possnbllny of
surrogate behavior remains, the above
arguments do not demonstrate that
smoke acts as a surrogate for non-
pollution variables. The trend toward
higher coefficients with lower pollution

YT ov.

is not clearly consistent in the
Mazumdar and Ostro regressions. The
existence of higher coefficients in later
years, however, prompted these authors
to suggest some plausible alternative to
non-poljution surrogates, including: (a)
The possibility that the composition of -
pollution changed with time, with an
increase in more toxic components, and
(b) because the gravimetric mass of
particles in the range under 10 um may
not have declined as much as did the
black carbon content detected in the
smoke measurement (Lodge, 1986),
coefficients related only to smoke might
be expected to increase. An additional
possibility suggested by Schwartz and
Marcus is that the effect of higher
pollution episodes in earlier winters was
blunted by public awareness {and hence
reduced exposure) or by a tendency for
the most susceptible individuals ta
succumb on an early day of a multi-day
pollution episode.

The use of the Lawther morbidity data
as a threshold for mortality is

questionable. The London mortality data -

involve an unequivocal endpoint in a
relatively large population [several

hundred per day) over a 14 year period.

As pointed out by Roth et al. (1986],
although the bronchitic population
studied was clearly susceptible, the
effects indicator used by Lawther was a
relatively insensitive one. Moreover, the
threshold was determined not by
rigorous analysis, but by visual
examination of strip chart data.
Although the principal author strongly
objects (Lawther, 1882), the criteria
document points out that the data do not
clearly indicate an effects threshold at
250 pg/m3. Furthermore, the simple
correlation results provided by Lawther
et al. (1970) suggest the possibility that a
more sophisticated analysis jointly
incorporating pollution and weather
factors might have found increased
morbidity occurring at lower levels. The
recent findings of small changes in
pulmonary function at lower particulate
matter levels in the U.S. and the
Netherlands [See Table 1) support the
notion that 250 pg/m? (in this case as
PMio) is not a reliable effects threshold.
Comments: The derivation of the
proposed range of levels for the annual
primary standard is without scientific
basis. In particular, limitations in the
two mejor series of studies used -
preclude finding effects of particulate
matter at the lower TSP levels shown. In
addition, the conversion of the results of
these studies to PMio uses an
inappropriately low PMyo /TSP ratio.
Agency Response: EPA's assessment
of studies used to derive the range of
levels for the primary standard (Ferris et

i, HeinOnline -+ 52 Fed, Reg:.24650

al,, 1973, 1976;) and Bouhuys et &l., 1978}
(CD. pp. 14-44 to 46 and SP, pages 61-62
and 104 -107) was reviewed by CASAC.
and found to be an appropriate basis for
developing revised standard levels
(Friedlander, 1982). The assessment
clearly points out the limitations and
strengths associated with the uses of
these studies.

The Ferris et al. work (See Table 2
above) involved a “longitudinal”
tracking of lung function and respiratory
iliness in adults vs. pollution over a 12
year period in Berlin, NH, a small town
in which a pulp mill was a major
pollution source. As commenters note,
the “effects likely” level drawn from the
first year of this study is particularly
uncertain, as it is based on very limited
aerometry. This level, however, was not -
important in developing the range for
the proposed standard. Because of the
seriousness of the effect (a prolonged
decrement in lung function), the by then
decreased concentration observed in the
first followup study (130 pg/m? as TSP),
was used in developing the upper bound
of the range of proposed annual
standards. This concentration was
based on a full year of monitoring.
Based on the historical record, there can
be little doubt that pollution declined-in
this community from 1961 to 1967, the
year of the first follow-up. The nature of
the particular pollution source (a pulp
mill} in this study, together with a
finding of very low British smoke level,
indicates that a variety of particles, not
just products of combustion, may be.
associated with adverse effects.
Although commenters have suggested
that other pulp mill emissions may have

-been responsible for the effects, ambient
levels of the gaseous effluents from such,
sources (reduced sulfur compounds and
50:) have not been shown to cause
reduced lung function.

Estunatmg PMio levels from this stud
by using typical national average PM,J'
TSP ratios does not—as some
commenters argued—clearly understate
PM, levels. These commenters argued
that high PM,, /TSP ratios (e.g., 0.8)
should be used because sites in the -
eastern U.S. tend to have higher ratios.
The data on PM;o/ TSP ratios, however,
also show a general tendency for lower
ratios to occur in industrialized areas
with high TSP concentrations (Pollack,
et al., 1985). Moreover, air quality
measurements taken in the 1960's
document the presence of substantial
quantities of larger size particles, as
evidenced by high dust fall levels and
low soiling indexes (Kenline, 1962). The
latter author concludes that this would
be expected “if the majority of particles
present had diameters of 10 microns or
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greater . , , ."” EPA therefore believes
that the use of ratios characteristic of
industrialized areas with high particle
concentrations is justified and does not
contribute to any excess margin of
safety in the estimated effects levels,

The Bouhuys et al. {1978) study (ses
Table 2 above) was used to set the
lower bound for the proposed standard
range, which is the level at which the
final standard is being promulgated. The
study found a difference in three of five
respiratory symptoms but no differences
in Jung functions between two
Connecticut towns {Ansonia and
Lebanon) that had a historically large
{but currently small) difference in levels
of particulate matter, Although the
authors believed that air pollution did
not play a role in the observed
differences in symptoms, the data
presented do not demonstrate that the -
differences were due solely to other
factors associated with the conduct of
the study. Moreover, the finding of
excess respiratory symptoms
unaccompanied by a persistent change
in lung function is not unique. Similar
findings were also pbtained in the Ferris
{1973) follow up study and the more
recent six city study results (Ware et al.,
1986).

Some commenters argued that the
estimated TSP levels derived for the
Bouhuys study were too low. EPA
disagrees. The staff took the median
TSP values reported by Bouhuys et al.
over the previous several years as the
relevant exposure level for this study
because (1) the current gradient in
pollution appeared to be too small to
result in such effects, and {2) it ia
unreasonable to attribute all of the
observed gradient in effects among
urban and rural residents, as measured
in 1973, to the maximum historical
concentrations reported 8 to 10 years
prior to that time. EPA’s position is
supported by the observations of Ferris
et al. (1973, 1976), which show an
apparent measurable reduction in
symptoms and improved lung function
after only a five to six year decline in
pollution. This decline suggests that any
gradient in effects due to pollution eight
to ten years ago would be diminished
relative to effects that may be
associated with the more recent past.
The median value used by EPA for the
Bouhuys study is, in fact, also relatively
close to the weighted average of all TSP
observations reported for Ansonia for
the seven years preceding the Bouhuys
et al., (1978) measurements, which were
taken in 1973 (Lounsbury, 1986),

The approach used to convert the TSP
measurements in this study to PM;o
equivalents was also questioned. The

staff rejected use of the limited (156 days)
particle size data for Ansonia as
unrepresentative because of questions
concerning their quality and because
they were taken in 1973, after
particulate matter concentrations had
been reduced to lower levels {SP, p. 62).
Absent reliable site-specific particle size
data, the staff used the median PMio/
TSP ratio seen at other sites in the
eastern U.S. with higher than average
PM;; levels, Because the long-term ratio
can vary between 0.3 and 0,65 among
such sites, such estimates are )
d@dmittedly uncertain. Nevertheless, the
staff examination of historical air
quality and source data associated with
the Bouhuys et al. study found no
factors that would make the ratio

-unusually high or low relative to other

high concentration sites in the eastern
U.S. The analysis by Spengler et al.
(1986) of trends in particle size ratios
from the 1970's to the present In six
eastern cities suggests that the ratio of
PMyo to TSP In early years with higher
TSP levels tends to be comparable to or
somewhat lower than the current ratios,
The basis for the final ambient
standard is considerably strengthened
by the recent results from the six-cities
study (Ware et al., 19868). This work also
suggests an increased risk of respiratory

" iliness and symptoms, but no differences

in lung function, in children across a
gradient of pollution that extends to
concenirations below. those observed in
the previous studies. The results are
therefore qualitatively consistent with
both of the earlier studies. In addition,
the associated aerometry permits .
substantially better estimates of
historical PMye data. Taken together,
these studies provide substantial
support for an annual standard of 50 pg/
m3,

3. Margin of Safety

Comments: The Agency has
incorporated an unrecognized three-fold
margin of safety in the 24-hour
standards through the means used to
convert British Smoke measurements
i.ﬂtO PMm.

Agency Response: British Smoke
measurements collect particles smaller
than about 4.5 microns in diameter
(PM..s) on a substrate and then measure
their absorption of light. Because the
measurement depends on light
absorption, it is sensitive only to the
dark, “sooty” component of the
particulate matter. EPA has relied on

r

- gravimetric calibrations, performed

during the earlier years of the mortality
and morbidity studies, that related the
British Smoke measurements to
particulate mass concentrations that -

included light-colored as well as dark
particles. :

The commenters note that the dark,
sooty component of the particulate
matter in London today constitutes only
40% ag large a fraction of the total
particulate mass as it did during the
period of the studies on which EPA has
relied. They argue that the use of those
studies to set standards for
contemporary particulate pollution
therefore introduces an error of a factor
of 2.5 (1/0.4). Multiplying this by a
typlical ratio of PMjo to PMys 0f 1.2
{Lodge, 1988), the commenters arrive at
an alleged error of a factor of three
arising from the Agency’s use of the
British Smoke measurements.

The commenters rely on the unstated
assumption that it is only the dark
fraction of particulate pollution that
affects human health, and that, since the
dark fraction has declined since the lime
of the studies, the particulate matter in
the atmosphere today is less dangerous -
than that present at the time of the
studies. EPA disagrees with this
assumption and believes that a more

- plausible and prudent assumption is that

effects on health depend on the mass
concentration of particles and not on
their color. . )

Although it is possible that dark,
carbonaceous particles were primarily
responsible for the observed effects on
human health in the London studies, this
has not been documented, and there is
no evidence to support the assumption
that light-colored particles have no
significant effect on human health. EPA
staff has compared the composition of
particulate matter in historical London
and in the current.U.S, and has
concluded that, given the variety of
particle types present in the U.S,, there
is no clear basis for imputing higher
acute toxicity to the historical London
particles {SP pp. 21-22, 100).

The commenters support their
argument with the assertions that the
decrease in the dark, sooty fraction of

.particulate matter in London has been

accompanied by the elimination of
pollution-related health effects, and that
current excursions of fine particle mass
in excess of 250 pg/m?* have not been
associated with health effects in London
or elsewhere. EPA finds these assertions
to be unsupported. The studies of
mortality in London over a 14-year
period of declining pollution from 1958
through 1971 found that the relationship

. between pollution and mortality

persisted throughout.the period and that,
in fact, the regression coefficients
assigned to mortality appeared to
increase over the period. (Mazumdar et-
al., 1982; Ostro, 1984). Moreover,
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. continuing studies in the contemporary

U.S. and Europe have suggested health -

effects at PM;o levels below 250 ug/m3. -

- (Dockery et al., 1982; Ozkaynak and -
_Spengler, 1985; Dassen et al., 1988).
- For these reasons, EPA concludes that -
it is reasonable and prudent to use the -
mass concentration estimates derived
from historical British Smoke
measurements to set ambient standards
for current U).S, atmospheres under the
assumption that current U.S. particles
are equal in toxicity to those found in
London at the time of those .
measurements. Any margin of safety
inherent in the British Smoke/PM, -
conversion for the earlier years when
gravimetric calibrations were available

* 13-more likely to be on the order of &
factor of 1.2 (the ratio of PMs 5 to PMie

- estimated by Lodge, 1086) rather than

the factor of three suggested by the

~ commenters. For particulate levels lower -

- than those observed in the earlier years,
EPA has suppleménted the London
studies with the more contemporary
American and European studies using -

- direct gravimettic measurements.

' Comments: Several commenters
expressed concerns that the margin of

* safety for the rdnge of levels proposed
for the 24-hour standard is insufficient.
Commenters based these concerns on:

* (a) Calculations suggesting that even the

- lowerbound may be less stringent than

- the current standards, (b) evidence from
thé more recent studies of lung function
decrements in children and the analyses
of London mortality data, and (c}
various studies found to be mainly of’
qualitative value. In general, such
commenters felt that, in view of the.
available evidence, the standard should

- be set at levels at or below the lower

bound of the proposed ranges.

Agency Response: The overriding
consideration in selecting a standard is
how well it protects public heaith, not
its relative stringency as compared to
the previous standard. EPA believes that
standards chosen provide an adequate
margin of safety irrespective of the
- relationship to the former TSP
- standards. Nevertheless, EPA has
- compared the stringency of the revised
standardsé with that of the existing .
standards by estimating the number of
. areas that would be expected not to
attain each set of standards. By this
measure, the new PMyo standards are
equivalerit to or somewhat more
stringent than the TSP standards (SP,
Table 2-1). Commenters who calculated
or asserted otherwise often did not take
all of the aspects of the standards into

‘account. The margin of safety is a -

" furiction not only of level, but also of the

- indicator and form of the standards. The -

revised form, In particular, makes direct
comparison of the relative stringency of
proposed range with the current TSP

- standard inappropriata,

EPA agrees that the analyses of
mortality in London justify caution in

" selecting a 24-hour standard level, and
- that the recent studies of lung function

provide a useful basis for selecting the
level. EPA does not, however, believe

- that these studies compel a standard

more stringent than the one chosen, As
discussed in Section II1.C.1 above,
uncertainties in estimating PMyo
equivalents of low British Smoke
concentrations in the later years of the
London studies make it difficult to use

- the studies to set a precise level for a

PM;o standard. Therefore, it is important
to examine the more contemporary
studies of lung function that permit a
more direct estimation of PMy, effects
levels. In considering these studies in
conjunction with the London mortality
and other relevant health studies, EPA
finds that a 24-hour standard of 150 pg/ -

- ni3-provides an adequate margin of

safety. EPA does not agree with

- commenters suggestions that it is

necessary to prevent any detectable
changes in lung function. As discussed
in Section I1I.C.1, a standard of 150 pg/
m? will clearly prevent lung function
decrements that might be considered to
be indicative of adverse effects in well

. over 95% of children exposed; in fact the
> evidence suggests that even reversible

lung function changes [FEVy.1s) in excess

. of 10% are unlikely at this level, EPA

therefore believes that the standard
provides an adequate margin of safety.
Some commenters favoring standards
below the lower bounds of the proposed
ranges relied on studies or analyses

" found by EPA and CASAC to be of little

quantitative value for establishing
ranges of concern. EPA considered a
number of such studies in selecting a
margin of safety (e.g., SPA 52-53; SP
108-111), but in EPA's judgment they do
not provide a sufficient basis for

establishing standards at levels below

those derived from the more
quantitative studies summarized in
Tables 1 and 2 above.

' Cormments: Some commenters argued
that in selecting annual standards much
greater weight be given to the results of
Ware et al. (1986), which suggesta
possible gradient of effects at
concentrations extending to the lowest
levels observed in the six cities studied.
(25 pg/m?3).

Agency Response: EPA disagrees.
EPA staff found that the pollution and-
effects gradient in the three cleanest
cities to be too small to provide any

-streng suggestion of effects at sich

levels. Mareover, the lack of consistency
for “within city” effects in this study ~
argue against placing undue reliance on
the suggestion of effects at levels

outside of the range suggested by the
other long-term studies of interest .
(Fetris et al., 1873, 1976, Bouhuys et al,,
1978). In addition, the 24-hour standard
provides an increased margin of safety
against annual exposures at levels
below 50 pg/m?, in areas where long-
term exposures are dominated by
repeated short-term peaks (Freas, 1986). -

B. Secondary Standards
1. Soiling and Nuisance

Comments: The Agency should
maintain a secondary TSP standard.
Some commenters felt that the proposed
secondary annual TSP standard is .
inadequate, and that the current 24-hour
‘TSP standard should be retained.

" Agency Résponse: As discussed in
Section IV.A, above, the CASAC found
little scientific support for maintaininga
secondary TSP standard, It follows that
little data exist to support rhaintaining -
the present level or an alternative level
for a 24-hour standard designed (o
protect against soiling and nuisance.
Nevertheless, the changes made'in the
final standard result in both a 24-hour
and annual secondary PMo standard.
Analysis of the relative protection
afforded by the 24-hour PM;o standard
indicate that it is relatively mare
stringent than the upper portion of the
proposed range for an annual TSP
standard, Thus, the final standards
should provide more protection than
that afforded by the proposed TSP
alternative toward which the
Administrator was initially inclined. As
detailed above, the data do not provide
convincing evidence of significant
soiling and nuisance effects at
concentrations below that permitted by
the primary standards. -

2. Visibility

Comment; A secondary fine particle
standard is needed to protect against -
visibility impairment and related effects.

Agency Response: The Administrator
deferred judgment with respecttoa
secondary fine particle standard in
order to examine the relationship
between control programs for regional
vigibility and the related problems of
acid deposition, The Initial phase of that
examination has now been completed
(EPA, 1985). Based on the available
information, the Administrator has
decided to issue an Advance Notice of
Proposed Rulemaking on a secondary
fine particle standard in a separate
notice in today's Federal Register.
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C. Averaging Time and Form of the
Standards

1. Expected Exceedances for the z4-hour
Standard

Comment: Several commenters were'
opposed to the proposed statistical form
and either favored the current simpler
deterministic form or preferred &
multiple exceedance or percentile forin
of the 24-hour standard. Others .
supported the proposal to ddopt a single
expected exceedance statistical form.
Many of the oppesing commenters were
concerned that the adjustment for
incomplete sampling could cause areas
with less than one actual exceedance
per year to be misclassified as
nonattainment and that the method is’
sensitive to spurious high
toncentrations. Those in favor of
adopting a single exceedarice statistical
form recognized the need to account for
missing data and argued that this form
provides proper health protection.

Agency Response: EPA has carefully
reviewed these comments and has

decided to maintain the basic proposed

statistical form for-the 24-hour standard
but has made some technical changes
and clarifications in response to
reviewers comments. The Agency
believes that a single exceedance form
for the primary standards and the
proposed adjustments for incomplete
sampling appropriately reflect the health
basis for the standard, When sampling -
is performed less frequently than every
day, the number of observed -
exceedances of the standard leve! will
obviously be, in general, fewer than the
actual number of exceedances, If, for
example, sampling is performed only
every sixth day, &s is permitted by the -
Air Quality Surveillance regulations (40
CFR Part 58) being promulgated today,
then, on average, the number of
observed exceedances will only be one-
sixth of the actual number of

.exceedances. To fail to correct for this

effect would be irrational and would
seriously degrade the health protection
afforded by the standards. The Agency
believes that adequate procedures for
handling spurious high concentrations
are provided in the “Guideline on the
Identification and (Use of Air Quahty

. Data’Affected by Exceptional Events".

T T er——

EPA-450/4-86-007. Moreover, single
high concentrations will not necessarily
cause a location to fail the test for .
attainment. Appendix K has been
modified so that the first observed
exceedance is not adjusted for
incomplete sampling, if the sampling
frequency is promptly increased to -
every ddy in accordance with 40 CFR
Part 58.13. Accordingly, sites sampling .
once in six days must obsefve at least

two exceedances in order lo fail the test
for attainment. Sites aamplmg every,
other day ar every day must record
three or four exceedances over a three-
year period in order to fail the test. This
change reduces the chances for
misclassifying a site as-nonatteinment,

Although a multiple exceedande form
of the 24-hour standard could reduce
sampling requirements, such a form
would reduce the level of health
protection by allowing particulate levels
to exceed, on multiple days, the levels
that the Administrator has determined
to pose an unacceptable health risk. An
analysis of alternative numbers of
exceedances found thal, in the long run,
the single exceedance form praovided
much more consistent health protection
than did the percentile form
recommended by some commenters’
(Biller, 1984; 1988).

In responge to comments regarding: -
the potential for seasonal variation in
particulate matter concentrations, as
well as possible intrayear changes in
sampling frequency as described in Part
58 of this Chapter, the Agency has
decided to require that adjustments for
incomplete sampling be performed on a
quarterly basis instead of a yearly basis.

2. Expected Arithmetic Mean for the
Annual Standard

Comment: Many commenters favored
retaining the geometric mean to describe
annual average particulate matter
concentrations but several supported
the proposed use of the arithmetic mean.
Those opposed to the proposed method
noted that the geometric mean is a more
stable statistic and is less sensitive to

. occasional high readings. In addition,

opposing commenters were concerned
that a change to an arithmetic mean
increases the stringency of the ennual
standard and that the arithmetic mean
does not properly relate to health
effects. _

Response: As discussed above, EPA
has decided to adopt annual primary
and secondary standards in terms of

" expected annual arithmetic mean PMj,.

The Agency believes that the annual
arithmetic mean is a more appropriate
indicator for a long-term primary air
quality standard than ie the geometric
mean. It provides a better estimate of -
total exposure and, with its multiple-
year averaging, more appropriately
takes into account year-to-year
fluctuations in meteorology. As

discussed in the rationale, the effect of -

averaging multiple years of data in order
to estimate the expected annual value
as well as the use of the arithmetic
mean were both consideted in setting
the concentiation level of the standard.
The use of the ‘arithmetic mean does not

HeinOnline -- 52 Fed. Reg.

necessarily increase the stringency of
the.standard lgvel: the stringency
depends at the combination of the farm,
indicator, and level. Holding all else
equal,. however, the arithmetic form is
relatively more protective in areas
subject to multnp]e elevationg in 24-hour
concentrations. EPA views thisasa. |
desirable characteristic.

-}

VIL Regulatory and Environmental
Impacts -

A, Regulatory Impact Analysis

Under Executive Order 12201, EPA
must judge whether a regulation is a
“major” regulation for which a
Regulatory Impact Analysis (RIA] is
required. At the time of the proposal the
Agency judged the proposed revisions to
the parhculate matter NAAQS tobe a
major action, and made available to the
public a draft analysm entitled:’
Regulatory Impact Analysis of the

National Ambient Air Quality Standards
for Particulate Matter—Draft (EPA,
1083). The draft RIA was based on
information developed by several EPA"
contractors (inter alia., Argonne, 1983; °
Mathtech, 1983) and provided estimates
of costs, benefits, and net benefits
associated with alternative standards.

In announcing the availability of the
draft RIA, the Agency stated that
neither the RIA nor the contractors’
reports were considered in developing
the proposed revisions. Subsaquent to
the release of the draft RIA, the public
and other governmental agencies raised
a number of questions regarding the
underlying data bases and analyses
discussed inthe draft RIA. In response
to thege questions, the Agency modified
the cost model used and made other,
more limited, changes to the benefits
analyses, The number and extent of the
changes were constrained, however, by
the underlying model structure and the
available data. The Agency has
carefully evaluated the revised analysis
and has concluded that despite the
significant improvement made,
fundamental questions remain with
regard to certain aspects of the
methodology used, particularly with
respect to the emission reduction/air
quality improvement rélationship which
affects the subsequent cost and benefit
calculations. Consistent with its past
practice, the Agency has not considered
the final Regulatory Impact Analysis of
National Ambient Air Quality Standards
for Particulate Matter (EPA, 1988c) in

_ reaching decisions on the final

standards.
The fina] RIA has been submmed to

. the Office of Management and Budget

(OMB] for review under Executive
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Order 12291, Comments from OMB and .

EPA's responses to those comments-
have been placed-in the docket.

'Reporting Requlrements

. This final rule does nol contam any
mformalion collection requirements
subject to OMB review under the

Paperwork Reduction Act of 1980 U.S.C. -

3501 et seq.
B. Impact on Small Entities

U.S.C. 600-612; EPA must prepare initlal’

.. and final regulatory flexibility analyses

- that assess the impact a proposed or
. final rule will have on small entities,
which include small businesses, small
not-for-profit enterprises, and
governmental entities with jurisdiction
“over populations of less than 50,000. The
requirement of preparing such an
analysis is waived, however, if the -
Administrator certifies that the rule will
not have a significant economic impact
on a substantial number of small .
entmes.
'The national ambient gir quahty
“standards do not have a direct impact
on small businesses or-enterprises
- because the standards themselves do
not contain emission limits or other -
pollution controls. Rather, such controls
are contained in State implementation’
" plans promulgated under section 110 of
the Act, 42 U.S.C. § 7410. The Statés are
“given considerable discretion in
selecting a mix of controls to attain and
maintain the ambient standards, and the
impact on small entities depends on

how the States.choose to exercise their - -

discretion.
. -Nonetheless, EPA conductedan
.analysis of the impact of a hypothetical
control strategy, designed to minirnize
costs, on entities in the industries'that
- would be most affected under that
-hypothetical control strategy. That
- analysis, discussed in the notice of
proposed rulemaking, 49 FR at 10422,
indicated that less than 20% of the
entities in those industries would be
affected by the proposed standards,
" During the public comment peno_d.
- EPA received no-.comments.on the -
~ regulatory flexibility analysis. On the -
basis of that analysig, the Administrator
certifies that the revisions being

** promulgated today will not have a -

significant impact on a substantial
. number of small’ entlhes. o

Vlll. Other Revxews

* ‘This firial rule was submitted to the '
. Office of Managemem and Budget

(OMB) for review. Comments from OMB .

- and EPA's responses to these comments

) . ;have been placed In the docket. .

List of Subjects in 40 CFR Part 50
Air pollution control, Carbon

_ monoxide, Ozone, Sulfur oxides,

Particulate matter, Nxtrogen dloxide. )
Lead.

Dated: ]une' 2,1987.
Lee M. Thomas,
Adminisirator.
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Addendum l—,CASAC Reviewand
Closure of the 1982 Criteria: Document
for Particulate Matter/Sulfur Oxides and -
the 1938 Second Addendum to the
Cntena Document

January 28, 1982.

" Subject: CASAC Review and Closure of the

-Criteria Document for Sulfur Oxides/
Particulate Matter-

From: Sheldon K. Friedlander, Chairman. -
Clean Air Scientific Advisory Committee
{CASAC). .

To: Anne M. Gorsuch, ‘Administrator

! On November 18, 1881, the Clean Air

- Sclentific Advisory Committee of the Science - . -

Advisory Board completed its third review of :

.. the air quality criteria document for sulfur

oxides/particulate matter (SOx/PM). The -
Committee notes with aatisfaction the

iimprovements made in the quality of the '

document during the course of previous
CASAC reviews on August 20-22, 1980-and.
July 7-8, 1981. The staff of the Environmental
Criteria and Assessment Office, directed by
Dr. Lester Grant, have proven responsive to
Committee advice as well as to comments
provided by the general public, and deserve -
to be commended for the high quality of the °
documerit.’: ,
The purpose in writing you is to summarize

.the Committee’s major conclusions to assist

you in reviewing the scientific data and
associated studies relevant to the
establishment of revised ambient air quality -
standards for sulfur dioxide and particulate -
matter as réquired by law. This letter further

" @dvises you of the Committee’s conclusion

that the criteria document fulfills the
requirements set forth in Section-108 of the -

- Clean Air Act as amended, which requires

that the document “‘shall accurately reflect -
the latest scientific knowledge useful in
indicating.the kind and extent of all
identifiable effects on public health or .

. welfare” from sulfur oxides and partlculetes

in the ambient air.” .
The Committee is preparing & separate
letter to'you summarizing the conclisionis of

"its reviews of the Draft Staff Paper for .

Particulate Mattér. in‘addition, CASAC wﬂl

* . prepare a'timilar report on'the:Draft Staff

Paper for Sulfur Oxides onde that document

24655 1987



24656

Federal Register / Vol. 52, No. 126 Wednesda);. July 1, 1987 / Rules and Regulations

becomes available and its review is
completed.

Major Scientific Issues and CASAC
Conclusions ia the SO./PM Criteria
Document Review

Chapter 1: Executive Summary.

In general, the revised draft Executive .

Summary critically synthesizes the key
points of information discussed at length
in the individual chapters. Its
conclusions and interpretations of
scientific data, studies, and issues are
consistent with those presented in each.
chapter. Relationships arnong individual
chapters are clearly defined;
redundancies that do appear are
reasonable given the complexity of the
subject. . :

The quality of the Executive Summary
would be further improved if more -
specific statements and/or tables were-
added to clarify certain important
interrelationships. These include the
differences in chemical composition
associated with each of the several -
significant size ranges of particulate
matter; and the health effects associated
with the respiratory tract deposition
patterns of particulate matter in the :
several size ranges and different
chemical compositions, Quantitative
health effects information useful in
defining specific concentrations or

ranges of concentrations of size-specific -

and/or chemical specific PM associated
with the occurrence of health effects
should also be highlighted. In view of
evidence that total thoracic
{tracheobroachial and alveolar) particle
deposition is of public liealth concern, it
would also be helpful to include a
discussion of the likely equivalency
among British Smokeshade (BS), Total
Suspended Particies [TSP), and size
.selective particle aerometric
measurements that would sample or
index atmospheric concentrations of
those sized particles identified with
tracheobronchial or alveolar deposition.
Chapter 2: Physical and Chemical
Properties of SO,/PM.
This chapter is well written and

addresses the important issues relevant

to a criteria document. It presents a
good summary of current knowledge of
the factors affecting the physics and
chemistry of sulfur dioxide and the
pathways and kinetics of its
transformation into sulfuric acid. It also
provides a good summary of particle
characteristics, dynamics, and
hygroscopic growth.

Chapter 3: Techniques for the - .
Collection and Analysis of SO./PM. -

The revised chapter provides an
excellent summary of the measurement
of sulfur oxides and particulates.
Especially important js.the discussion of

_matter into the ambient air, Given the -

the capabilities of the various :
measurement techniques and the profile
of pollutants in the ambient air which
these measurements yield. The chapter
correctly notes that British Smoke (BS),
Coefficient of Haze (COHS}), and Total
Suspended Particulate.(TSP)
measurements do not adequately reflect
key physical or chemical properties of
particulate matter in the contemporary
ambient air. Precise interconversion
among units of BS, COHS, and TSP is
not possible. In the context of a
particulate standard, British Smoke is
applicable only to a *'sooty” smoke
aerasol. It may not be a valid health
effects indicator for the aerosol
compositions observed in recent
summertime episodes in the United
States and Europe. Thus, it is unlikely -
that BS can provide a sensitive index of
hazard for today's air pollution.

Chapter 4 Sources and Emissions.

Both natural and man-made sources
‘emit sulfur dioxide-and particulate

limitations of our ability to derive -
reliable estimates from both types of -

- sources, the criteria document.presents

an adequate discussion of current
knowledge. -

" Chapter 5: Environmental
Concentrations and Exposure.

This chapter is largely acceptable in
its present form. Most of the comments
and suggestions which were made for
previous drafts have been effectively
incorporated. The most important

’omission from the chapter is information

related to chemical composition with
respect to particle size. Abundant '

. information of this type is available for

sulfates and some trace metals. Given
the strong dependence of deposition
rates and light scattering on particle
size, it might have been worthwhile to
refer to this literature in Cliapter 5 or to

" direct attention to other document

chapters [e.g., Chapter 2) where such
relationships are discussed.

Chapter 8: Atmospheric Transport,
Trangformation and Deposition.

This chapter Is concise, well-written,
and effective in communicating
information related to the current status
of mathematical models for air pollution.
The utility of various models is clearly
discussed, and the inadequacy of
current models for quantitative
extrapolation is pointed out. Topics
which had been omitted from the
previous draft of this chapter have been

. added to other chapters with .
overlapping content. The chapter is now

acceptable as written.

Chapter 7: Acidic Deposition.

The Committee has recognized the
desirability of incorporating existing
information on-acidic deposition in the

present criteria document. Chapter 7
provides an abbreviated but adequate
summary of the contribution of sulfur
oxides and particulates to the formation,
transport, and effects of acidic :
deposition. The Committee has
concluded that Chapter 7 is a _
scientifically adequate summary with
the conditional understanding that EPA
is preparing a Critical Assessment
Document for Acidic Deposition for its
review that recognizes and incorporates *
information on causes, effects, and data
bases for all of the various pollutants
relevant to acidic deposition. CASAC
has been briefed several times by
Agency officials regarding the status of
this document. The Committee looks
forward to the submission of this
integrated assessment for its critical

~ review.

Chapter 8: Effects on Vegetation.
- Inresponse to CASAC ‘ )
recommendations and public comments,

" . this chapter on vegetation effects has

been greatly improved compared to
earlier drafts reviewed by the .~

" Committee. It now includes a more

concise and interpretive critical

" evaluation of those few key studies

yielding quantitative dose-effect or
dose-response information of most use
for criteria development and standard-
setting purposes. It also reasonably
includes tables in the appendices which
summarize studies of particulates and

- sulfur dioxide related vegetation effects

that are of less utility for criteria
development and standard setting.

The Committee concurs with Chapter
8 evaluations which point to the lack of
dose-response data.to establish

‘quantitative evidence of deleterious .
. effects on vegetation from particulates -

at presently encountered U.S. ambient
air concentrations. In contrast to .
particulates, much clearer evidence
exists by which to define quantitative
exposure-effect relationships for sulfur
dioxide effects on vegetation.
Laboratory experiments in particular
have demonstrated the greater relative
toxicity to vegetation from high short-
term exposures of sulfur dioxide. This is

‘eapecially important in view of the fact

that ambient air concentrations of sulfur
dioxide from point sources often
fluctuate widely and result in high .
intermittent short-term exposures of -
plants to sulfur dioxide concentrations
against a background of longer-term but

- much lower annual average sulfur

dioxide levels. Also of much importance
are differences in the relative sensitivity .
of various plant species to sulfur dioxide
exposures, The degree of sensitivity
depends in part on factors such as phase

- of growth at time of exposure, ambient
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temperature and humidity levels, and
plant water content. Among studies
judged to be most useful for quantitative
criteria development and standard
setting are those of Dreisinger (1965,
1967) and Dreisinger and McGovern
{1970) which demonstrate visible injury
to white pine (a commercially important
species in some U.S. areas] when
natural stands of the tree in southern -
Canada were exposed for 4 hours to 0.30
ppm or for 8 hours to 0.25 ppm sulfur
dioxide emitted from a nearby smelter.
Roughly similar exposure-effect
relationships were observed in studies -
reported by Jones et al. (1874) and
McLaughlin {1981) on the effects of
sulfur dioxide from a southeastern U.S,
power plant on a wide variety of natural
gpecies in the vicinity of the point
source. In these studies some crop and
- garden species showed visible injury .
effects with 3 hour exposures to 0.8-0.8
ppm sulfur dioxide, while certain other
" crop speciés (potato, cotton, corn,
peach) did not show visible injury at
levels below 0.8 ppm. In contrast, a
chamber study by Hill et al. (1974}
suggests that plants common to the
southwestern U.S., with markedly lower
moisture content and under generally .
lower ambient air humidity levels, may
be able to withstand much higher
ambient sulfur dioxide concentrations
(up to 11 ppm for two hours) without
vigible injury, -
" Chapter &: Effects on Visibility and
Climate. ‘
. The technical aspects of this difficult
problem are well characterized. The
chapter does a good job of discussing
the physics and public awareness of
visibility. The relationship between fine
particle mass concentrations and
visibility has been well established. The
criteria document thus provides an
excellent technical basis for Agency
decision-making on these issues.

Chapter 10; Effects on Materials.

This chapter adequately discusses the
currently available scientific .
information concerning the effect of
particulate matter and sulfur oxides on
man-made materials. This includes
critical assessments of available data
concerning pertinent materials damage
functions, uncertainties associated with
existing characterizations of such
functions, and limitations regarding
estimation of monetary costs and/or
benefits associated with the occurrence
or control of such damage.

Chapter 11: Respiratory Deposition
and Biological Fate of lnhaled Aerosols
and Sulfur Dioxide.

This chapter is very much improved
compared to earlier drafts reviewed by
CASAC and is now a comprehensive
and more informative summary of

existing knowledge relevant to a criteria
document. The existing knowledge in
this area is, in many cases, incomplete.
For example, a potentially very
important factor is the influence of the
integrity of lung epithelial barriers (both
airway and alveolar) on deposition and
clearance. To enhance the chapter's.

.comprehensiveness, this iasue should be
- discussed more sufficiently in the

criteria document, despite the paucity of
available data.

Chapter 12: Toxncologlcal Studies.

This chapter is quite comprehensive -
as it describes essentially all
toxicological studies relevanttoa -
criteria document on sulfur oxides and
particulates, Also, it provides
commentary on many studies and the
Significance of their findings to potential
human health effects. In addition, the
presentation of the information is more

polished than the previous draft because :

of improved editing. -
Chapter 13: Controlled Human

" Shidies.

Thisis a chapter which thoroughly
discusses the published material on
controlled human experiments. The

-scientific criteria for good studies

discussed at the beginning of the -
chapter cannot be overemphasized.
While not all studies meet these criteria,

‘thé Committee recognizes that EPA must
‘take account of the available literature :

and believes the studies cited in the
chapter have been appropriately
selected and discussed. Overall the
chapter is well-written and directed
toward addressing those questions to
which answers are needed. One of the
most important criteria for good human
clinical studies is that they be double-
blind. Unfortunately, most of the studies
in the literature were not so peiformed.
This factor is especially significant -
when sensitive population groups, such
as asthmatics, are under study.

The chapter is also improved by the
discussion of exposures administered
through the nose and mouth during
controlled studies. It appropriately notes
that caution should be used in any
attempted extrapolation of observed
quantitative exposure/effects resulting
from such protocols, particularly when -
compared to results that might be
expected under ambient exposure
conditions. The chapter identifies -
additional research results from studies
using either face mask or open chamber
oronasal breathing that would better
resolve this issue, and it discusses
existing studies in a balanced and
thorough fashion.

Chapter 14: Epidemiological Studies.

The current draft of this chapter
represents considerable change and
fmprovement over previous drafts

HeinOnline -- 52 Fed. Reg.

reviewed by CASAC. Following
discussion with the Committee, EPA has
applied a set of guidelines for deciding
which epidemiological studies are most
appropriate for use in revising ambient
air quality standards,

More specific comments on the
chapter include the following: (1) the
integration of Chapter 14 with Chapter 3
has advanced the “real world”
understanding concerning the
application of epidemiological methods;

" (2) the epidemiclogical studies providing

the most useful quantitative
‘concentratlon/ response information for

" revising the 24-hour ambient particulate”

standard include: Lawther et al, 1958
and 1970; Martin and Bradley 1960;

" Martin 1964; Ware et al, 1981; and

Mazumdar et al, 1981; (3) the
epldemlologlcal studies providing the
most useful quantitative concentratlon/
response inforination for revising the
annual ambient particulate standard
include: Ferris and Anderson 1962; Lunn
et al, 1967; Ferris et al, 1971 and 1976; .
and Bouhuys et al, 1978; and (4) the |
studies.by Lave and Seskin, 1870, and .
Mendelsohn and Orcult, 1979 suggest an.

' "association between chronic exposure ,

to high concentrations of sulfates and
increases in the level of mortality, but
they do not indicate any threshold or
safe level from such exposures, and théy

- are not refined enough to provide

estimates of the quantitative effect of
sulfate concentrations on mortality.

Summary
The Committee made numerous

. comments of an editorial nature. These

remarks, as well as a more detailed '
discussion of the recommendations and
review provided above, are included in

* the transcripts of the three CASAC
_meetings held to review this document.

With the understanding that.the advised
changes will be incorporated in the final
criteria document, the Committee is
satigfied that the air quality criteria
document for sulfur oxides/particulate
matter is scientifically adequate for use
in standard setting.
December 15, 1988.
The Honorable Lee M. Thomas,
Administrator, U.S. Environmental Protection
Agency, Washington, DC 20460 -

Dear Mr. Thomas: The Clean Air Scientific
Advisory Committee (CASAC] has completed
its review of two documents related to the
development of National Ambient Air
Quality Standards (NAAQS) for Particulate

+ Matter and Sulfur Oxides, These two

documents are the 1982 Air Quality Criteria .
for Particulate Matter and Sulfur Oxides, and -
the 1988 Second Addendum (o Air Quality
Criterig for Particulate Matter and Sulfur

" . -Oxides (1862}, both prepared by the Agency's
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Environmental Crileria and Assessment
Office (ECAOQ).

The Committee was impressed with the
efforts of the ataff of ECAO in preparing a
well written, integrated and thorough review
of recent relevant scientific studies. The
Committee unanimously concluded that this
19386 Addendum, along with the 1882 Criteria
Document previously reviewed by CASAC,
represent a scientifically balanced and
defensible summary of the extensive
scientific literature on these pollytants.

Several important issues are discussed in
the 1986 Addendum which the Committee
believes should be emphasized. These issues
were raised during our review of recent
studies which relate primarily to guidance at
the lower bounds of the ranges for the
standards. These studies include the recent
reanalyses of the London mortality data, two
episodic lung function studies in the Unites
States and the Netherlands, and the
comparison of respiratory symptoms and
pulmonary function levets of children living
in six U.S. cities. Further discussion of these
studies and reanalyses, as well as a more
detailed discussion of the basis for the
Committee’s conclusions,. are contained in
the attached report..

The Committee also reviewed the Staff
Papers for particulate matter and for sulfur
oxides at the October 15-16, 1986 meeting,
and is preparing separate reports reflecling
its conclusions and recommendations on
each of these two documents.

Thank you for-the opportunity to present
the Committee's views on these important
public heaith issues.

Sincerely,
Morton Lippmann, Ph.D.,
Chairman; Clean Air Scientific Advisory
Commitiee.

cc: A, James Barnes, Lest’er Crant, Vaun
Newill, Craig Potter, Terry Yosie.

Summary of Major Scientific Issues and
CASAC Conclusions on the 1986
Addendum to the 1982 Particulate
Matter/Sulfur Oxides (PM/S0,) Criteria
Document

The Committee concentrated its
review on newer studies and analyses
which relate primarily to guidance on
the fower limit of the proposed ranges
for the standards. In general, the
Committee believes the Criteria
Document Addendum has appropriately
summarized and interpreted the designs,
analyses and conclusions of studies that
should be considered in the standard
setting process. The following is a brief
chapter by chapter summary of issues
that the Committee wishes to
emphasize, or which require further
clarification.

Chapter 1: Introduction

In general, this chapter provides an
excellent summary of the physical and
chemical properties and ambient )
measurement methods for PM and SO,.
However, the chapter could be
strengthened by inclusion of a
discussion of direct reading monitors for
particulate mass concentrations
including beta attenuation, light
scattering, or other techniques which

may be the dominant measurement
techniques in the States in the future,
This was discussed at the December
1985 CASAC meeling, with emphasis on
the need to move to automated and
continuous monitoring for particles.

Chapter 2: Resp:ratory Tract Deposition
and Fate

The presentation.in this chapter. could
be expanded by clarifying the

* discussion concerning the concept of

impaired Jungs and the deposition that
would occur there as opposed to thatin
normal subjects. Further, the discussion
of broncho-constriction being protective
{Svartengren et al., 1984} and the
discussion of other types of altered
breathing puatierns could be made
clearer, perhaps by reorganizing this
information by specific points.

Chapter 3: Epidemiology Studies

We wish to emphasize several studies
and-analyses discussed at the October
1986 CASAC meeting. One of these
studies (Dassen et al.) should be
integrated into this chapter, as was
recognized by Agency staff in their
remarks at the October 1986 meeting.

{1) The two episodic lung function
studies show a consistency of results in
Steubenville, Ohio [Dockery et al.) and
ljmond. Netherlands {Dassen et al.),
lending credence to reported effects of a
mixture of PM and sulfur oxides (SO, )
on respiratory function in children. This
is consistent with the earlier work of

_Stebbings. These studies provide a

relatively sensitive indication of
possible short term physiological
responses of uncertain health
significance to PM. The roles of
exposure times and duration of
functional decrement need better
definition. _

(2) The London mortality studies,
including recent analysis by Agency
staff, provide strong evidence that
particulate matter is more closely
associated with daily mortality than
sulfur dioxide concentrations. The
criteria document should recharacterize
distinctions made between "likely” and
“possible” effects levels for establishing
upper bounds.

(3) The Six-Cities study has reported
that cough and bronchitis are twice as
prevalent in children living in cities with
PM,o in the range of 40-60 ug/m?, in
comparison to cities with a range of 20-
30 pg/m3.

Chapter 4: Controlled Human Exposure
Studies of SO: Health Effects

Although this chapter was well done,
the Committee suggests that it be.
strengthened by modifying its existing.
discussions and by addition of further
discussion and tabular material
concerning short term exposure effects
presented by Drs. Horstman and
Folinsbee at the October 1986 CASAC
meetiBgonline -- 52 Fed. Reg. 24658

" public health or welfare . .

Conclusion

The 1986 Addendum to the 1982 Air
Quality Criteria Document on PM/S0,
was prepared by EPA at the request of
CASAC for the purpose of updating the
knowledge of recent scientific studies
and analyses. The Committee
commends the Agency staff for its
efforts in preparing a concise and well
written document. The Addendum
summarizes key findings from the earlier
documents and provides a reasonably
complete summary of newly available
information concerning particulate
matter and sulfur oxides, with major
emphasis on evaluation of human health
studies published since 1981. The
Committee unanimously concludes that
this 19868 Addendum, with the
incorporation of the changes noted
above, represents a scientifically
balanced-and defensible summary of the -
extensive scientific literature on these
pollutants, These documents fulfill the
requirements under section 108 of the
Clean Air Act as amended, which
requires that the document(s] ", . . shall
accurately reflect the latest sc1entlflc

“knowledge useful in indicating the kind

and extent of all identifiable effects on
" from
particulate matter and sulfur oxides in

. the ambient air. .

Addendum I—CASAC Review and
Closure of the 1882 OAQPS Siaff Paper
for Particulate Matter and the 1986
Addendum te the Staff Paper

January 29, 1982,
- Subject: CASAC Review and Closure of the

OAQPS Staff Paper for Particulale
Matter
From: Sheldon K. Friedlander, Chairman,
"Clean Air Scientific Advisory Committee
To: Anne M. Gorsuch, Administrator

The Clean Air Scientific Advisory
Committee {CASAC) recently completed its
second and final review of the document
entitled Review of the National Ambient Air
Quality Standards for Particulate Matter:
Assessmen! of Scientific and Technical
Information, OAQPS Staff Paper. The
Committee notes with satisfaction the
improvements made in the scientific quality
and the completeness of the staff paper. It
has been modified in accordance with the
recommendations made by CASAC in July
and November 1981. This document is also
consistent in all significant respects with the
scientific evidence presented and interpreted
in the combined criteria document for sulfur
oxides and particulate matter. It has
organized the data relevant to the
establishment of particilate primary and
secondary ambient air quality standards in a
logical and compelling way, and the
Committee believes that it provides you with
the kind and amount of technical guidance
that will be needed to make appropriate
revisions to the standards.

CASAC has prepared this closure
memorandum to inform you more specifically
of its major findings and conclusions
concerning the various scientific issues and
studies discussed in the staff paper. In
addition, the Committee’s review of the
seientific evidence leading to the particulate
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standard revision leads te a discussion of its
own role in the process for setting the
standard.

CASAC Conclusions and
Recommendations on Major Scientific
Issues and Studies Associated With the
Development of Revised NAAQS for
Particulates

1. Based upon the review of available
scientific evidence, a separate general
particulate standard remains a
reasonable public health policy choice.

2. CASAC reaffirms its initial
recommendation of July 1981 to
establish a 10 micrometer cut point for a
revised primary particulate standard.
This recommendation is based upon a
recognition of the periodic, and
sometimes frequent, tendency of both
healthy and sensitive populations to
breathe through their mouths and/or
oronasally. This practice increases the
amount of particulate matter that can
penetrate into the thorax because the
larger particles are not filtered in the
oronasal passages. Deposition of
particulates into this region is of special
concern to those individuals with pre-
existing respiratory problems and
children. In addition, the collection of
particles of less than 10 micrometer
diameter size more closely resembles
particles passing into the thoracic region
of the human body than the collection of
larger sized particles. Furthermore,
monitors equipped for a 10 micrometer
cut are less wind dependent and can
provide a more accurate profile of the
contemporary ambient air than samplers
which measure total suspended
particles.

CASAC's recommended size cut is
also similar to proposals of other
scientific associations. For example, 88%
of the national members of the Air
Quality Committee of the International
Standards Organization recently voted
for a particulate cut point at 10
micrometers for sampling particles
which can deposit in the lungs.

The CASAC recommendation is based
upon available scientific data. Other
individuals and groups have discussed
the possibility of establishing a revised
particulate standard at a size cut
considerably less than 10 micromefters.
However, for the current revision of the
standard, the scientific data more
readily support a 10 micrometer size cut.

3. CASAC reached several major
conclusions concerning the revision of
the 24-hour and annual particulate
standards. At the upper bound of the
proposed ranges of 150-350-ug/m3 for
the 24-hour and 55-110 pg/m? for the
annual averages, detectable health
effects accur in the populations

evaluated in the epidemiological studies.

Since the upper end of these ranges
contain little or no margin of safety, it
would be appropriate to consider lower
values for revising the 24-hour and
annual standards. In addition, the stated
ranges are based solely on quantitative
evidence reported in epidemiological
studies. A final decision on a revised
standerd should also incorporate
information generated threugh
controlled human, animal toxicology.
and from other less quantitative
epidemiological studies discussed in the
criteria document.

There is an absence of a clearly
definable exposure-response
relationship for particles, as amply
discussed in the criteria document and
the staff paper. In addition, because
airborne particles are heterogeneous in
composition, the potential toxic effects
of individual constituents should be
considered in setting the standard: Thus,
compared to margins of safety set for
pollutants such as ozone and carbon
monoxide, where exposure-response
relationships are better established and
small margins of safety are more
justifiable, CASAC believes you should
consider a revised standard with a

- wider margin.of safety.

4. The Committee reached general.
agreement that the annual particulate
standard should consist of an arithmetic
mean. It is recommended that the 24-
hour standard include a statistical form
and that the number of exceedances is
set in relation to the revised standard
level.

5. During the past decade, the link
between visibility and fine particle mass
concentrations has-been convincingly
documented. Visibility is a sensitive
indicator of accumulated man-made
pollutants in the ambient air. The public
cares about visibility and is willing to
pay something for clean air. However,
the quantitative basis for establishing a
psychological, economic, transportation
or any other welfare cost associated
with visibility impairment has not been
established. In addition, controls
required to achieve a given visibility
standard are not known due to the
complexities of pollutant transport and
transformation.

Defining acceptable levels of visibility
is a social/policy iudgment as well as a
scientific decision, but science can
provide some guidance. The upper end
of the 8-25 ;:.87“ 3 range for fine
particles (those particles with a
diameter size of less than 2.5
micrometers) would tend to maintain the
status quo for the eastern United States
and some western urban areas, but
would permit air quality degradation for
large areas in the west including
national parks. Also, it i highly
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uncertain that the recommended
thoracic particle ranges for the primary
standard will protect visibility. The 8-25
pe/m3 range for fine particles suggested
for visibility protection is a seasonal
and spatial average, unlike peak values
which will be recommended for the
primary standard. )

The strongest case for a visibility
related standard is one that links
emissions of nitrogen oxides and sulfur
dioxide with the interrelated aspects of
acidic deposition, possible
climatological effects, and vnslbillty
Each of these three air quality issues is
related to the fine parhcles which
originate both as primary particulate
emissions and as secondary aerosols
from atmospheric conversions of sulfur
dioxide and nitrogen oxides emitted as
vapors. In terms of a control strategy to

* protect public welfare, it may be more
. efficient to consider a common standard

linked to fine particles than to establish
a separate set of controls for each of
these problems and pollutants.

8. The Committee's evaluation of
scientific data and studies in the criteria
document and the staff paper lead it to
conclude that there is no scientific
justification for the establishment of a .
particulate standard for the specific
protection of vegetation.

7. The Committee discussed what
effect elimination of a Total Suspended
Particulate (TSP) standard would have

" on the environment. The soiling and

nuisance aspects of TSP are essentially
local air quality problems because such
coarse particles are not transported
great distances. This contrasts with
vigibility or oxidant related problems
which are distinctly issues of long range
pollution transport. Individuals who
serve on the Committee made various
recommendations regarding retention or

. eliminstion of a secondary standard for

TSP, but no clear consensus evolved.

The Process for Setting the Ambient
Particulate Standard

In its report of September 21, 1981,
CASAC made several major
recommendations relating to the process
for setting ambient air standards. The-
Commiittee is aware that your staff is
analyzing its report and is awaiting a
response.

A major underlying assumption of the
Committee’s recommendations was the
need to make more explicit the
relationship between the scientific
evidence in the criteria document and
the staff paper and the eventual
selection of a numerical level for
individual standards. The Committee
strongly believes in the need to clarify
the standard setting process by
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identifying the key studies that will
shape the determination of a standard.
Intensive evaluation of such studies by
CASAC and the public will considerably
increase your ability to set a
scientifically supportable standard.

The Committee is greatly encouraged
by your decision to improve the format
and content of OAQPS scientific issue

staff papers. In the Draft Staff Paper for -

Particulate Matter key studies are
identified and their implications for
" setting primary and secondary
standards are discussed. More
importantly, the inelusion of numerical
- ranges and their supporting rationale
enable the Committee and the public to
critically examine the staff's proposed
use of the studies. This led to a marked
improvement in the quality of the public
dlalogue concerning the scientific basis
for revising the standard. CASAC
commends your effort and recommends
that all staff papers developed for
" ambient air standards contain numerical
* ranges.
CASAC recogmzes that your statutory

responsibility to set standards requu‘es »

public health policy judgments in
addition to determination of a strictly
scientific nature. While the Committee is
willing to further advise youonthe .
particulate standard, we see no need, in
view of the already extensive comments
provided, to review the proposed
particulate standards prior to their
publication in the Federal Register. In
this instance, the public comment period
will provide sufficient opportunity for
‘the Committee to provide any additional
comment or review that may be
necessary. .
December 16, 1988, .

The Honorable Lee Thomas,

Administrator, U.S. Environmenta! Ptotactmn‘

Agency, Washington, DC 20460. .

Dear Mr, Thomas: The Clean Air Scientific
Advisory Committee (CASAC) has completed
its review of the 1988 Addendum to the 1882
Staff Paper on Particulate Matter (Review of
the NAAQS for Particulate Matter:
Assessment of Sc:entlﬁo and Technical .
Information] prepared by the Agency’s Office
of Air Quality Planning and Slandards
{OAQPS).

The Committee unanimously conciudes
that this document is consistent in all
significant respects with the scientific -
evidence presented and interpreted in the
combined Air Quality Criteria Document for
Particulate Matter/Sulfur Oxides and its 1986
Addendum, on which the CASAC recently
fssued its closure letter. The Committee
believes that this document provides you
with the kind and amount of technical
guidance that will be needed to make
appropriate revisions to the standards. The °
Committee's major findings and conclusions
concerning the various s¢ientific issues and
studies discussed in the Staff Paper

Addendum are contained in the attached
report.

Thank you for the opportunity to present
the Committee’s views on this important
public health issue.

Sincerely,
Morton Lippmann, Ph.D.,
Chairman, Clean Air Scientific Advisory
Commitiee,
cc: A. James Barnes, Gerald Emison, Vaun
Newill, John O'Connor, Craig Potter, Terry
Yosie.

Summary of Major Scientific Issues and
CASAC Conclusions on the 1986 Draft
Addendum to the 1982 Particulate -

. Matter Staff Paper

The Committee found the technical
discussions contained in the Staff Paper
Addendum to be acceptable with minor
revisions.

Particle Size Indicator

The CASAC reaffirms its January 29,
1982 recommendation that a particle
size indicator that includes only those

particles less than or equal to a nominal .
* 10 um aerodynamic diameter, termed
 PMo, is appropriate for regulation of

particulate concentrations. This
judgment is based on analysis of the -
earlier available data, and the analysis
of the recent scientific studies discussed
in the 1986 Addendum to the’ Air Quality
Criteria for Particulate Matter/Sulfur

Oxides and the 1988 Addendum to the -

Particulate Matter Staff Paper. -

- Implications of London Mortality

Studies

Further analyses of the London
mortality studies, including recent
analysis by Agency staff, suggest that:

(1) the data provide no evidence for a
threshold for the association between’
airborne particles and daily mortality or
a change of coefficient with changes in
particle composition;

(2) mortality effects can be associated
with PM alone (with or without sulfur
oxides);

(3) there is no reliable quantitative

. basis for converting British Smoke (BS)

readings to PM;, gravimetric mass at
low {<100-200 pg/m?) BS levels, and
hence the mortality data are not readily
useful for establishing a lower bound for
24-hour PMiy NAAQSA, although the
suggestion of mortality at relatively low
PM levels must be given serious
consideration in selecting a margin of
safety.

Interpretation of Lung Function Studies
for 24-hour Standard

Although the lung function
decrements observed in children during
and after air pollution episodes are of
uncertain health significance, the.two
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episodic lung function studies (Dockery
et al., 1986; Dassen et al., 1986) are
congistent with each other and the
earlier work of Stebbings. They provide
a relatively sensitive indication of
possible short term physiological
responses. Given the difficulty in

. deriving a lower limit from the mortality

studies, these lung function studies can
be useful in determining lower bounds
for a 24-hour PM;, standard.

!nterpretatmn of the Six Cities Study for
Annual Standerd -

In general; the Committee felt that the
six cities data are useful in establishing
the lower bound of the range for the
annual standard, In addition, the
following are suggested by the data: .

(1) Cough and bronchitis, as defined in
this study, are about twice as prevalent
in children living in cities with PMie in
the range of 40-60 pg/m 3 in comparison.
to cities with 20-30 ug/m 3;

(2) Because factors other than .
particulate matter may affect the inter-.

- city differences, it is difficult to
- determine whether these associations

should be designated as “likely” health
effects;

(3) The results are consistent. with the
Ostro studies in terms of morbidity
responses at long-term average -
particulate matter exposures within.
current partlculate ambient alr quahty
standards; and :

(4) The resu!ts are consistent wnth the’
Bouhuys study in terms of symptoms
without'changes in pulmonary function.

Ranges for 24-hour and Annual
Standards for PMio

Inits January 2, 1986 letter to the )
Administrator, the CASAC noted that its
preliminary analyses of the more recent *
data do not indicate the need for
fundamental changes in the structure of
the proposed particle standards;
however, the Committee pointed out
that these new data suggest the need to
focus consideration on standards at or
perhaps below the low ends of the
ranges proposed in the March 20, 1984
Federal Register Notice. The ranges of

- interest then proposed were 150-250 pg/ )

m? for 24-hour standard, and 50-65 pg
m ? for annual standard.

Since then, EPA staff have proposed
updated ranges of interest for both the
24-hour standard {140-250 pg/m 3), and
the annual standard (40-65 ug/m %,
based on short-term and long-term
epidemiological data, respectively, The
Committee finds these ranges of interest
reasonable, given the scientific data and
related uncertainties; however, a final
decision should also weigh evxdienoe
from clmlcal and toxncologlcal studles
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as well. The Committee agrees with EPA
staff that selection of final standards
must include consideration of the
combined protection afforded by the 24-
hour and annual standards taken
together.

The Committee recommends that you
consider setting the revised standards at
the lower ends of the proposed ranges
for both the 24-hour and annual
standards. The Committee recognizes
that the exact levels to be chosen for the
24-hour and annual standards represent
a policy choice, influenced by the need
to include a margin of safety. Given the
uncertainty in the supporting scientific
data, the Committee cannot distinguish
the health effects that may be observed
at different leveis near the lower bound,
such as the health significance of setting
the 24-hour standard at 140 uglm s
compared to 150 pg/m 3,

Addendum 1I1—Executive Suﬁgmary of
the 1986 Addendum to the Staff Paper

Review of the National AmbientAir
Quality Standards for Particulate .-
Matter: Updated Assessment af
Scientific and Technical Information—
Addendum to the 1982 OAQPS Staff
Paper (EPA, 1988b).

Executive Summary

This paper evaluates and interprets
the updated scientific and technical
information that the EPA staff believes
is most relevant to decision making on
revised primary {health) national .
ambient air quality standards (NAAQS}
for particulate matter and is an
addendum to the1982-particulate matter
staff paper. The paper assesses the
. factors the staff believes should be
considered in selecting the pollutant
indicator and level for the primary
particulate matter standards, updating
and supplementing previous staff
conclusions and recommendations in
these areas to incorporate more recent
information. This assessment is
intended to help bridge the gap between
the scientific review contained in the:
EPA criteria document addendum
“Second Addendum to Air Quality
Criteria for Particulate Matter and
Sulfur Oxides (1982): Assessment of
Newly Available Health Effects
Information” and the judgments
required of the Administrator {n making
final decisions on revisions to the
primary NAAQS for particulate matter
that were proposed in March 1984 {49 FR
10408). The staff paper and this
addendum are, therefore, important
elements in the standards review
process and provide an opportunity for
public comment on proposed staff
recommendations before they are
presented to the Administrator,

Particulate matter represents a broad
class of chemically and physically
diverse substances that exist as discrete
particles (liquid droplets or solids)
ranging in size from molecular clusters
of 0.005 micrometers (pum) to coarse
particles on the order of 1000 um. The
major chemical and physical properties
of particulate matter vary greatly with
time, region, meteorology and source
category, complicating the assessment
of health and welfare effects as related
to various indicators of particulate
pollution. The original measurement
method for the particulate matter
NAAQS was the “hi volume” sampler,
which collects particles of sizes upto.a -
nominal 25-45 pm (so-called “Total
Suspended Particulate” or TSP). EPA
has proposed to replace this particulate’
" matter indicator with one that includes
only particles with aerodynamic

" diameters smaller than a.nominal 10 pm,
" termed “PM,c". Although a large number

of PM;0 monitors are now in place,
reliable and consistent data are, at -

" present, limited. Data from 39 sites in
EPA’'s IP network show long-term urban
PMio levels range between 25 and 75 ngl
m?® and maximum 24-hour values range
from 50 to 175 ug/m?> Higher values are

_ likely as maore data become available. .

Both fine (< 2.5 pm) and coarse {>2.5
um) particles are substantial
components of PMio mass, with a
tendency for higher coarse contributions
in western U.S. locations with higher
concentrations. National estimates of
PMio levels are derived from applying
measured PM;,/TSP ratios to the wider
TSP data set. This analysis (for 1983-85
data) estimated that 193 counties
exceeded the lower bound of the ranges
proposed for PM,, standards {150 pg/m?®
24 hour, 50 pg/m?*annual) while 138
counties had sites that exceeded the
current primary TSP standards.

~ Particle In dicator

Based on an examination of air
quality composition, respiratory tract
deposition, and health effects and
related considerations, the 1982 staff .
paper recommended adoption of the size
specific indicator [PMso} proposed in
1984, The present staff assessment of the

. more recent information on respiratory

tract deposition contained in the criteria
document addendum reinforces the

- conclusions reached in the original staff
" assessment in 1982. The staff finds that

the recent data do not support -
alternative indicators that have been
suggested, which exclude all particles

, larger than 10 pm. The PM, indicator’is

generally conservative over the range of .

. tracheobronchial deposition.
Recent information suggesting
enhanced tracheobronchial particle
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deposition for children relative to adults
provides an additional reason for an
indicator that includes particles capable
of such penetration, Given these
considerations and its earlier
conclusions, the staff reaffirms its
recommendation to replace TSP as the
particle indicator for the primary
standards with a new indicator that

- includes only those particles smaller
- than a noniinal 10 um in aerodynamic

diameter (PMo). The previously
developed effectiveness criteria for
samplers are acceptable for regulatory
purposes.

Level of Standards

The major scientific basis for selecting
PM standards that have an adequate
margin of safety remains community

, epidemiological research, with

mechanistic support from toxicological

.and controlled human investigations.

The limitations of epidemiological
studies for these purposes must,
however, be recognized. Such studies,
while representing real world’
conditions, can only provide
asgociations between a complex
pollutant mix measured at apecific
locations and times and a particular set
of abservable health points. Difficulties
in conducting and interpreting
epidemiological studies limit the
reliance that can be placed onthe =~ |
results of any single study. None of the
available studies have used PMio as a
direct measure of pollution, requiring—
where appropriate—further conversion
of results to éstimated PMio unita.

The 1982 criteria document and the
criteria document addendum identify a

" limited set of epidemiological studies

most useful for developing quantitative
conclusions regarding the effects of
particulate matter. This updated staff
assessment incorporates the previous
evaluation of the earlier studies as well
as the present assessment of more
recent studies.

The updated staff assessment of the
short-term epldemiologlcal data is
summarized in Table 1; levels are
expressed in both the original (Britlsh
smoke—"BS"” or TSP} and PM,, units.
The *“effects likely” row denotes
concentration ranges derived from the
criteria document and its addendum at
or above which a consensus judgment
suggests greatest certainty that some
effects would occur, at least under the
conditions that obtained in the original
studies. The data do not, however, show
evidence of clear population thresholds
but suggest a continuum of response
with both the risk of effects occurring
and the magnitude of any potential.
effect decreasing with concentration.
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effects are possible in the range listed in
Table 1, but the relationships are not
certain enough to derive "effects likely”
levels for PMio. They do suggest levels
below which detectable functional
changes are unlikely to occur.

nature of association provide no clear
basis for distinguishing any particular
lowest “effects likely” levels or for
defining a concentration below which

- no association remains; ' The recent lung
function studies in children suggest that

This is particularly true for the
statistical analyses of daily mortality.in
London. Substantial agreement exists "*
that wintertime pollution episodes
produced premature mortality in elderly-
and ill populations, but the range and

v

Table 1. Updated Staff Assessment of Short—’I;erm Epidemiological Studies

: Measured British smoke levels [as pg/m 3) Measured TSP levels {(ug/m 2 | Equivalent PMyo-
. . : (24-hr. avg.} (24-hr, avg.} levels {pg/m 3)
Effects/study - -
Daily mortality | Aﬁgravation of Combined Small, reversible declines in Combined
in London ! ronchitis 2 range lung function in children ** range 8
Effects Likely . 1000 250"-500" 250-500 . . 350-600
Effects Poggible ....uumsmsssonssesiennd] U ? < 250" <250 © 220*-420 3—200-250 4 140-350
No Significant Effects Noted... e T 125%4-160° <125

* Indicates levels used for upper and lower bound of range. o : : - .

! Various analyses of daily mortality encompassing the London winter of 1858-59, 14 winters from 1958-72, in aggregate and individually..
Early winters dominated by Ligh smoke and SO, from coal combustion with frequent fogs. From 1982 CD: Martin and Bradley (1960); Ware et
al., (1981); Mazumdar et al. (1981). From 1986 CD) Addendum: Mazumdar et al. [1982); Ostro (1984); Shumway et-al,, %1933):' Schwartz and
Marcus (1988)..b}‘ater studies show association across entire range of smoke, with no clear delineation of “likely” effects or threshold of.
response possible, . .. . : . . Coo :

2 Study of symptons reported by bronchitis patients in London, mid-50's to early 70’s; Lawther et al. (1870)..

3 Study of pollution “episodes” in Steubenville, Ohio, 1978-80; Dockery et al. (1882). . .

4 Study of 1985 pollution episode in limond, The Netherlands; Dagsen et al. (1988). . v

§ (a) Conversion of BS readings to PM;, levels: Assumes for London conditions and BS readings in the range 100-500 pg/m 3, BS <PMo <
TSP Precise conversions are not possible. Uncertainty in measurements of BS and conversion relationships preclude quantitative estimates of
range for lower BS levels. The upper bound assumption (PMio = TSP = BS + 100 ug/m?) overestimates PMsq levels. .o :

(b) Conversion of TSP io PMy, for Dockery et al, results: Based on analysis of particle size fraction relationships.in” Steubenville
(Spengler et al. 1986) The lower bound TSP of 220 ug/m? was the peak reported for the Spring 1980 study. A PM,;; /TSP ratio of about 0.8
occurred at a-nearby site on days surrounding this peak. Using lower bound of PMio/ PM;s ratio from later year (0.8), the PMio to TSP ratlo

~ estimate used is 0.64. The 160

g/m 3 rellects peak level in Fall 1980 [rom episode with no significant functional decline noted.

(¢} Conversion of Dassen et al. results to PM,,: Both PM indices (Respirable Suspended Particles [RSP] and TSP) reached similar levels.
Results suggest TSP levels too low, but PM;, levels untikely to be much higher than RSP. Thus RSP = PM,q assumed for conditions of higher.

‘ .

Based on this staff assessment of the
short-term epidemiological data, the
range of 24-hour PMy levels of interest
are 140'to 250 pg/m3. The upper end of

. the range reflects the judgment of the

Adminigtrator with.regard to the
maximum level proposed in 1984 for a
24-hour standard, based on his.
consideration of the earlier criteria and
assessments. Although the recent -
information provides additional support
for the possibility of effects at lower
levels, it does not demonstrate that
adverse effects would occur.with

certainty at a PM,o concentration of 250

pg/m?. This level, therefore, remains an

- appropriate upper bound. The recent
- data suggest that the range of levels

under.consideration of alternative

standards can be reduced to 140 ug/m?; -
although the original lower bound of 150

pg/m3 is within the range of uncertainty

associated with expressing the data as
PM;o. Neither the studies used to derive
this range nor the more qualitative
studies of effects in other sensitive
population groups {e.g., asthmatics) or
effects in controlled human or animal
studies provide convincing scientific
support for health risks of consequence
below 140 pg/m? in current U.S.
atmospheres. These qualitative data, as
well as factors such as aerosol
composition and exposure
characteristics, should also be
considered in evaluating margins of
safety associated with alternative
standards In the range of 140 pg/m*® to

150 pg/ms. .

The amended stalf assessment of the
more quantitative long-term
epidemiological data is summarized in -
Table 2. Long-term studies are subject to
additional confounding variables that

* concentrations in this study. The 125' pg/m?3 entry reflects an excursion ‘occurring 2 days prior to date. on which no decrements noted.

reduce their sensitivity and make -
interpretation-more difficult. The most
important new.study shows a gradient

of responses in children among six U.S.
cities that follows the measured gradient
in particulate matter, but response )

- comparisons for locations with

somewhat smaller pollution gradients

" within some of these cities do not follow
* the same patterns. The results of a

separate series of studies on long and
intermediate term {2-6 weeks)
exposures in a number of U.S. cities -
(Ostro, 1983, 1987; Hausman et. al, 1984)
is more supportive of the possibility of
within city effects as comparable U.S.
exposure levels. Thus some risk of
effects is possible at levels somewhat
below those suggested by the 1982 -

- assessment, but it-is uncertain given the’

potential for confounding present in

these more recent studies.

HeinOnline -- 52 Fed. Reg. 24662 1987




Federal Register / Vol. 52, No. 126 / Wednesday, July 1, 1987 / Rules and Regulations .- 24663 -
Table 2. Updated-Staff Assessment of Long-Term Epidemiologicdl Studies
i ‘Measured Measured TSP Levels (yg[in"i " Equivalerit
BS levels (as [— — - — 10 levels
. pg/m?) Increased ) (rg/m 3)
— _re;piratory ‘In d Co o -
: ' Increased . | ,C18€38& | - jncregged crease Reduced [ ..
Effects/study respiratory ’y':nl:g’l'lm’ respiratol resplr;a;g‘rg( lung - Combined s
g .disease, duction in | 8¥Mptoms in d function ln range = | Combined
reduced lung | TETCHOR IR | Tagyltg s | NG IINESSES | epiigrens |- - range 5
function in funcltlil:asn in in children * R
chrldrer\ ! . adults®
Effects likely ‘230,';43'00 . 180" |aeesssess . " . . >180 i >80—90 .
Effects possible ; <230 130-180* | 80-150(110) 80*~114 |. I 60-180 " .40-80
No significant ¢ effects noter! : 80-130 |... O '40-114 | - - <80 T <40

* Indicates levels used for upper-and lower bound of range.

d (Lunn et al., 1987). BS levels (as pg/m ?) uncertain
Ferris et al, 1873, 1076). Effects likely level (180 pg/m "] baaed on uncertaln z-month

! Study conducted in 1983-65 in Sheffield,

3 Studies conducted in 1961-73 in Berlin, N.

average. Effects in lu
tudy conducte

value (110 pglm 3) used to indicate long-term concentration.

symptoms.

Enilan
function were relatively small,

in 1873 in two Connecticut towns. (Bouhu 1\!8 et al,, 1973). Exposure estimates reflect 1985-73 data in Ansoma Median
o effects on lung function, but some suggestion of effects on resplratory '

4 Study. conductéd in 1976-1980 in 8 U.S. cities (Ware et al.,, 1986). Exposure estimates reflect 4-year averages across cmes Compéarable
po]lutlon/effecta gradients not noted within cities. -

5 Conversion of TSP to PMio equivalents for Berlin, Ansonia studies based on estimated ratio of PMm/TSP for current U. S atmosrheres

Pace, 1983). The estlmated ratio ranged between 0.45 and 05. Conversion for six-city study based’ on site-specific’ analysls of partlc

ats (Spengler et al., 19886).

e size

¢ Ranges reflect gradients in which no slgnlﬂcant effects were detected for categones at top. Combined range reflects all columns.

Based on thia updated assessment of
the long-term epidemiological data, the
staff recommends that the range of

annual PMie levels of interest be 40 to 65 .

8/m 3. The upper end. of the range
reflects the judgment of the
Administrator with regard to the .
maximum level proposed for an annual
standard, based on his consideration of
the earlier criteria and assessment. The
staff concludes that this level remains a
useful upper bound. The recent data
prompt consideration of a standard level
below the previous lower bound (50 ug/

m 3) to values as low as 40 pg/m3. -
Uncertain data from one recent study of
six cities suggest that at this level some
risk may remain of respiratory effects in
. children, but no detectable increases in
pulmonary function are expected in
children or adults. )

When evaluating margins of safety for
. an annual standard, it is particularly
important to examine the results of - -
qualitative data from & number of
epidemiological, animal, and alr quality
studies. These suggest concern for
effects not directly evaluated in the. .
studies used to develop the ranges. Such
effects include damage to lung tissues
contributing to chronic respiratory
disease, cancer, and premature

. mortality. The available scientific data

"do not suggest major risks for these
effects categories at current ambient
particle levels in most U.S. areas.
Nevertheless, the risk that both fine and
coarse particles may produce these
responses supports the need to limit

" long-term levels of PM, for a variety of

aerosol compositions.

When selecting final standard levels,
consideration should be given to the

‘combined protection afforded by the 24-

hour and annual standards taken

. together. For example, a 24-hour

standard at 150 pg/m-* would
substantially reduce annual levels in a
number of areas below 50 pg/m 2"
adding to the protection afforded by an
annual standard in areas with higher 24-
hour peak to annual mean ratios.
Because of different form, averaging
procedures, size range, and limited PMyo
data, pietise comparison between the
above ranges of PM;¢ standards and the
current primary TSP standards is not
possible. A staff analysis of PMio/ TSP
ratios applied to recent TSP data shows
that the revised lower. bounds, taken
togethier, would result in standards
clearly more stringent than the current
standards. In various analyses,

. standards at the lower bound of the
previous range (150,50) have appeared to

range from more stringent to
approximately comparable to the
present primary standards. Standards at
the upper end of the range could, .
however, result in about a four-fold
decrease in the number of areas
exceeding the primary standards.

PART 50—~NATIONAL PRIMARY AND
SECONDARY AMBIENT AIR QUALITY
STANDARDS :

-For reasons set forth in the preamble.
Part 50 of Chapter 1 of Title 40 of the
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Codeé of Federal Regulations is amended
as follows: -

1. The authority citation for Part 50 .
contmues to read as follows:

Authonty' Secs. 108 and 301(a), Clean Air

Act. as amended {42 U.S.C, 7408, 7601 (a)).

2. Section 50.8 i3 revised to read as
follsws: - :

§ 508 Natlotrat primary and secondary ’
ambient alr quatlty standards for parttcutate
matter. ; .

(a) The level of the national prtmary
and secondary 24-hour ambient air -

.quality standards for particulate matter -

is 150 micrograms per cubic meter (ug/
m?3), 24-hour average concentration The .
standards are attained when the ©
expected number of days per calendar
year with a 24-hour average
concentration above 150 ug/m?, as

~ determined in accordance with

Appendix K to this part, is equal to or
less than one. )

{b) The level of the. ‘national primary
and secondary annual standards for . .
particulate matter is 50 micrograms per
cubi¢ meter {ug/m?), annual arithmetic -

‘mean. The standards are attained when

the expected annual arithmetic mean
concentration, as determined in .
accordance with Appendix K to this
part, is less than or equal to 50 pg/ m-“‘

(c) For the purpose of determming

.attainment of . the.primary and -
secondary standards, particulate matter o

shall be measured-in the ambient air as °
PMy; (particles with an aerodynamic
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diameter less than or equal to a nominal
10 micrometers) by: : .

(1) A referenice method based on -
Appendix ] and designatedin -
accordance with Part 53 of this chapter,
or i v Sadl

{2) An equivalent method designated
in accordance with Part 53 of this
chapter. ' ’

§50.7 [Removed and reserved]

3. Section 50.7 is removed anc -
reserved.

4. In Appendix G, reference 10 is
removed and reserved and section 5.1.1
is revised to read as follows:

§.1.1 High-Volume Sompler. Use and
calibrate the sampler as described in
Appendix B to this Part.

5. Appendix I is added and réserved. .
Appendix 1 [Reserved]

* 6. Appendix ] is added to read as - -
follows: a

Appendix J—Reference Method for the
Determination of Particulate Matter as
PM in the Atmosphere

1.0 Applicability.

11 This method provides for the
measurement of the mass concentration of
particulate matter with an aerodynamic
diaméter less than or equal to a nominal 10
micrometers (PM,) in ambient air over a 24-
hour period for purposes of determining
attainment and maintenance of the primary
and secondary national ambient air quality
standards for particulate matter specified in
§ 50.6 of this chapter. The measurement
process is nondestructive, and the PM;o
sample can be subjected to subsequent
physical or chemical analyses. Quality
assurance procedures and guidance are
provided in Part 58, Appendices A and B, of
this chapter and in References 1 and 2.

2.0 Principle.

21 An air sampler draws ambient air at &
constant flow rate into a specially shaped
inlet where the suspended particulate matter
is'inertially separated into one or more size
fractions within the PM, size range. Each
size fraction in the PMi, size range is then
collected on a separate filter over the
specified sampling period. The particle size
discrimination characteristics [sampling
effectiveness and 50 percent cutpoint) of the
sampler inlet are prescribed as performance
specifications in Part 53 of this chapter,

- 2.2 Each filter is weighed (after moisture
. equilibration) before and after use to
determine the net weight {mass) gain due to
collected PMyo. The total volume of air
sampled, corrected to EPA reference
conditions {25° C, 101.3 kPa), is determined
from the measured flow rate and the
sampling time. The mass concentration of ..

PM0 in the ambient air is computed as the = .

total mass of collected particles in the PM;o
size range divided by the volume of air
sampled, and is expressed in micrograms per
standard cubic meter {1g/std m3). For PMo

- samples collected at tamperatures and - .

pressures gignificantly different from EPA .. .

reference conditions, these corrected
concentrations sometimes differ substantially
from actual concentrations (in micrograms
per actual cubic mater}, particularly at high
elevations. Althoughi hot required, the actual
PM:c concentration can be calculated from
the corrected concentration, using the
average ambient temperature and barometric
pressure during the sampling period.

- 23 A method basged on this principle will
be considered a reference method only if (a)
the associated sampler meets the
requirements specified in this appendix and
the requirements in Part 53 of this chapter,
and (b} the method has been designated as a
reference method in accordénce with Part 53

- of this chapter.

3.0 Range.

3.1 The lower limit of the mass
concentration range is determined by the,
repeatability of filter tare weights, assuming
the nominal air sample volume for the
sampler. For samplers having an automatic
filter-changing mechanism, there may be no
upper limit, For samplers that do not have an
automatic filter-changing mechanism, the
upper limit is determined by the filter mass
loading beyond which the sampler no longer
maintains the operating flow rate within
specified limits due to increased pressure
drop across the loaded filter. This upper limit
cannot be specified precisely because it is a
complex function of the ambient particle size
distribution and type, humidity, filter type,
and perhaps other factors. Nevertheless, all
samplers should be capable of measuring 24-
hour PM:, mass concentrations of at least 300
pg/std m® while maintaining the operating
flow rate within the specified limits.

4.0 Precision,

4.1 The precision of PM;e samplers must
be 5 pg/m3 for PM;e concentrations below 80
pg/m? and 7 percent for PMic concentrations
above 80 pg/m?, as required by Part 53 of this
chepter, which prescribes a test procedure
that determines the variation in the PMy
concentration measurements of identical
samplers under typical sampling conditions.
Continual assessment of precision via .
collocated samplers is required by Part 58 of
this chapter for PM,s samplers used in certain
monitoring networks,

5.0 Accuracy.

5.1 Because the size of the particles
making up ambient particulate matter varies
over a wide range and the concentration of
particles varies with particle size, it is
difficult to define the absolute accuracy of
PM,; samplers. Part 53 of this chapter
provides a specification for the sampling
effectiveness of PMio samplers. This
specification requires that the expected mass
concentration calculated for a candidate

"PMio sampler, when sampling a specified

particle size distribution, be within £10
percent of that calculated for an ideal
sampler whose sampling effectiveness is
explicitly specified. Also, the particle size for
50 percent sampling effectivensss is required

. to be 104:0.5 micrometers. Other :

specifications related to accuracy apply to
flow measurement and calibration, fiiter

- media, analytical [weighing) procedures, and

artifact. The flow rate accuracy of PMye
samplers used in certain monitoring networks
is required by Part 58 of this chapter.to be
assessed periodicaliy vie flow rate audits.

8.0 Potential Sources of Error.
" 8.1 . Volatile Particles. Volatile particles
collected on filters are often lost during
shipment and/or storage of the filters prior to
the post-sampling weighing 3. Although
shipmeént or storage of loaded filters is

.sometimes unavoidable, filters should be °

reweighed as soon as practical to minimize
these losses. :

6.2 Artifacts. Positive errors in PMie
conceniration measurements may result from
retention of gaseous species on filters * %,
Such errors inchide the retention of sulfur
dioxide and nitric acid. Retention of sulfur
dioxide on fiiters, followea by oxidation to_
sulfate, Is referred to as artifact sulfate
formation, a phenomenon which increases
with increasing filter alkalinity ®, Little or no
artifact sulfate formation should occur using
filters that meet the alkalinity specification in
section 7.2.4, Artifact nitrate formation,
resulting primarily from retention of nitric
acid, occurs to varying degrees on many filter
types, including glass fiber, cellulose ester,
and.many quartz fiber [ilters % * * &  Loss
of true atmospheric particulate nitrate during
or following sampling may also occur due to
dissociation or chemical réaction. This -
phenomenon has been observed on Teflon®
filters ® and inferred for quartz fiber

- filters '~ 13, The magnitude of nitrate artifact

errors in PM;, mass concentration
measurements will vary with location and
ambient temperature; however, for most
sampling locations, these errors are expected
to be small. )

6.3 Humidity. The effects of ambient
humidity on the sample are unavoidable. The
filter equilibration procedure in section 8.0 is
designed to minimize the effects of moisture
on the filter medium.

6.4 Fiiter Handling. Careful handling of
filters between presampling and
postsampling weighings is necessary to avoid
errors due to damaged filters or loss of
collected particles from the filters. Use of a
filter cartridge or cassette may reduce the
magnitude of these errors. Filters must also
meet the integrity specification in section
7.23, ’

8.5 Flow Rate Variation. Variations in the
sampler's operating flow rate may alter the
particle size discrimination characteristica of
the sampler inlet, The magnitude of this error
will depend on the sensitivity of the inlet to
variations in flow rate and on the particle
distribution in the atmosphere during the
sampling period. The use of a flow control
device {section 7.1.3) is required to minimize
this error. .

6.6 Air Yolume Determination. Errors in
the air volume determination may result from
errors in the flow rate and/or sampling time
measurements, The flow control device
serves to minimize errors in the flow rate
determination, and an elapsed time meter

« (section 7.1.5) is required to minlmize.the

error in the sampling time measurement.
7.0 Apparatus. ..
. 7.1 PMhe Sampler, ’
7.1.1 .The sampler shall:be designed to:
2, Draw the air sample into the sampler
inlet and through the particle collection filter

- at a uniform face-velocity.
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b. Hold and seal the filter in a horizontal
position so that sample air is drawn
downward through the filter,

. ¢ Allow the filter to be Installed and
removed conveniently. :

d. Protect the filter and sampler from
precipitation and prevént insects and other
debris from being sampled. .

e. Mininiize air leaks that would cause
error in the measurement of the air volume
passing through the filter.

f. Discharge exhaust air at a sufficient
distance from the sampler inlet to minimize
the sampling of exhaust air..

8- Minimize the collection of dust from the .

supporting surface.
7.1.2 "The sampler shall have a sample air
inlet system that, when operated within a
. spec:ﬁed flow rate range, provides particle -
size discrimination characteristics meeting all
_ of the applicable performance specifications
prescribed in Part 53 of this chapter. The
sampler inlet shall show no significant wind
direction dependence. The-latter requirement
can generally be satisfied by an inlet shape
that is circularly aymmetncal about a vertical
axis.
713 The sampler shall have a flow
control device capable of mainiaining the
sampler's operating flow rate within the flow

rate limits specified for the sampler inlet over’

normal variations in line voltage and ﬁlter
pressure drop. L

714 The sampler shall provide a'means
to measure the total flow rate during the * - -

sampling period. A continuous flow recorder
" is recommended but not required. The flow
measurement device shall be accurate to +2
percent.

71.5 A timing/control device capable of
starting and stopping the sampler shall be " -
. used to obtain a sample collection period of
24 1 hr (1,440 60 min). An elapsed time
meter, accurate to within +15 minutes, shall
be used to measure sampling time. This meter
is optional for samplers with continuous flow
recorders if the sampling time measurement
obtained by means of the recordér meets the
+15 minute accuracy specification..

7.1.6 The sampler shall have an
asgociated operation or instruction manual as
required by Part 53 of this chapter which
includes detailed instructions on the
calibration, operation, and maintenance of
the sampler.

7.2 Filters.
" 7.21 Filter Medium. No commercially
available filter medium is ideal in all respects
for all samplers. The user's goals in sampling
determine the relative importance of various
filter characteristics (e.g., cost, ease of
handling. physical and chemical
characteristics, etc.) and, consequentiy,
determine the choice among acceptable
filters. Furthermore, certain types of filters
may not be suitable for use with some
samplers, particularly under heavy loading
conditions (high mass concentrations),
because of high or rapid increase in the filter
flow resistance that would exceed the
capability of the sampler’s flow controi
device, However, samplers equipped with
automatic filter-changing mechanisms may
allow use of these types of filters. The
specifications given below are minimum
requirements to ensure acceptability of the

filter mediurh for measurement of PMio mass
concentrations. Other filter evaluation
criteria should be considered to meet
individual sampling and analysis objectives,

7.2.2 Collection Efficiency. >99 percent,
as measured by the DOP test {ASTM-2986)
with 0.3 um particles at the sampler's
operating face velocity.

7.2.3 Integrity. +5 pg/m3 (assuming
sampler's nominal 24-hour air sample
vohime]. Integrity is measured as the PMso
concentration equivalent corresponding to
the average difference between the initial =
and the final weights of a random sample of
tes filters that are weighed and handled
under actual or simulated sampling .
conditions, but have no air sample passed
through them (i.e., filter blanks). As a
minimum, the test procedure must include
initial equilibration and weighing, installation
on an inoperative sampler, removal from the
sampler, and final equilibration and .
weighing. .

. 7.24- Alkalinity. <25 microequivalents/
gram of filter, as measured by the procedure
given in Reference 13 following at least two
months storage in a clean environment {free
from contamination by acidic gases) at room

) temperature ‘and humidity.

7.3 Flow Rate Transfer Standard. The
flow rate transfer standard must be suitable
for the-sampler's operating flow rate and

. must be calibrated against a primary flow or

volume standard that is traceable to the
National Bureau of Standards (NBS). The
flow rate transfer standard must be capable
of measunng the sampler's operating flow

- rate with an accuracy of +2 percent.

» 74 Filter Conditioning Environment.
74.1 Temperature range: 15° to 30° C.
74.2 Temperature control: +3°C. -
7.4.3 . Humidity range: 20% to 45% RH.
744 Humidity control: +5% RH.

7.5 Analytical Balance, The analytical
balance must be suitable for weighing the
type and size of filters required by the
sampler, The range and sensitivity required
will depend on the filter tare weights and
mass loadings. Typically, an analytical
balance-with a sensitivity of 0.1 mg is
required for high volume samplers (flow rates
>0.5 m®/min}. Lower volume samplers (flow
rates <0.5 m®/min] will require a more .
sensitive balance.

8.0 Colibration.

8.1 General Requirements.

81.1 Calibration of the sampler's flow
measurement device is required to establish
traceability of subsequent flow
measurements to a primary standard. A flow
rate transfer standard calibrated against a
primary flow or volume standard shall be
used to calibrate or verify the accuracy of the
sampler's flow measurement device.

8.1.2 Particle size discrimination by
inertial separation requires that specific air
velocities be maintained in the sampler's air
inlet system. Therefore, the flow rate through
the sampler’s inlet must be maintained
throughout the sampling period within the
design flow rate range specified by the
manufacturer, Design flow rates are specified
as actual volumetric flow rates, measured at
existing conditions of temperature and
pressure (Q,). In contrast, mass
concentrations of PMw are computed using

.
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flow rates corrected to EPA reference
conditions of temperature and pressure Q).

8.2 - Flow Rate Calibration Procedure.

8.21 PM, samplers employ various types
of flow control and flow measurement
devices. The specific procedure used for flow. .
rate calibration or verification will vary = |
depending on the type of flow controller and
flow indicator employed. Calibration in terms
of actual volumetric flow rates {Q,) is

- generally recommended, but other measures

of flow rate (e.g., Q.ua) may be used provided *

- the requirements of section 8.1-are met. The

general procedure given here is based on

- actual volumetric flow units (Q,} and serves
. to illustrate the steps involved in the

cahbrauon oof a PMy sampler. Consult the
sampler manufacturer’s instruction mazual
and Reference 2 for specific guidance on
calibration. Reference 14 provides additional
information on the use of the commonly used
measures of flow rate and their
interrelationships. - v

822 Calibrate the flow rale transfer .
standard against a primary flow or volume - -
standard traceable to NBS. Establish a, -
calibration relationship (e.g., an.equation or
famrly of curves) such that traceability to the
primary standard is accurate to within 2
percent over the expected range of ambient
conditions (i.e.,.temperatures and pressures}
under which the transfer standard will be
used.'Recalibrate the transfer standard
periodically.: "

8.2.3 . Following the sampler
manufacturer's instruction manual, remove
the sampler inlet and connect the.flow rate
transfer standard to the sampler such that the

. transfer standard accurately measures the, .

sampler's flow rate, Make sure there are no
leaks between the transfer standard and the
sampler.

8.24 Choose a minimum of three flow
rates (actual m3/min), spaced overthe
rcceptable flow rate range specified for the
inlet {see 7.1.2) that can be obtained by -
guitable adjustment of the sampler flow rate. -
In accordance with the sampler
manufacturer's instruction manual, obtain or
verify the calibration relationship between
the flow rate {actual m3/min) as indicated by
the transfer standard and the sampler's flow’
indicator response. Record the ambient  ~
temperature and barometric pressure.
Temperature and pressure corrections to-
subsequent flow indicator readings may be
required for certain types of flow
measurement devices. When such corrections
are necessary, correction on an individual or
daily basis is preferable. However, seasonal
rverage temperature and average barometric
pressure for the sampling site may be
incorporated into the sampler calibration to
svoid daily corrections. Consult the sampler
manufacturer’s instruction manual and
Reference 2 for additional guidance.

8.2.5 Following calibration, verify that the
sampler is operating at its design flow rate
[actual m?/min) with a clean filter in place.

8.28 Repiace the sampler inlet.

9.0 Procedure.

9.1 The sampler shall be operated in
accordance with the specific guidance
provided in the sampler manufacturer's
instruction manual and in Reference 2. The
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general procedure given hers assumes that
the sampler’s flow rate calibration ie based
on flow rates at ambient conditions (Q,) and
serves to illustrate the steps involved in the
operation of a PM,c sampler.

9.2 Inspect each filter for pinholes,
particles, and other imperfections. Establish a
filter information record and assign en
identification number to each filter.

9.2 Equilibrate each filter In the
- conditioning environment {see 7.4) for at least
24 hours.

84 Following equilibration, weigh each
filter and record the presampling weight with
the filter identification number.

. 85 Install a preweighed filter in the
sampler following the instructions provided
in the sampler manufacturer's instructional
manual,

9.6 Turn on the sampler and allow it to
establish run-temperature conditions. Record
the Rlow indicator reading and, if needed, the
ambient temperature and barometric
pressure, Determine the sampler flow rate
{actual m3/min) In accordance with the
instructions provided in the sampler
manufacturer’s instruction manual, NOTE.—
No onsite temperature or pregsure -
measurements are necessary if the sampler's
" flow indicator does not require temperature
or pressure corrections or if seasonal average
temperature and average barometric pressure
for the sampling site are incorporated into the
sampler calibration {see step 8.2.4]. If
individual or daily temperature and pressure
carrections are required, ambient
temperature and barometric pressure can be
obtained by on-site measurements or from a
nearby weather station. Barometric pressure
readings obtained from airports must be
station pressure, not corrected to sea level,
and may need to be correcled for differences
in elevation between the sampling site and
the airport.

9.7 If the flow rate is outside the
acceptable range specified by the
manufacturer, check for leaks, and if
necessary, adjust the flow rate to the
specified setpoint. Stop the gampler.

9.8 Set the timer to start and stop the
sampler at appropriate times. Set the elapsed
time meter to zero or record the Initial meter
reading.

8.9 Record the sample information (site
location or identification number, sample
date, filter identification number, end
sampler model and serial number},

9.10 Sample for 241 hours.

9.11 Determine and record the average
flow rate [Q,) in actual m?/min for the
sampling period in accordance with the
instructions provided in the gampler
manufacturer’s instruction manual. Record
the elapsed time meter final reading and, if
needed, the average ambient temperature and
barometric pressure for the sampling period
(see note following atep 9.8),

8.12 Carefully remove the filter from the
sampler, following the sampler
manufacturer's instruction manual. Touch
only the outer edges of the filter. .

9.13 Place the filter in a protective holder
or container (e.g., petri dish, glassine
envelope, or manila folder).

98.14 Record any factors such as
meteorological conditions, construction

activity, fires or dust storms, etc., that might
be pertinent to the measurement on the filter
information record.

915 Transport the exposed sample filter
to the filter conditioning environment as soon
as possible for equilibration and subsequent
weighing.

9.18 Equilibrate the exposed filter in the
conditioning environment for at least 24
hours under the same temperature and
humidity conditions used for presampling
filter equilibration {see 8.3). )

9,17 Immediately after equilibration,
reweigh the [llter and record the
postsampling weight with the filter
identification number,

10.0 Sampler Maintenance.

101 The PMio sampler shall be
maintained in strict accordance with the
maintenance procedures specified in the
sampler manufacturer's Instruction manual.

116 Calculations.

11,1 Calculate the average flow rate over
the sampling period corrected to EPA
reference conditions as Q4 When the
sampler’s {low indicator s calibrated in
actus) volumetric units {Q,), Q.. is calculated

as:
“Qua=Qa X (P, lv/ T-v]['rm/ Paua)

where

Qua=average flow rate at EPA reference
conditions, std m?/min;

Q.=average flow rate at ambient conditions,
m*/min;

P,,=average barometric pressure during the
sampling period or average barometric
pressure for the sampling site, kPa (or
mm Hg}; '

_ T.=average ambient temperature during the

sampling period or seasonal average
ambient temperature for the sampling
site, K:
T.a=standard temperature, defined as 298 K;
P.s=standard pressurs, defined as 101.3 kPa
(or 760 mm Hg).

11.2 Calculate the tota! volume of air
sampled as: - - .
Vg =Qua Xt
where
V,a=total air sampled in standard volume

units, std m?;
=sampling time, min, -

11.3 .Calculate the PM;s concentration as:
PMio={W,~ W] X108/ Vs
where .

PMyo =mass concentration of PMuo, pg/std

m%

W;, Wi=final and initial weights of filter
collecting PMy,, particles, g;

10%=conversion of g to ug.

Note.—~If more than one size fraction in the
PM;, size range is collected by the sampler.
the sum of the net weight gain by each
collection filter [Z(W,— W)} is used to
calculate the PMio mass concentration.

12.0 References.

1. Quality Assurance Handbook for
Air Pollution Measurement Systems,
Volume I, Principles. EPA-600/9-76-005,
March 1978. Available from CERI, ORD
Publications, U.S. Environmental
Protection Agency, 26 West St, Clair
Street, Cincinnati, Ohio 45268.

2. Quality Assurance Handbook for
Air Pollution Measurement Systems,
Volume II, Ambient Afr Specific
Methods. EPA-600/4-77-027a, May 1977.
Available from CERI, ORD Publications,
11.S. Environmental Protection Agency,
26 West St. Clair Street, Cincinnati,
Ohio 45268,

3. Clement, R.E., and F.W. Karasek.
Sample Composition Changes in
Sampling and Analysis of Organic
Compounds in Aerosols. Int. J. Environ.
Analyt. Chem., 7:109, 1979,

4. Lee, RE, Jr,, and . Wagman. A
Sampling Anomaly in the Determination
of Atmospheric Sulfate Concentration,
Amer, Ind. Hyg, Assoc. ]., 27:266, 1966,

5. Appel, BR., SM, Wall, Y. Tokiwa,
and M. Haik. Interference Effects in
Sampling Particulate Nitrate in Ambient
Air. Atmos, Environ., 13:319, 1979,

6. Coutant, R.W. Effect of
Environmenta)] Variables on Collection

. of Atmospheric Sulfate. Environ. Sci.

Technol., 11:873, 1977.

7. Spicer, C.W.,, and P. Schumacher.
Interference in Sampling Atmospheric
Particulate Nitrate. Atmos. Environ.,
11:873, 1977.

8. Appel, BR., Y. Tokiwa, and M.
Haik. Sampling of Nitrates in Amhient
Air. Atmos. Environ,, 15:283, 1981, -

9. Spicer, C.W.,, and P.M. Schumacher.
Particulate Nitrate: Lahoratory and Field
Studies of Major Sampling Interferences.
Atmos. Environ., 13:543, 1679,

10. Appel, BR. Letter to Larry Purdus,
U.S. EPA, Environmental Monitoring
and Support Labaratory. March 18, 1982,
Docket No. A-82-37, II-1-1.

11. Pierson, W.R., W.W. Brachaczek,
T.J. Korniski, T.J. Truex, and J.W. Butler.
Artifact Formation of Sulfate, Nitrate,
and Hydrogen Ion on Backup Filters:
Allegheny Mountain Experiment. J. Air
Pollut. Control Assoc., 30:30, 1980.

12. Dunwoody, C.L. Rapid Nitrate Loss
From PM,, Filters. ]. Air Pollut. Control
Assoc., 36:817, 1986.

13, Harrell, RM. Measuring the
Alkalinity of Hi-Vol Air Filters, EMSL/ -
RTP-SOP-QAD-534, October 1985.
Available from the U.S. Environmental
Protection Agency, EMSL/QAD,
Research Triangle Park, North Carolina
27711,

14, Smith, F., P.S. Wohlschlegel, R.S.C.
Rogers, and D.J. Mulligan. Investigation
of Flow Rate Calibration Procedures
Associated With the High Volume
Method for Determination of Suspended
Particulates. EPA-600/4-78-047, U.S.
Environmental Protection Agency,
Research Triangle Park, North Carolina
27711, 1978.

7. Appendix K is added to-read as
follows:;

HeinOnline -- 52 Fed. Reg. 24666 1987



Federal Register / Vol. 52, No. 128 / Wednesday, July 1, 1987 / Rules and Regulatfons

24667

Appendix K—Interpretation of the
National Ambient Air Quality Standards
for Particulate Matter

1.0 Ceneral.

This appendix explains the computations
necessary for analyzing particulate matter
data to determine attainment of the 24-hour
and annual standards specified in 40 CFR
50.68. For the primary and secondary
standards, particulate inatter is measured in
the ambient air as PMo (particles with an
aerodynamic diameter less than or equal to a
nominal 10 micrometers) by a reference
method based on Appendix J of this part and
designated in accordance with Part 53 of this
chapter, or by an equivalent method
designated in accordance with Part 53 of thig
chapter. The required frequency of
measurements is specified in Part 58 of this
chapter.

Several terms used throughout this
appendix must be defined. A “daily value”
for PMy, refers to the 24-hour average
concentration of PMy, calculated or measured
from midnight to midnight {local time). The
term “exceedance” means a dsily value that
is above the level of the 24-hour standard
after rounding to the nearest 10 ug/m? (i.e.,
values ending in 5 or greater are to be
rounded up). The term “average” refers to an
nrithmetic mean. All particulate matter
standards are expressed in terms of expected
annual values: expected number of
exceedances per year for the 24-hour
standard and expected annual arithmetic
mean for the annual standards. The

“expected annual value” is the number
approached when the annual values. from an
increasing number of years are averaged, in
the absence of long-term trends in emissions
or meteorological conditions. The term “year”
refers to a calendar year.

Although the discussion in this appendix
focuses on monitored data, the same
principles apply to modeling data, subject to
EPA modeling guidelines.

2.0 Attainment Determinations.

2.1 24-Hour Primary and Secondary
Standards:

Under 40 CFR 50.6(a) the 24-hour primary
and secondary standards are attained when
the expected number of exceedances per year
at each monitoring site is less than or equal
to one. In the simplest case, the number of
expected exceedances at a site is determined
by recording the number of exceedances in
each calendar year and then averaging them
over the past 3 calendar years. Situations in
which 3 years of data are not available and
possible adjustments for unusual events or
trends are discussed in Sections 2.3 and 2.4.
Further. when data for a year are incomplete,
it is necessary to compute an estimated
number of exceedances for that year by
adjusting the observed number of
exceedances. This procedure, performed by
calendar quarter, is described in Section 3. .
The expected number of exceedances is then
estimated by averaging the individual annual
estimates for the past 3 years,

The comparison with the allowable
expected exceedance rate of one per year is
made in terms of a number rounded to the
nearest tenth (fractional values equal to or
greater than 0.05 are to be rounded up: e.g.,

an exceedance rate of 1.05 would be rounded
to 1.1, which is the lowest rate for
nonattainment).

2.2 Annual Primary and Secondary
Standards.

Under 40 CFR 50.6(b), the annual primary
and secondary standards are attained when
the expected annual arithmetic mean PM;o
concentration is less than or equal to the
level of the standard. In the simplest case, the
expected annual arithmetic mean is
determined by averaging the annual
arithmetic mean PMio concentrations for the
past 3 calendar years. Because of the
potential for incomplete data and the
possible seasonality in PM;e concentrations,
the annual mean shall be calculated by :
averaging the four quarterly means of PMso
concentrations within the calendar year. The
formulas for calculating the annual arithmetic
mean are given in Section 4. Situations in
which 3 years of data are not available and
possible adjustments for unusual events or
trends are discussed In Sections 2.3 and 24.
The expected annual arithmetic mean is
rounded to the nearest 1 pg/m? before
comparison with the annual primary
standard [fractional values equal to or-
greater than 0.5 are to be rounded up).

23 Data Requirements.

40 CFR 58.13 speclfies-the required
minimum frequency of sampling for PM,0. For
the purposes of making comparisons with the
particulate matter standards, all data
produced by National Air Monitoring
Stations (NAMS), State and Local Air
Monitoring Stations (SLAMS) and other sites-
submitted to EPA in accordance with the Part
68 requirements must be used, and a
minimum of 75 percent of the scheduled PM;o
samples per quarter are required.

To demonstrate attainment of either the
annual or 24-hour standards at & monitoring
site, the monitor must provide sufficient data
to perform the required calculations of
Sections 3 and 4. The amount of data
required varies with the sampling frequency.
data capture rate and the number of years of
record. In all cases, 3 years of representative
monitoring data that meet the 75 percent
criterion of the previous paragraph should he
utilized, if available, and would suffice. More
than 3 years may be considered, if all
additional representative years of data
meeting the 75 percent criterion are utilized.
Data not meeting these criteria may also
suffice to show attainment; however, such
exceptions will have to be approved by the
appropriate Regional Administrator in
accordance with EPA guidance.

There are less stringent data requirements
for showing that a monitor has failed an
attainment test and thus has recorded a .
violation of the particulate matter standards.
Although it is generally necessary to mest the
minimum 75 percent data capture
requirement per quarter to use the
computational formulas described in Sections
3 and 4, this criterion does not apply when
less data is sufficient to unambiguously
establish nonattainment. The following
examples illustrate how nonattainment can
be demonstrated when a site fails to meet the
completeness criteria. Nonattainment of the
24-hour primary standards can be established
by (a) the observed annua! number of
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exceedances (e.g. four observed exceedances
in a single year), or by (b} the estimated
number of exceedances derived from the
observed number of exceedances and the
required number of scheduled samples (e.g.
two observed exceedances with every other
day sampling). Nonattainment of the annual
standards can be demonstrated on the basis
of quarterly mean concentrations developed
from observed data combined with one-half
the minimum detectable concentration
substituted for missing values. In both cases,
expected annual values must exceed the
levels allowed by the standards.

24 Adjustment for Exceptional Events
and Trends.

An exceptional event is an uncontrollable
event caused by natural sources of
particulate matter or an event that is not
expected to recur at a given location.
Inclusion of such a value in the computation
of exceedances or averages could result in
{nappropriate estimates of their respective
expected annual values. To reduce the effect
of unusual events, more than 3 years of
representative data may be used,
Alternatively, other techniques, such as the
use of statistical models or the use of
historical data could be considered so that
the event may be discounted or weighted
according to the likelthood that it will recur.
The use of such techniques is subject to the:
approval of the appropriate Regional
Administrator in accordance with EPA
guidance.

In cases where long-term trends in
emissions and air quality are evident,
mathematical techniques should be applied-
to account for the trends to ensure that the
expected annual values are not
inappropriately biased by unrepresentative
data. In the simplest case, if 3 years of data
are available under stable emission
conditions, this data should be used. In the
event of a trend or shift in emission patterns,
either the most recent representative year{s)-
could be used or statistical techniques or
models could be used in conjunction with
previous years of data to adjust for trends.
The use of less than 3 years of data, and any
adjustments are subject to the approval of the
appropriate Reglonal Administrator in
accordance with EPA guidance.

3.0 Computational formulas for the 24-
hour standard.

3.1 Estimating Exceedunces for a year.

1§ PMyo sampling is scheduled less
frequently than every day, or if some
scheduled samples are missed, a PM¢ value
will not be available for each day of the year.
To account for the possible effect of
incomplete data, an adjustment must be
made to the data collected at each monllonng

-location to estimate the number of

exceedances in a calendar year. In this

. adjustment, the assumption is made that the

fraction of missing values that would have
exceeded the standard level is identical to
the fraction of measured values above this
level. This computation is to be made for all
sites that are scheduled to monitor
throughout the entire year and meet the
minimum data requirements of Section 2.3,
Because of possible seasonal imbalance, this
adjustment shall be applied on a guarterly
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basis. The estimate of the expected number
of exceedances for the quarter is equal to the
observed number of exceedances plus an
increment associated with the missing data,
The following formula must be used for lhese
computations:

Camvet (VeI X (N =)l = Vo XN/, 1]

: where P : '
=the estimated number of exceedances for
calendar quarterq, ; -
=the observed number of exceedances l’or
calendar quarter g; o
N,=the number of days ln calendar quarter
. q 4
ng,=the number of days in calendar quarter q
with PMie, and |
=the index for calendar quarter, q=1, 2, 3 or
4.
The estimated number of exceedancea fora
' calendar quarter must be rounded to the
nearest hundredth (fractionsl values equal to
or greater than 0.005 must be rounded up).
The estimated number of exceedances for
the years, e, is the sum of the estimates for
" each calendar quarter

'

The estimated fumber of exceedances for a

single year must be’ rounded to one decimal
‘place {fractional values equal to or greater
"than 0.05 are-to be rounded up). The expected
number of exceedances is then estimated by
averaging the individual annual estimates for
the most.recent 3 or more representative

~ years of data, The expected number of
exceedances must be rounded to one decimal
place {fractional values equal {o or greater
than 0,05 are to be rounded up).

The adjustment for incomplete data will
not be necessary for monitoring or modeling
data which constitutes a complele record i.e.
365 days per year.

To reduce the potentidl for overestimating
the number of expected exceedances, the
correction for missing data will not be
required for a calendar quarter in which the
First observed exceedance has occurred if: (a)
there was only one exceedance in the
calendar quarter, (b) everyday sampling is
subsequently initiated and maintained for 4
. calendar quarters In accordance with 40 CFR
§ 58.13 and, (c) data capture of 75 percent is
achieved during the required period of
everyday sampling. In addition, if the first
exceedance is obsefved in a calendar quarter
in which the monitor is already sampling
every day, no adjustment for missing data
- will be made to the first exceedance if a 75
percent data capture rate was achieved in the
quarter in which it was observed.

Example1

During a particular calendar quarter. 39 out .

of a possible 82 samples were recorded, with
one observed exceedance of the 24-hour
standard, Using formula [1], the estimated
number of exceedances for the quarter is

eq=1X52/39="2.359 or 2.38

"%I': L :;lz_l

Te=1 .7 ::.: R IR

If the estimated exceedances for the other 3
calendar quarters in the year were 2.30, 0.0
and 0.0, then, using formula [2], the estimated
number of exceedances for the year is
2.364-2.304-0.040.0 which equals 4.68 or 4.7,
If no exceedances were observed for the 2
previous years, then the expected number of
exceedances is estimated by {1/

3} X (4.7 4+0+0)=1.57 or 1.8. Since 1.6 exceeds

“the allowable number of expected
- exceedances, this momtormg site would fail

the attainment test.

‘Example 2

In this example, everyday sampling was
initiated following the first observed
exceedance as required by 40 CFR § 58.13.
Accordingly, the first observed exceedance
would not be adjusted for incomplete
sampling. During the next three quarters, 1.2
exceedances were estimated. In this case, the
estimated exceedances for the year would be .

. 1.0+1.240.0+0.0 which equals 2.2. If, as

before, no exceedances were observed for
the two previous years, then the estimated

- exceedancés for the 3-year period would

then be [1/3)5( (2. z+o o+om 0.7, and the:

where . - o
e,=the estimated number of exceedances for
the quarter.
Ny=the number of days In the quarter,
m,=the number of strata with samples
during the quarter,
vy=the number of observed exceedances in
stratum j, and
k)=the number of actual samples in stratum j.
Note that if only one sample value is
recorded in each stratum, then formula |3]
reduces to formula [1]. :

Example 3’

A monitoring site samples according to a
systematic sampling schedule of one sample
every 6 days, for a total of 15 scheduled °
samples in & quarter out of a total of 82
possible samples. During one 6-day period,
potential episode levels of PMic were
suspected, so 5 additional samples were
taken. One of the regular scheduled samples
was missed, so a total of 18 samples in 14
sampling strata were measured. The one 6-
day sampling stratum with 8 samples
recorded 2 exceedances. The remainder of -
the quarter with one sample per stratum
recorded zero exceedances. Using formula
[3]. the estimated number of exceedances for
the quarter is
e,=(92/14)X(2/6+0+..,40)=2.19 .

4,0 Computational Formulas for Annual

_ Standards.

4.1 Calculation of the Annual Arithmetic
Mean.

An annual arithmetic mean value for PMyo
{s determined by averaging the guarterly -
means for the 4 calendar quarters of the year.
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’ . . - mg -
Qq=(Ng/mg}x _ I—-'—

monitoring site would not fail the attainment
test:

3.2 Adjustments for Non-Scheduled
Sampling Days.

If a systematic sampling schedule is used
and sampling is performed-on days in
addition to the days specified by the
systematic sampling schedule, e.g., during
episodes of high pollution, thenan
adjustment must be made in the formula for
the estimation of exceedances. Such an
adjustment is needed to eliminate the bias.in
the estimate of the quarterly and annual
number of exceedances that would occur if
the chance of an exceedance is different for
scheduled than for non-scheduled days, as
would be the case with episode samplmg

The required adjustment treats the "
systematic sampling schedule as a stratified .
sampling plan. If the period from one
scheduled sample until the day preceding the
next scheduled sample is defined as a
sampling stratum, then there is one stratum
for each scheduled sampling day. An average
number of observed exceedancesis
computed for each of these sampling strata.
With nonscheduled sampling days, the
estimated number of exceedances ls defined"
a8

i) 3]

. The fullo.wlns formuld is to be used for

calculation of the mean for a calendar
quarter:

Retmdx =%

where

%= the quarterly mean concentration for
quarter q, ¢=1, 2, 3, or 4,

ng= the number of samples in the quarler.
and
= the ith concentration value recorded i in
" "the quarter,

The quarterly mean, expressed in pg/m?,

_ must be rounded to the nearest tenth

{fractional values of 0.05 ghould be rounded
up).

The annual mean is calculated by using the
following formula;

4 - -
K=(1/4)X — X, . [5)
R =1

where’
X=the annual mean, and
X,=the mean for calendar quarter q.
The average, of quarterly means must be
.rounded to the nearest tenth (fractional .
values of 0.05 should be rounded up).
The use of quarterly averages to compute
the annual average will not be necessary for

19287
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monitoring or medeling data which results in
a complete record, i.e., 365 days per year,

The expected annual mean is estimated as
the average of three or more annual means.
This multi-year estimate, expressed in pg/m?,
shall be rounded to the nearest integer for
comparison with the annual standard
[fractional values of 0.5 should be rounded:
up).

Example 4

Using formula [4], the quarterly means are
calculated for each calendar quarter. If the
quarterly means are 52.4, 75.3, 82,1, and 63.2
pg/m 3, then the annual means is

Y= (1/4) % (52.4+75.3482.1+63.2= 68.25 or 68.3

4.2 Adjustments for Non—scheduled
Sampling Days.
© An admstmen& in the calculation of the
annual mean is needed if samplingis
performed on days in addition to the days
specified by the systematic sampling
schedule, For'the same reasons given in the -
discussion of estimated exceedances (Section
3.2), the quarterly averages would be -
calculated by using the following formula;

k
Remtifmx %—_‘— olk) 18]

where

Xo=the quarterly mean concentration for
quarter q, q=1, 2,3, 0r 4,

xy=the ith concentration value recorded in
stratum §,

k;=the number of actual samples in stratum j,
and .

m,=1he number of strata with data in the
quarter.

If one sample value is recorded in each
stratum, formula [6] reduces to a simple
arithmetic average of the observed values as

- described by formula [4].

Example 5
During one calendar quarter, 9

-abgervations were recorded. These samples

were distributed among 7 sampling strata,
with 3 observations in one stratum. The
concentrations of the 3 abservations in the
single stratum were 202, 242, and 180 pg/m3.
The remaining 6 observed concentrations
were 55, 68, 73, 92, 120, and 155 p. g/m3,
Applying the weighting factors speciﬁed in
formula {8), the quarterly mean is

Ko=(1/7) X [{1/3) X {202+ 242+ 180) 4 55 +-88+ 73 +-82 4120+ 155] =110.1

Although 24-hour measurements are
rounded to the nearest 10 pg/m? for -
determinations of exceedances of tha 24-hout
standard, note that these values are rounded -
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to the nearest 1 ].tg/ m? for the calculatlon of
means.
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