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53.61 Test conditions for PM2.5 reference
method equivalency.

53.62 Test procedure: Full wind tunnel test.
53.63 Test procedure: Wind tunnel inlet as-

piration test.
53.64 Test procedure: Static fractionator

test.
53.65 Test procedure: Loading test.
53.66 Test procedure: Volatility test.
TABLE F–1 TO SUBPART F—PERFORMANCE

SPECIFICATIONS FOR PM2.5 CLASS II EQUIV-
ALENT SAMPLERS

TABLE F–2 TO SUBPART F—PARTICLE SIZES
AND WIND SPEEDS FOR FULL WIND TUNNEL
TEST, WIND TUNNEL INLET ASPIRATION
TEST, AND STATIC CHAMBER TEST

TABLE F–3 TO SUBPART F—CRITICAL PARAM-
ETERS OF IDEALIZED AMBIENT PARTICLE
SIZE DISTRIBUTIONS

TABLE F–4 TO SUBPART F—ESTIMATED MASS
CONCENTRATION MEASUREMENT OF PM2.5

FOR IDEALIZED COARSE AEROSOL SIZE DIS-
TRIBUTION

TABLE F–5 TO SUBPART F—ESTIMATED MASS
CONCENTRATION MEASUREMENT OF PM2.5

FOR IDEALIZED ‘‘TYPICAL’’ COARSE AERO-
SOL SIZE DISTRIBUTION

TABLE F–6 TO SUBPART F—ESTIMATED MASS
CONCENTRATION MEASUREMENT OF PM2.5

FOR IDEALIZED FINE AEROSOL SIZE DIS-
TRIBUTION

FIGURE F–1 TO SUBPART F—DESIGNATION
TESTING CHECKLIST

APPENDIX A TO SUBPART F—REFERENCES

AUTHORITY: Sec. 301(a) of the Clean Air Act
(42 U.S.C. sec. 1857g(a)), as amended by sec.
15(c)(2) of Pub. L. 91–604, 84 Stat. 1713, unless
otherwise noted.

SOURCE: 40 FR 7049, Feb. 18, 1975, unless
otherwise noted.

Subpart A—General Provisions

SOURCE: 62 FR 38784, July 18, 1997, unless
otherwise noted.

§ 53.1 Definitions.
Terms used but not defined in this

part shall have the meaning given
them by the Act.

Act means the Clean Air Act (42
U.S.C. 1857–1857l), as amended.

Administrator means the Adminis-
trator of the Environmental Protection
Agency or the Administrator’s author-
ized representative.

Agency means the Environmental
Protection Agency.

Applicant means a person or entity
who submits an application for a ref-
erence or equivalent method deter-
mination under § 53.4, or a person or en-

tity who assumes the rights and obliga-
tions of an applicant under § 53.7. Ap-
plicant may include a manufacturer,
distributor, supplier, or vendor.

Automated method or analyzer means a
method for measuring concentrations
of an ambient air pollutant in which
sample collection (if necessary), analy-
sis, and measurement are performed
automatically by an instrument.

Candidate method means a method for
measuring the concentration of an air
pollutant in the ambient air for which
an application for a reference method
determination or an equivalent method
determination is submitted in accord-
ance with § 53.4, or a method tested at
the initiative of the Administrator in
accordance with § 53.7.

Class I equivalent method means an
equivalent method for PM2.5 which is
based on a sampler that is very similar
to the sampler specified for reference
methods in appendix L of this part,
with only minor deviations or modi-
fications, as determined by EPA.

Class II equivalent method means an
equivalent method for PM2.5 that uti-
lizes a PM2.5 sampler in which an inte-
grated PM2.5 sample is obtained from
the atmosphere by filtration and is
subjected to a subsequent filter condi-
tioning process followed by a
gravimetric mass determination, but
which is not a Class I equivalent meth-
od because of substantial deviations
from the design specifications of the
sampler specified for reference methods
in appendix L of part 50 of this chapter,
as determined by EPA.

Class III equivalent method means an
equivalent method for PM2.5 that has
been determined by EPA not to be a
Class I or Class II equivalent method.
This fourth type of PM2.5 method in-
cludes alternative equivalent method
samplers and continuous analyzers,
based on designs and measurement
principles different from those speci-
fied for reference methods (e.g., a
means for estimating aerosol mass con-
centration other than by conventional
integrated filtration followed by equili-
bration and gravimetric analysis.
These samplers (or monitors) are those
deemed to be substantially different
from reference method samplers and
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are likely to use components and meth-
ods other than those specified for ref-
erence method samplers.

Collocated describes two or more air
samplers, analyzers, or other instru-
ments which sampler the ambient air
that are operated silmultaneously
while located side by side, separated by
a distance that is large enough to pre-
clude the air sampled by any of the de-
vices from being affected by any of the
other devices, but small enough so that
all devices obtain identical or uniform
ambient air samples that are equally
representative of the general area in
which the group of devices is located.

Equivalent method means a method
for measuring the concentration of an
air pollutant in the ambient air that
has been designated as an equivalent
method in accordance with this part; it
does not include a method for which an
equivalent method designation has
been canceled in accordance with § 53.11
or § 53.16.

ISO 9001-registered facility means a
manufacturing facility that is either:

(1) An International Organization for
Standardization (ISO) 9001-registered
manufacturing facility, registered to
the ISO 9001 standard (by the Registrar
Accreditation Board (RAB) of the
American Society for Quality Control
(ASQC) in the United States), with reg-
istration maintained continuously.

(2) A facility that can be dem-
onstrated, on the basis of information
submitted to the EPA, to be operated
according to an EPA-approved and pe-
riodically audited quality system
which meets, to the extent appropriate,
the same general requirements as an
ISO 9001-registered facility for the de-
sign and manufacture of designated ref-
erence and equivalent method samplers
and monitors.

ISO-certified auditor means an auditor
who is either certified by the Registrar
Accreditation Board (in the United
States) as being qualified to audit
quality systems using the require-
ments of recognized standards such as
ISO 9001, or who, based on information
submitted to the EPA, meets the same
general requirements as provided for
ISO-certified auditors.

Manual method means a method for
measuring concentrations of an ambi-
ent air pollutant in which sample col-

lection, analysis, or measurement, or
some combination therof, is performed
manually. A method for PM10 or PM2.5

which utilizes a sampler that requires
manual preparation, loading, and
weighing of filter samples is considered
a manual method even though the sam-
pler may be capable of automatically
collecting a series of sequential sam-
ples.

PM2.5 sampler means a device, associ-
ated with a manual method for measur-
ing PM2.5, designed to collect PM2.5

from an ambient air sample, but lack-
ing the ability to automatically ana-
lyze or measure the collected sample to
determine the mass concentrations of
PM2.5 in the sampled air.

PM10 sampler means a device, associ-
ated with a manual method for measur-
ing PM10, designed to collect PM10 from
an ambient air sample, but lacking the
ability to automatically analyze or
measure the collected sample to deter-
mine the mass concentrations of PM10

in the sampled air.
Reference method means a method of

sampling and analyzing the ambient
air for an air pollutant that is specified
as a reference method in an appendix
to part 50 of this chapter, or a method
that has been designated as a reference
method in accordance with this part; it
does not include a method for which a
reference method designation has been
canceled in accordance with § 53.11 or
§ 53.16.

Sequential samples for PM samplers
means two or more PM samples for se-
quential (but not necessarily contig-
uous) time periods that are collected
automatically by the same sampler
without the need for intervening opera-
tor service.

Test analyzer means an analyzer sub-
jected to testing as part of a candidate
method in accordance with subparts B,
C, D, E, or F of this part, as applicable.
Test sampler means a PM10 sampler or
a PM2.5 sampler subjected to testing as
part of a candidate method in accord-
ance with subparts C, D, E, or F of this
part.

Ultimate purchaser means the first
person or entity who purchases a ref-
erence method or an equivalent method
for purposes other than resale.
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§ 53.2 General requirements for a ref-
erence method determination.

The following general requirements
for a reference method determination
are summarized in table A–1 of this
subpart.

(a) Manual methods. (1) For measur-
ing sulfur dioxide (SO2) and lead, Ap-
pendices A and G of part 50 of this
chapter specify unique manual ref-
erence methods for those pollutants.
Except as provided in § 53.16, other
manual methods for SO2 and lead will
not be considered for reference method
determinations under this part.

(2) A reference method for measuring
PM10 must be a manual method that
meets all requirements specified in ap-
pendix J of part 50 of this chapter and
must include a PM10 sampler that has
been shown in accordance with this
part to meet all requirements specified
in subparts A and D of this part.

(3) A reference method for measuring
PM2.5 must be a manual method that
meets all requirements specified in ap-
pendix L of part 50 of this chapter and
must include a PM2.5 sampler that has
been shown in accordance with this
part to meet the applicable require-
ments specified in subparts A and E of
this part. Further, reference method
samplers must be manufactured in an
ISO 9001-registered facility, as defined
in § 53.1 and as set forth in § 53.51, and
the Product Manufacturing Checklist
set forth in subpart E of this part must
be completed by an ISO-certified audi-
tor, as defined in § 53.1, and submitted
to EPA annually to retain a PM2.5 ref-
erence method designation.

(b) Automated methods. An automated
reference method for measuring carbon
monoxide (CO), ozone (O3), and nitro-
gen dioxide (NO2) must utilize the
measurement principle and calibration
procedure specified in the appropriate
appendix to part 50 of this chapter and
must have been shown in accordance
with this part to meet the require-
ments specified in subpart B of this
part.

§ 53.3 General requirements for an
equivalent method determination.

(a) Manual methods. A manual equiva-
lent method must have been shown in
accordance with this part to satisfy the
applicable requirements specified in

subpart C of this part. In addition,
PM10 or PM2.5 samplers associated with
manual equivalent methods for PM10 or
PM2.5 must have been shown in accord-
ance with this part to satisfy the fol-
lowing additional requirements:

(1) A PM10 sampler associated with a
manual method for PM10 must satisfy
the requirements of subpart D of this
part.

(2) A PM2.5 Class I equivalent method
sampler must satisfy all requirements
of subparts C and E of this part, which
include appropriate demonstration
that each and every deviation or modi-
fication from the reference method
sampler specifications does not signifi-
cantly alter the performance of the
sampler.

(3) A PM2.5 Class II equivalent meth-
od sampler must satisfy the applicable
requirements of subparts C, E, and F of
this part.

(4) Requirements for PM2.5 Class III
equivalent method samplers are not
provided in this part because of the
wide range of non-filter-based measure-
ment technologies that could be ap-
plied and the likelihood that these re-
quirements will have to be specifically
adapted for each such type of tech-
nology. Specific requirements will be
developed as needed and may include
selected requirements from subparts C,
E, or F of this part or other require-
ments not contained in this part.

(5) All designated equivalent methods
for PM2.5 must be manufactured in an
ISO 9001-registered facility, as defined
in § 53.1 and as set forth in § 53.51, and
the Product Manufacturing Checklist
set forth in subpart E of this part must
be completed by an ISO-certified audi-
tor, as defined in § 53.1, and submitted
to EPA annually to retain a PM2.5

equivalent method designation.
(b) Automated methods. (1) Automated

equivalent methods for pollutants
other than PM2.5 or PM10 must have
been shown in accordance with this
part to satisfy the requirements speci-
fied in subparts B and C of this part.

(2) Automated equivalent methods
for PM10 must have been shown in ac-
cordance with this part to satisfy the
requirements of subparts C and D of
this part.

(3) Requirements for PM2.5 Class III
automated equivalent methods for
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PM2.5 are not provided in this part be-
cause of the wide range of non-filter-
based measurement technologies that
could be applied and the likelihood
that these requirements will have to be
specifically adapted for each such type
of technology. Specific requirements
will be developed as needed and may
include selected requirements from
subparts C, E, or F of this part or other
requirements not contained in this
part.

(4) All designated equivalent methods
for PM2.5 must be manufactured in an
ISO 9001-registered facility, as set forth
in subpart E of this part, and the Prod-
uct Manufacturing Checklist set forth
in subpart E of this part must be com-
pleted by an ISO-certified auditor and
submitted to EPA annually to retain a
PM2.5 equivalent method designation.

[62 FR 38784, July 18, 1997; 63 FR 7714, Feb. 17,
1998]

§ 53.4 Applications for reference or
equivalent method determinations.

(a) Applications for reference or
equivalent method determinations
shall be submitted in duplicate to: Di-
rector, National Exposure Research
Laboratory, Department E (MD-77B),
U.S. Environmental Protection Agen-
cy, Research Triangle Park, North
Carolina 27711.

(b) Each application shall be signed
by an authorized representative of the
applicant, shall be marked in accord-
ance with § 53.15 (if applicable), and
shall contain the following:

(1) A clear identification of the can-
didate method, which will distinguish
it from all other methods such that the
method may be referred to unambig-
uously. This identification must con-
sist of a unique series of descriptors
such as title, identification number,
analyte, measurement principle, manu-
facturer, brand, model, etc., as nec-
essary to distinguish the method from
all other methods or method vari-
ations, both within and outside the ap-
plicant’s organization.

(2) A detailed description of the can-
didate method, including but not lim-
ited to the following: The measurement
principle, manufacturer, name, model
number and other forms of identifica-
tion, a list of the significant compo-
nents, schematic diagrams, design

drawings, and a detailed description of
the apparatus and measurement proce-
dures. Drawings and descriptions per-
taining to candidate methods or sam-
plers for PM2.5 must meet all applicable
requirements in reference 1 of appendix
A of this subpart, using appropriate
graphical, nomenclature, and mathe-
matical conventions such as those
specified in references 3 and 4 of appen-
dix A of this subpart.

(3) A copy of a comprehensive oper-
ation or instruction manual providing
a complete and detailed description of
the operational, maintenance, and cali-
bration procedures prescribed for field
use of the candidate method and all in-
struments utilized as part of that
method (under § 53.9(a)).

(i) As a minimum this manual shall
include:

(A) Description of the method and as-
sociated instruments.

(B) Explanation of all indicators, in-
formation displays, and controls.

(C) Complete setup and installation
instructions, including any additional
materials or supplies required.

(D) Details of all initial or startup
checks or acceptance tests and any
auxiliary equipment required.

(E) Complete operational instruc-
tions.

(F) Calibration procedures and re-
quired calibration equipment and
standards.

(G) Instructions for verification of
correct or proper operation.

(H) Trouble-shooting guidance and
suggested corrective actions for abnor-
mal operation.

(I) Required or recommended routine,
periodic, and preventative mainte-
nance and maintenance schedules.

(J) Any calculations required to de-
rive final concentration measurements.

(K) Appropriate references to appen-
dix L of part 50 of this chapter; ref-
erence 6 of appendix A of this subpart;
and any other pertinent guidelines.

(ii) The manual shall also include
adequate warning of potential safety
hazards that may result from normal
use and/or malfunction of the method
and a description of necessary safety
precautions. (See § 53.9(b).) However,
the previous requirement shall not be
interpreted to constitute or imply any
warranty of safety of the method by

VerDate 25<JUN>98 10:16 Jul 30, 1998 Jkt 179145 PO 00000 Frm 00005 Fmt 8010 Sfmt 8010 Y:\SGML\179145T.XXX pfrm08 PsN: 179145T



10

40 CFR Ch. I (7–1–98 Edition)§ 53.4

EPA. For samplers and automated
methods, the manual shall include a
clear description of all procedures per-
taining to installation, operation, pre-
ventive maintenance, and trouble-
shooting and shall also include parts
identification diagrams. The manual
may be used to satisfy the require-
ments of paragraphs (b)(1) and (b)(2) of
this section to the extent that it in-
cludes information necessary to meet
those requirements.

(4) A statement that the candidate
method has been tested in accordance
with the procedures described in sub-
parts B, C, D, E, and/or F of this part,
as applicable.

(5) Descriptions of test facilities and
test configurations, test data, records,
calculations, and test results as speci-
fied in subparts B, C, D, E, and/or F of
this part, as applicable. Data must be
sufficiently detailed to meet appro-
priate principles described in para-
graphs 4 through 6 of reference 2 of ap-
pendix A of this subpart, part b, sec-
tions 3.3.1 (paragraph 1) and 3.5.1 (para-
graphs 2 and 3) and in paragraphs 1
through 3 of reference 5 (section 4.8,
Records) of appendix A of this subpart.
Salient requirements from these ref-
erences include the following:

(i) The applicant shall maintain and
include records of all relevant measur-
ing equipment, including the make,
type, and serial number or other iden-
tification, and most recent calibration
with identification of the measurement
standard or standards used and their
National Institute of Standards and
Technology (NIST) traceability. These
records shall demonstrate the measure-
ment capability of each item of meas-
uring equipment used for the applica-
tion and include a description and jus-
tification (if needed) of the measure-
ment setup or configuration in which it
was used for the tests. The calibration
results shall be recorded and identified
in sufficient detail so that the
traceability of all measurements can
be determined and any measurement
could be reproduced under conditions
close to the original conditions, if nec-
essary, to resolve any anomalies.

(ii) Test data shall be collected ac-
cording to the standards of good prac-
tice and by qualified personnel. Test
anomalies or irregularities shall be

documented and explained or justified.
The impact and significance of the de-
viation on test results and conclusions
shall be determined. Data collected
shall correspond directly to the speci-
fied test requirement and be labeled
and identified clearly so that results
can be verified and evaluated against
the test requirement. Calculations or
data manipulations must be explained
in detail so that they can be verified.

(6) A statement that the method, an-
alyzer, or sampler tested in accordance
with this part is representative of the
candidate method described in the ap-
plication.

(c) For candidate automated methods
and candidate manual methods for
PM10 and PM2.5, the application shall
also contain the following:

(1) A detailed description of the qual-
ity system that will be utilized, if the
candidate method is designated as a
reference or equivalent method, to en-
sure that all analyzers or samplers of-
fered for sale under that designation
will have essentially the same perform-
ance characteristics as the analyzer(s)
or samplers tested in accordance with
this part. In addition, the quality sys-
tem requirements for candidate meth-
ods for PM2.5 must be described in suffi-
cient detail, based on the elements de-
scribed in section 4 of reference 1
(Quality System Requirements) of ap-
pendix A of this subpart. Further clari-
fication is provided in the following
sections of reference 2 of appendix A of
this subpart: part A (Management Sys-
tems), sections 2.2 (Quality System and
Description), 2.3 (Personnel Qualifica-
tion and Training), 2.4 (Procurement of
Items and Services), 2.5 (Documents
and Records), and 2.7 (Planning); part B
(Collection and Evaluation of Environ-
mental Data), sections 3.1 (Planning
and Scoping), 3.2 (Design of Data Col-
lection Operations), and 3.5 (Assess-
ment and Verification of Data
Usability); and part C (Operation of En-
vironmental Technology), sections 4.1
(Planning), 4.2 (Design of Systems), and
4.4 (Operation of Systems).

(2) A description of the durability
characteristics of such analyzers or
samplers (see § 53.9(c)). For methods for
PM2.5, the warranty program must en-
sure that the required specifications
(see table A–1 of this subpart) will be
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met throughout the warranty period
and that the applicant accepts respon-
sibility and liability for ensuring this
conformance or for resolving any
nonconformities, including all nec-
essary components of the system, re-
gardless of the original manufacturer.
The warranty program must be de-
scribed in sufficient detail to meet ap-
propriate provisions of the ANSI/ASQC
and ISO 9001 standards (references 1
and 2 in appendix A of this subpart) for
controlling conformance and resolving
nonconformance, particularly sections
4.12, 4.13, and 4.14 of reference 1 in ap-
pendix A of this subpart.

(i) Section 4.12 in appendix A of this
subpart requires the manufacturer to
establish and maintain a system of pro-
cedures for identifying and maintain-
ing the identification of inspection and
test status throughout all phases of
manufacturing to ensure that only in-
struments that have passed the re-
quired inspections and tests are re-
leased for sale.

(ii) Section 4.13 in appendix A of this
subpart requires documented proce-
dures for control of nonconforming
product, including review and accept-
able alternatives for disposition; sec-
tion 4.14 in appendix A of this subpart
requires documented procedures for
implementing corrective (4.14.2) and
preventive (4.14.3) action to eliminate
the causes of actual or potential
nonconformities. In particular, section
4.14.3 requires that potential causes of
nonconformities be eliminated by
using information such as service re-
ports and customer complaints to
eliminate potential causes of
nonconformities.

(d) For candidate reference or equiva-
lent methods for PM2.5, the applicant
shall provide to EPA for test purposes
one sampler or analyzer that is rep-
resentative of the sampler or analyzer
associated with the candidate method.
The sampler or analyzer shall be
shipped FOB destination to Depart-
ment E, (MD-77B), U.S. EPA, 79 T.W.
Alexander Drive, Research Triangle
Park, NC 27711, scheduled to arrive
concurrent with or within 30 days of
the arrival of the other application ma-
terials. This analyzer or sampler may
be subjected to various tests that EPA
determines to be necessary or appro-

priate under § 53.5(f), and such tests
may include special tests not described
in this part. If the instrument submit-
ted under this paragraph malfunctions,
becomes inoperative, or fails to per-
form as represented in the application
before the necessary EPA testing is
completed, the applicant shall be af-
forded an opportunity to repair or re-
place the device at no cost to EPA.
Upon completion of EPA testing, the
analyzer or sampler submitted under
this paragraph shall be repacked by
EPA for return shipment to the appli-
cant, using the same packing materials
used for shipping the instrument to
EPA unless alternative packing is pro-
vided by the applicant. Arrangements
for, and the cost of, return shipment
shall be the responsibility of the appli-
cant. EPA does not warrant or assume
any liability for the condition of the
analyzer or sampler upon return to the
applicant.

§ 53.5 Processing of applications.
After receiving an application for a

reference or equivalent method deter-
mination, the Administrator will pub-
lish notice of the application in the
FEDERAL REGISTER and, within 120 cal-
endar days after receipt of the applica-
tion, take one or more of the following
actions:

(a) Send notice to the applicant, in
accordance with § 53.8, that the can-
didate method has been determined to
be a reference or equivalent method.

(b) Send notice to the applicant that
the application has been rejected, in-
cluding a statement of reasons for re-
jection.

(c) Send notice to the applicant that
additional information must be sub-
mitted before a determination can be
made and specify the additional infor-
mation that is needed (in such cases,
the 120-day period shall commence
upon receipt of the additional informa-
tion).

(d) Send notice to the applicant that
additional test data must be submitted
and specify what tests are necessary
and how the tests shall be interpreted
(in such cases, the 120-day period shall
commence upon receipt of the addi-
tional test data).

(e) Send notice to the applicant that
the application has been found to be
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substantially deficient or incomplete
and cannot be processed until addi-
tional information is submitted to
complete the application and specify
the general areas of substantial defi-
ciency.

(f) Send notice to the applicant that
additional tests will be conducted by
the Administrator, specifying the na-
ture of and reasons for the additional
tests and the estimated time required
(in such cases, the 120-day period shall
commence 1 calendar day after the ad-
ditional tests have been completed).

§ 53.6 Right to witness conduct of
tests.

(a) Submission of an application for a
reference or equivalent method deter-
mination shall constitute consent for
the Administrator or the Administra-
tor’s authorized representative, upon
presentation of appropriate creden-
tials, to witness or observe any tests
required by this part in connection
with the application or in connection
with any modification or intended
modification of the method by the ap-
plicant.

(b) The applicant shall have the right
to witness or observe any test con-
ducted by the Administrator in connec-
tion with the application or in connec-
tion with any modification or intended
modification of the method by the ap-
plicant.

(c) Any tests by either party that are
to be witnessed or observed by the
other party shall be conducted at a
time and place mutually agreeable to
both parties.

§ 53.7 Testing of methods at the initia-
tive of the Administrator.

(a) In the absence of an application
for a reference or equivalent method
determination, the Administrator may
conduct the tests required by this part
for such a determination, may compile
such other information as may be nec-
essary in the judgment of the Adminis-
trator to make such a determination,
and on the basis of the tests and infor-
mation may determine that a method
satisfies applicable requirements of
this part.

(b) In the absence of an application
requesting the Administrator to con-
sider revising an appendix to part 50 of

this chapter in accordance with § 53.16,
the Administrator may conduct such
tests and compile such information as
may be necessary in the Administra-
tor’s judgment to make a determina-
tion under § 53.16(d) and on the basis of
the tests and information make such a
determination.

(c) If a method tested in accordance
with this section is designated as a ref-
erence or equivalent method in accord-
ance with § 53.8 or is specified or des-
ignated as a reference method in ac-
cordance with § 53.16, any person or en-
tity who offers the method for sale as
a reference or equivalent method
thereafter shall assume the rights and
obligations of an applicant for purposes
of this part, with the exception of
those pertaining to submission and
processing of applications.

§ 53.8 Designation of reference and
equivalent methods.

(a) A candidate method determined
by the Administrator to satisfy the ap-
plicable requirements of this part shall
be designated as a reference method or
equivalent method (as applicable), and
a notice of the designation shall be
submitted for publication in the FED-
ERAL REGISTER not later than 15 days
after the determination is made.

(b) A notice indicating that the
method has been determined to be a
reference method or an equivalent
method shall be sent to the applicant.
This notice shall constitute proof of
the determination until a notice of des-
ignation is published in accordance
with paragraph (a) of this section.

(c) The Administrator will maintain
a current list of methods designated as
reference or equivalent methods in ac-
cordance with this part and will send a
copy of the list to any person or group
upon request. A copy of the list will be
available for inspection or copying at
EPA Regional Offices.

§ 53.9 Conditions of designation.
Designation of a candidate method as

a reference method or equivalent meth-
od shall be conditioned to the appli-
cant’s compliance with the following
requirements. Failure to comply with
any of the requirements shall con-
stitute a ground for cancellation of the
designation in accordance with § 53.11.
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(a) Any method offered for sale as a
reference or equivalent method shall be
accompanied by a copy of the manual
referred to in § 53.4(b)(3) when delivered
to any ultimate purchaser.

(b) Any method offered for sale as a
reference or equivalent method shall
generate no unreasonable hazard to op-
erators or to the environment during
normal use or when malfunctioning.

(c) Any analyzer, PM10 sampler, or
PM2.5 sampler offered for sale as part of
a reference or equivalent method shall
function within the limits of the per-
formance specifications referred to in
§ 53.20(a), § 53.30(a), § 53.50, or § 53.60, as
applicable, for at least 1 year after de-
livery and acceptance when maintained
and operated in accordance with the
manual referred to in § 53.4(b)(3).

(d) Any analyzer, PM10 sampler, or
PM2.5 sampler offered for sale as a ref-
erence or equivalent method shall bear
a prominent, permanently affixed label
or sticker indicating that the analyzer
or sampler has been designated by EPA
as a reference method or as an equiva-
lent method (as applicable) in accord-
ance with this part and displaying any
designated method identification num-
ber that may be assigned by EPA.

(e) If an analyzer is offered for sale as
a reference or equivalent method and
has one or more selectable ranges, the
label or sticker required by paragraph
(d) of this section shall be placed in
close proximity to the range selector
and shall indicate clearly which range
or ranges have been designated as parts
of the reference or equivalent method.

(f) An applicant who offers analyzers,
PM10 samplers, or PM2.5 samplers for
sale as reference or equivalent methods
shall maintain an accurate and current
list of the names and mailing addresses
of all ultimate purchasers of such ana-
lyzers or samplers. For a period of 7
years after publication of the reference
or equivalent method designation ap-
plicable to such an analyzer or sam-
pler, the applicant shall notify all ulti-
mate purchasers of the analyzer or
PM2.5 or PM10 sampler within 30 days if
the designation has been canceled in
accordance with § 53.11 or § 53.16 or if
adjustment of the analyzer or sampler
is necessary under § 53.11(b).

(g) If an applicant modifies an ana-
lyzer, PM10 sampler, or PM2.5 sampler

that has been designated as a reference
or equivalent method, the applicant
shall not sell the modified analyzer or
sampler as a reference or equivalent
method nor attach a label or sticker to
the modified analyzer or sampler under
paragraph (d) or (e) of this section
until the applicant has received notice
under § 53.14(c) that the existing des-
ignation or a new designation will
apply to the modified analyzer, PM10

sampler, or PM2.5 sampler or has ap-
plied for and received notice under
§ 53.8(b) of a new reference or equiva-
lent method determination for the
modified analyzer or sampler.

(h) An applicant who has offered
PM2.5 samplers or analyzers for sale as
part of a reference or equivalent meth-
od may continue to do so only so long
as the facility in which the samplers or
analyzers are manufactured continues
to be an ISO 9001-registered facility, as
set forth in subpart E of this part. In
the event that the ISO 9001 registration
for the facility is withdrawn, sus-
pended, or otherwise becomes inap-
plicable, either permanently or for
some specified time interval, such that
the facility is no longer an ISO 9001-
registered facility, the applicant shall
notify EPA within 30 days of the date
the facility becomes other than an ISO
9001-registered facility, and upon such
notification, EPA shall issue a prelimi-
nary finding and notification of pos-
sible cancellation of the reference or
equivalent method designation under
§ 53.11.

(i) An applicant who has offered PM2.5

samplers or analyzers for sale as part
of a reference or equivalent method
may continue to do so only so long as
updates of the Product Manufacturing
Checklist set forth in subpart E of this
part are submitted annually. In the
event that an annual Checklist update
is not received by EPA within 12
months of the date of the last such sub-
mitted Checklist or Checklist update,
EPA shall notify the applicant within
30 days that the Checklist update has
not been received and shall, within 30
days from the issuance of such notifi-
cation, issue a preliminary finding and
notification of possible cancellation of
the reference or equivalent method
designation under § 53.11.
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§ 53.10 Appeal from rejection of appli-
cation.

Any applicant whose application for
a reference or equivalent method deter-
mination has been rejected may appeal
the Administrator’s decision by taking
one or more of the following actions:

(a) The applicant may submit new or
additional information in support of
the application.

(b) The applicant may request that
the Administrator reconsider the data
and information already submitted.

(c) The applicant may request that
any test conducted by the Adminis-
trator that was a material factor in the
decision to reject the application be re-
peated.

§ 53.11 Cancellation of reference or
equivalent method designation.

(a) Preliminary finding. If the Admin-
istrator makes a preliminary finding
on the basis of any available informa-
tion that a representative sample of a
method designated as a reference or
equivalent method and offered for sale
as such does not fully satisfy the re-
quirements of this part or that there is
any violation of the requirements set
forth in § 53.9, the Administrator may
initiate proceedings to cancel the des-
ignation in accordance with the follow-
ing procedures.

(b) Notification and opportunity to
demonstrate or achieve compliance. (1)
After making a preliminary finding in
accordance with paragraph (a) of this
section, the Administrator will send
notice of the preliminary finding to the
applicant, together with a statement of
the facts and reasons on which the pre-
liminary finding is based, and will pub-
lish notice of the preliminary finding
in the FEDERAL REGISTER.

(2) The applicant will be afforded an
opportunity to demonstrate or to
achieve compliance with the require-
ments of this part within 60 days after
publication of notice in accordance
with paragraph (b)(1) of this section or
within such further period as the Ad-
ministrator may allow, by demonstrat-
ing to the satisfaction of the Adminis-
trator that the method in question sat-
isfies the requirements of this part, by
commencing a program to make any
adjustments that are necessary to
bring the method into compliance, or

by taking such action as may be nec-
essary to cure any violation of the re-
quirements of § 53.9. If adjustments are
necessary to bring the method into
compliance, all such adjustments shall
be made within a reasonable time as
determined by the Administrator. If
the applicant demonstrates or achieves
compliance in accordance with this
paragraph (b)(2), the Administrator
will publish notice of such demonstra-
tion or achievement in the FEDERAL
REGISTER.

(c) Request for hearing. Within 60 days
after publication of a notice in accord-
ance with paragraph (b)(1) of this sec-
tion, the applicant or any interested
person may request a hearing as pro-
vided in § 53.12.

(d) Notice of cancellation. If, at the end
of the period referred to in paragraph
(b)(2) of this section, the Administrator
determines that the reference or equiv-
alent method designation should be
canceled, a notice of cancellation will
be published in the FEDERAL REGISTER
and the designation will be deleted
from the list maintained under § 53.8(c).
If a hearing has been requested and
granted in accordance with § 53.12, ac-
tion under this paragraph (d) will be
taken only after completion of pro-
ceedings (including any administrative
review) conducted in accordance with
§ 53.13 and only if the decision of the
Administrator reached in such proceed-
ings is that the designation in question
should be canceled.

§ 53.12 Request for hearing on can-
cellation.

Within 60 days after publication of a
notice in accordance with § 53.11(b)(1),
the applicant or any interested person
may request a hearing on the Adminis-
trator’s action. If, after reviewing the
request and supporting data, the Ad-
ministrator finds that the request
raises a substantial issue of fact, a
hearing will be granted in accordance
with § 53.13 with respect to such issue.
The request shall be in writing, signed
by an authorized representative of the
applicant or interested person, and
shall include a statement specifying:

(a) Any objections to the Administra-
tor’s action.

(b) Data or other information in sup-
port of such objections.
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§ 53.13 Hearings.
(a)(1) After granting a request for a

hearing under § 53.12, the Adminis-
trator will designate a presiding officer
for the hearing.

(2) If a time and place for the hearing
have not been fixed by the Adminis-
trator, the hearing will be held as soon
as practicable at a time and place fixed
by the presiding officer, except that
the hearing shall in no case be held
sooner than 30 days after publication of
a notice of hearing in the FEDERAL
REGISTER.

(3) For purposes of the hearing, the
parties shall include EPA, the appli-
cant or interested person(s) who re-
quested the hearing, and any person
permitted to intervene in accordance
with paragraph (c) of this section.

(4) The Deputy General Counsel or
the Deputy General Counsel’s rep-
resentative will represent EPA in any
hearing under this section.

(5) Each party other than EPA may
be represented by counsel or by any
other duly authorized representative.

(b)(1) Upon appointment, the presid-
ing officer will establish a hearing file.
The file shall contain copies of the no-
tices issued by the Administrator pur-
suant to § 53.11(b)(1), together with any
accompanying material, the request
for a hearing and supporting data sub-
mitted therewith, the notice of hearing
published in accordance with para-
graph (a)(2) of this section, and cor-
respondence and other material data
relevant to the hearing.

(2) The hearing file shall be available
for inspection by the parties or their
representatives at the office of the pre-
siding officer, except to the extent that
it contains information identified in
accordance with § 53.15.

(c) The presiding officer may permit
any interested person to intervene in
the hearing upon such a showing of in-
terest as the presiding officer may re-
quire; provided that permission to in-
tervene may be denied in the interest
of expediting the hearing where it ap-
pears that the interests of the person
seeking to intervene will be adequately
represented by another party (or by
other parties), including EPA.

(d)(1) The presiding officer, upon the
request of any party or at the officer’s
discretion, may arrange for a prehear-

ing conference at a time and place
specified by the officer to consider the
following:

(i) Simplification of the issues.
(ii) Stipulations, admissions of fact,

and the introduction of documents.
(iii) Limitation of the number of ex-

pert witnesses.
(iv) Possibility of agreement on dis-

posing of all or any of the issues in dis-
pute.

(v) Such other matters as may aid in
the disposition of the hearing, includ-
ing such additional tests as may be
agreed upon by the parties.

(2) The results of the conference shall
be reduced to writing by the presiding
officer and made part of the record.

(e)(1) Hearings shall be conducted by
the presiding officer in an informal but
orderly and expeditious manner. The
parties may offer oral or written evi-
dence, subject to exclusion by the pre-
siding officer of irrelevant, immaterial,
or repetitious evidence.

(2) Witnesses shall be placed under
oath.

(3) Any witness may be examined or
cross-examined by the presiding offi-
cer, the parties, or their representa-
tives. The presiding officer may, at his/
her discretion, limit cross-examination
to relevant and material issues.

(4) Hearings shall be reported ver-
batim. Copies of transcripts of proceed-
ings may be purchased from the re-
porter.

(5) All written statements, charts,
tabulations, and data offered in evi-
dence at the hearing shall, upon a
showing satisfactory to the presiding
officer of their authenticity, relevancy,
and materiality, be received in evi-
dence and shall constitute part of the
record.

(6) Oral argument shall be permitted.
The presiding officer may limit oral
presentations to relevant and material
issues and designate the amount of
time allowed for oral argument.

(f)(1) The presiding officer shall make
an initial decision which shall include
written findings and conclusions and
the reasons therefore on all the mate-
rial issues of fact, law, or discretion
presented on the record. The findings,
conclusions, and written decision shall
be provided to the parties and made
part of the record. The initial decision
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shall become the decision of the Ad-
ministrator without further proceed-
ings unless there is an appeal to, or re-
view on motion of, the Administrator
within 30 calendar days after the ini-
tial decision is filed.

(2) On appeal from or review of the
initial decision, the Administrator will
have all the powers consistent with
making the initial decision, including
the discretion to require or allow
briefs, oral argument, the taking of ad-
ditional evidence or the remanding to
the presiding officer for additional pro-
ceedings. The decision by the Adminis-
trator will include written findings and
conclusions and the reasons or basis
therefore on all the material issues of
fact, law, or discretion presented on
the appeal or considered in the review.

§ 53.14 Modification of a reference or
equivalent method.

(a) An applicant who offers a method
for sale as a reference or equivalent
method shall report to the EPA Admin-
istrator prior to implementation any
intended modification of the method,
including but not limited to modifica-
tions of design or construction or of
operational and maintenance proce-
dures specified in the operation manual
(see § 53.9(g)). The report shall be signed
by an authorized representative of the
applicant, marked in accordance with
§ 53.15 (if applicable), and addressed as
specified in § 53.4(a).

(b) A report submitted under para-
graph (a) of this section shall include:

(1) A description, in such detail as
may be appropriate, of the intended
modification.

(2) A brief statement of the appli-
cant’s belief that the modification will,
will not, or may affect the performance
characteristics of the method.

(3) A brief statement of the probable
effect if the applicant believes the
modification will or may affect the
performance characteristics of the
method.

(4) Such further information, includ-
ing test data, as may be necessary to
explain and support any statement re-
quired by paragraphs (b)(2) and (b)(3) of
this section.

(c) Within 30 calendar days after re-
ceiving a report under paragraph (a) of
this section, the Administrator will

take one or more of the following ac-
tions:

(1) Notify the applicant that the des-
ignation will continue to apply to the
method if the modification is imple-
mented.

(2) Send notice to the applicant that
a new designation will apply to the
method (as modified) if the modifica-
tion is implemented, submit notice of
the determination for publication in
the FEDERAL REGISTER, and revise or
supplement the list referred to in
§ 53.8(c) to reflect the determination.

(3) Send notice to the applicant that
the designation will not apply to the
method (as modified) if the modifica-
tion is implemented and submit notice
of the determination for publication in
the FEDERAL REGISTER.

(4) Send notice to the applicant that
additional information must be sub-
mitted before a determination can be
made and specify the additional infor-
mation that is needed (in such cases,
the 30-day period shall commence upon
receipt of the additional information).

(5) Send notice to the applicant that
additional tests are necessary and
specify what tests are necessary and
how they shall be interpreted (in such
cases, the 30-day period shall com-
mence upon receipt of the additional
test data).

(6) Send notice to the applicant that
additional tests will be conducted by
the Administrator and specify the rea-
sons for and the nature of the addi-
tional tests (in such cases, the 30-day
period shall commence 1 calendar day
after the additional tests are com-
pleted).

(d) An applicant who has received a
notice under paragraph (c)(3) of this
section may appeal the Administra-
tor’s action as follows:

(1) The applicant may submit new or
additional information pertinent to the
intended modification.

(2) The applicant may request the
Administrator to reconsider data and
information already submitted.

(3) The applicant may request that
the Administrator repeat any test con-
ducted that was a material factor in
the Administrator’s determination. A
representative of the applicant may be
present during the performance of any
such retest.
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§ 53.15 Trade secrets and confidential
or privileged information.

Any information submitted under
this part that is claimed to be a trade
secret or confidential or privileged in-
formation shall be marked or otherwise
clearly identified as such in the sub-
mittal. Information so identified will
be treated in accordance with part 2 of
this chapter (concerning public infor-
mation).

§ 53.16 Supersession of reference
methods.

(a) This section prescribes procedures
and criteria applicable to requests that
the Administrator specify a new ref-
erence method, or a new measurement
principle and calibration procedure on
which reference methods shall be
based, by revision of the appropriate
appendix to part 50 of this chapter.
Such action will ordinarily be taken
only if the Administrator determines
that a candidate method or a variation
thereof is substantially superior to the
existing reference method(s).

(b) In exercising discretion under this
section, the Administrator will con-
sider:

(1) The benefits, in terms of the re-
quirements and purposes of the Act,
that would result from specifying a
new reference method or a new meas-
urement principle and calibration pro-
cedure.

(2) The potential economic con-
sequences of such action for State and
local control agencies.

(3) Any disruption of State and local
air quality monitoring programs that
might result from such action.

(c) An applicant who wishes the Ad-
ministrator to consider revising an ap-
pendix to part 50 of this chapter on the
ground that the applicant’s candidate
method is substantially superior to the
existing reference method(s) shall sub-
mit an application for a reference or
equivalent method determination in
accordance with § 53.4 and shall indi-
cate therein that such consideration is
desired. The application shall include,
in addition to the information required
by § 53.4, data and any other informa-
tion supporting the applicant’s claim
that the candidate method is substan-
tially superior to the existing reference
method(s).

(d) After receiving an application
under paragraph (c) of this section, the
Administrator will publish notice of its
receipt in the FEDERAL REGISTER and,
within 120 calendar days after receipt
of the application, take one of the fol-
lowing actions:

(1) Determine that it is appropriate
to propose a revision of the appendix to
part 50 of this chapter in question and
send notice of the determination to the
applicant.

(2) Determine that it is inappropriate
to propose a revision of the appendix to
part 50 of this chapter in question, de-
termine whether the candidate method
is a reference or equivalent method,
and send notice of the determinations,
including a statement of reasons for
the determination not to propose a re-
vision, to the applicant.

(3) Send notice to the applicant that
additional information must be sub-
mitted before a determination can be
made and specify the additional infor-
mation that is needed (in such cases,
the 120-day period shall commence
upon receipt of the additional informa-
tion).

(4) Send notice to the applicant that
additional tests are necessary, specify-
ing what tests are necessary and how
the test shall be interpreted (in such
cases, the 120-day period shall com-
mence upon receipt of the additional
test data).

(5) Send notice to the applicant that
additional tests will be conducted by
the Administrator, specifying the na-
ture of and reasons for the additional
tests and the estimated time required
(in such cases, the 120-day period shall
commence 1 calendar day after the ad-
ditional tests have been completed).

(e)(1)(i) After making a determina-
tion under paragraph (d)(1) of this sec-
tion, the Administrator will publish a
notice of proposed rulemaking in the
FEDERAL REGISTER. The notice of pro-
posed rulemaking will indicate that
the Administrator proposes:

(A) To revise the appendix to part 50
of this chapter in question.

(B) Where the appendix specifies a
measurement principle and calibration
procedure, to cancel reference method
designations based on the appendix.
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(C) To cancel equivalent method des-
ignations based on the existing ref-
erence method(s).

(ii) The notice of proposed rule-
making will include the terms or sub-
stance of the proposed revision, will in-
dicate what period(s) of time the Ad-
ministrator proposes to allow for re-
placement of existing methods under
section 2.3 of appendix C to part 58 of
this chapter, and will solicit public
comments on the proposal with par-
ticular reference to the considerations
set forth in paragraphs (a) and (b) of
this section.

(2)(i) If, after consideration of com-
ments received, the Administrator de-
termines that the appendix to part 50
in question should be revised, the Ad-
ministrator will, by publication in the
FEDERAL REGISTER:

(A) Promulgate the proposed revi-
sion, with such modifications as may
be appropriate in view of comments re-
ceived.

(B) Where the appendix to part 50
(prior to revision) specifies a measure-
ment principle and calibration proce-
dure, cancel reference method designa-
tions based on the appendix.

(C) Cancel equivalent method des-
ignations based on the existing ref-
erence method(s).

(D) Specify the period(s) that will be
allowed for replacement of existing
methods under section 2.3 of appendix
C to part 58 of this chapter, with such
modifications from the proposed pe-

riod(s) as may be appropriate in view of
comments received.

(3) Canceled designations will be de-
leted from the list maintained under
§ 53.8(c). The requirements and proce-
dures for cancellation set forth in
§ 53.11 shall be inapplicable to cancella-
tion of reference or equivalent method
designations under this section.

(4) If the appendix to part 50 of this
chapter in question is revised to speci-
fy a new measurement principle and
calibration procedure on which the ap-
plicant’s candidate method is based,
the Administrator will take appro-
priate action under § 53.5 to determine
whether the candidate method is a ref-
erence method.

(5) Upon taking action under para-
graph (e)(2) of this section, the Admin-
istrator will send notice of the action
to all applicants for whose methods ref-
erence and equivalent method designa-
tions are canceled by such action.

(f) An applicant who has received no-
tice of a determination under para-
graph (d)(2) of this section may appeal
the determination by taking one or
more of the following actions:

(1) The applicant may submit new or
additional information in support of
the application.

(2) The applicant may request that
the Administrator reconsider the data
and information already submitted.

(3) The applicant may request that
any test conducted by the Adminis-
trator that was a material factor in
making the determination be repeated.

TABLE A–1 TO SUPBART A—SUMMARY OF APPLICABLE REQUIREMENTS FOR REFERENCE AND
EQUIVALENT METHODS FOR AIR MONITORING OF CRITERIA POLLUTANTS

Pollutant Ref. or Equivalent Manual or Automated
Applicable
Part 50 Ap-

pendix

Applicable Subparts of Part 53

A B C D E F

SO2 ................ Reference ...................... Manual ........................... A
Manual ........................... ........................................ ✔ ........ ✔
Equivalent ...................... Automated ..................... ✔ ✔ ✔

CO .................. Reference ...................... Automated ..................... C ✔ ✔
Manual ........................... ........................................ ✔ ........ ✔
Equivalent ...................... Automated ..................... ✔ ✔ ✔

O3 ................... Reference ...................... Automated ..................... D ✔ ✔
Manual ........................... ........................................ ✔ ........ ✔
Equivalent ...................... Automated ..................... ✔ ✔ ✔

NO2 ................ Reference ...................... Automated ..................... F ✔ ✔
Manual ........................... ........................................ ✔ ........ ✔
Equivalent ...................... Automated ..................... ✔ ✔ ✔

Pb ................... Reference ...................... Manual ........................... G
Equivalent ...................... Manual ........................... ✔ ........ ✔

PM10 ............... Reference ...................... Manual ........................... J ✔ ........ ........ ✔
Manual ........................... ........................................ ✔ ........ ✔ ✔
Equivalent ...................... Automated ..................... ✔ ........ ✔ ✔

PM2.5 .............. Reference ...................... Manual ........................... L ✔ ........ ........ ........ ✔
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TABLE A–1 TO SUPBART A—SUMMARY OF APPLICABLE REQUIREMENTS FOR REFERENCE AND
EQUIVALENT METHODS FOR AIR MONITORING OF CRITERIA POLLUTANTS—Continued

Pollutant Ref. or Equivalent Manual or Automated
Applicable
Part 50 Ap-

pendix

Applicable Subparts of Part 53

A B C D E F

Equivalent Class I ......... Manual ........................... L ✔ ........ ✔ ........ ✔
Equivalent Class II ........ Manual ........................... L ✔ ........ ✔ ........ ✔ ✔
Equivalent Class III ....... Manual or Automated .... ✔ ........ ✔ 1 ........ ✔ 1 ✔ 1

1 NOTE: Because of the wide variety of potential devices possible, the specific requirements applicable to a Class III candidate
equivalent method for PM2.5 are not specified explicitly in this part but, instead, shall be determined on a case-by-case basis for
each such candidiate method.

APPENDIX A TO SUBPART A—
REFERENCES

(1) American National Standard Quality
Systems-Model for Quality Assurance in De-
sign, Development, Production, Installation,
and Servicing, ANSI/ISO/ASQC Q9001-1994.
Available from American Society for Quality
Control, 611 East Wisconsin Avenue, Milwau-
kee, WI 53202.

(2) American National Standard—Speci-
fications and Guidelines for Quality Systems
for Environmental Data Collection and Envi-
ronmental Technology Programs, ANSI/
ASQC E41994. Available from American Soci-
ety for Quality Control, 611 East Wisconsin
Avenue, Milwaukee, WI 53202.

(3) Dimensioning and Tolerancing, ASME
Y14.5M-1994. Available from the American
Society of Mechanical Engineers, 345 East
47th Street, New York, NY 10017.

(4) Mathematical Definition of Dimension-
ing and Tolerancing Principles, ASME
Y14.5.1M-1994. Available from the American
Society of Mechanical Engineers, 345 East
47th Street, New York, NY 10017.

(5) ISO 10012, Quality Assurance Require-
ments for Measuring Equipment-Part 1: Me-
teorological confirmation system for meas-
uring equipment):1992(E). Available from
American Society for Quality Control, 611
East Wisconsin Avenue, Milwaukee, WI 53202.

(6) Copies of section 2.12 of the Quality As-
surance Handbook for Air Pollution Meas-
urement Systems, Volume II, Ambient Air
Specific Methods, EPA/600/R-94/038b, are
available from Department E (MD-77B), U.S.
EPA, Research Triangle Park, NC 27711.

Subpart B—Procedures for Testing
Performance Characteristics
of Automated Methods SO2,
CO, O3, and NO2

§ 53.20 General provisions.
(a) The test procedures given in this

subpart shall be used to test the per-
formance of candidate automated
methods against the performance spec-
ifications given in table B–1. A test an-

alyzer representative of the candidate
automated method must exhibit per-
formance better than, or equal to, the
specified value for each such specifica-
tion (except Range) to satisfy the re-
quirements of this subpart. Except as
provided in paragraph (b) of this sec-
tion, the range of the candidate meth-
od must be the range specified in table
B–1 to satisfy the requirements of this
subpart.

(b) For a candidate method having
more than one selectable range, one
range must be that specified in table
B–1 and a test analyzer representative
of the method must pass the tests re-
quired by this subpart while operated
in that range. The tests may be re-
peated for a broader range (i.e., one ex-
tending to higher concentrations) than
that specified in table B–1 provided
that the range does not extend to con-
centrations more than two times the
upper range limit specified in table B–
1. If the application is for a reference
method determination, the tests may
be repeated for a narrower range (one
extending to lower concentrations)
than that specified in table B–1.

If the tests are conducted or passed
only for the specified range, any ref-
erence or equivalent method deter-
mination with respect to the method
will be limited to that range. If the
tests are passed for both the specified
range and a broader range (or ranges),
any such determination will include
the broader range(s) as well as the
specified range, provided that the tests
required by subpart C of this part (if
applicable) are met for the broader
range(s). If the tests are passed for
both the specified range and a narrower
range, a reference method determina-
tion for the method will include the
narrower range as well as the specified
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