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Procedure Coordinators of the dis-
approval recommendation. Based on
the National Coordinator’s rec-
ommended disapproval of a proposed
alternate test procedure and an assess-
ment of any current approvals for lim-
ited uses for the unapproved method,
the Regional ATP Coordinator may de-
cide to withdraw approval of the meth-
od for limited use in the Region.

(2) Where the National Coordinator
has recommended approval of an appli-
cant’s request for nationwide use of an
alternate test procedure, the National
Coordinator will notify the applicant.
The National Coordinator will also no-
tify the Regional ATP Coordinators
that they may consider approval of
this alternate test procedure for lim-
ited use in their Regions based on the
information and data provided in the
application until the alternate test
procedure is approved by publication in
a final rule in the FEDERAL REGISTER.

(3) EPA will propose to amend this
part to include the alternate test pro-
cedure in §136.3. EPA shall make avail-
able for review all the factual bases for
its proposal, including the method, any
performance data submitted by the ap-
plicant and any available EPA analysis
of those data.

(4) Following public comment, EPA
shall publish in the FEDERAL REGISTER
a final decision on whether to amend
this part to include the alternate test
procedure as an approved analytical
method for nationwide use.

(5) Whenever the National Coordi-
nator has recommended approval of an
applicant’s ATP request for nationwide
use, any person may request an ap-
proval of the method for limited use
under §136.5 from the EPA Region.

[77 FR 29809, May 18, 2012, as amended at 82
FR 40874, Aug. 28, 2017]

§136.5 Approval of alternate test pro-
cedures for limited use.

(a) Any person may request the Re-
gional ATP Coordinator to approve the
use of an alternate test procedure in
the Region.

(b) When the request for the use of an
alternate test procedure concerns use
in a State with an NPDES permit pro-
gram approved pursuant to section 402
of the Act, the requestor shall first
submit an application for limited use
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to the Director of the State agency
having responsibility for issuance of
NPDES permits within such State (i.e.,
permitting authority). The Director
will forward the application to the Re-
gional ATP Coordinator with a rec-
ommendation for or against approval.

(c) Any application for approval of an
alternate test procedure for limited use
may be made by letter, email or by
hard copy. The application shall in-
clude the following:

(1) Provide the name and address of
the applicant and the applicable ID
number of the existing or pending per-
mit(s) and issuing agency for which use
of the alternate test procedure is re-
quested, and the discharge serial num-
ber.

(2) Identify the pollutant or param-
eter for which approval of an alternate
test procedure is being requested.

(3) Provide justification for using
testing procedures other than those
specified in Tables IA through IH of
§136.3, or in the NPDES permit.

(4) Provide a detailed description of
the proposed alternate test procedure,
together with references to published
studies of the applicability of the alter-
nate test procedure to the effluents in
question.

(5) Provide comparability data for
the performance of the proposed alter-
nate test procedure compared to the
performance of the reference method.

(d) Approval for limited use. (1) The
Regional ATP Coordinator will review
the application and notify the appli-
cant and the appropriate State agency
of approval or rejection of the use of
the alternate test procedure. The ap-
proval may be restricted to use only
with respect to a specific discharge or
facility (and its laboratory) or, at the
discretion of the Regional ATP Coordi-
nator, to all dischargers or facilities
(and their associated laboratories)
specified in the approval for the Re-
gion. If the application is not approved,
the Regional ATP Coordinator shall
specify what additional information
might lead to a reconsideration of the
application.

(2) The Regional ATP Coordinator
will forward a copy of every approval



§136.6

and rejection notification to the Na-
tional Alternate Test Procedure Coor-
dinator.

[77 FR 29809, May 18, 2012, as amended at 82
FR 40875, Aug. 28, 2017]

§136.6 Method modifications and ana-
lytical requirements.

(a) Definitions of terms used in this sec-
tion—(1) Analyst means the person or
laboratory using a test procedure (ana-
lytical method) in this part.

(2) Chemistry of the method means the
reagents and reactions used in a test
procedure that allow determination of
the analyte(s) of interest in an environ-
mental sample.

(3) Determinative technique means the
way in which an analyte is identified
and quantified (e.g., colorimetry, mass
spectrometry).

(4) Equivalent performance means that
the modified method produces results
that meet or exceed the QC acceptance
criteria of the approved method.

(5) Method-defined analylte means an
analyte defined solely by the method
used to determine the analyte. Such an
analyte may be a physical parameter, a
parameter that is not a specific chem-
ical, or a parameter that may be com-
prised of a number of substances. Ex-
amples of such analytes include tem-
perature, oil and grease, total sus-
pended solids, total phenolics, tur-
bidity, chemical oxygen demand, and
biochemical oxygen demand.

(6) @C means ‘‘quality control.”

(b) Method modifications. (1) If the un-
derlying chemistry and determinative
technique in a modified method are es-
sentially the same as an approved Part
136 method, then the modified method
is an equivalent and acceptable alter-
native to the approved method pro-
vided the requirements of this section
are met. However, those who develop or
use a modification to an approved
(Part 136) method must document that
the performance of the modified meth-
od, in the matrix to which the modified
method will be applied, is equivalent to
the performance of the approved meth-
od. If such a demonstration cannot be
made and documented, then the modi-
fied method is not an acceptable alter-
native to the approved method. Sup-
porting documentation must, if appli-
cable, include the routine initial dem-

72

40 CFR Ch. | (7-1-24 Edition)

onstration of capability and ongoing
QC including determination of preci-
sion and accuracy, detection limits,
and matrix spike recoveries. Initial
demonstration of capability typically
includes analysis of four replicates of a
mid-level standard and a method detec-
tion limit study. Ongoing quality con-
trol typically includes method blanks,
mid-level laboratory control samples,
and matrix spikes (QC is as specified in
the method). The method is considered
equivalent if the quality control re-
quirements in the reference method are
achieved. Where the laboratory is using
a vendor-supplied method, it is the QC
criteria in the reference method, not
the vendor’s method, that must be met
to show equivalency. Where a sample
preparation step is required (i.e., diges-
tion, distillation), QC tests are to be
run using standards treated in the
same way as the samples. The method
user’s Standard Operating Procedure
(SOP) must clearly document the
modifications made to the reference
method. Examples of allowed method
modifications are listed in this section.
If the method user is uncertain wheth-
er a method modification is allowed,
the Regional ATP Coordinator or Di-
rector should be contacted for approval
prior to implementing the modifica-
tion. The method user should also com-
plete necessary performance checks to
verify that acceptable performance is
achieved with the method modification
prior to analyses of compliance sam-
ples.

(2) Requirements. The modified meth-
od must meet or exceed performance of
the approved method(s) for the
analyte(s) of interest, as documented
by meeting the initial and ongoing
quality control requirements in the
method.

(i) Requirements for establishing equiv-
alent performance. If the approved
method contains QC tests and QC ac-
ceptance criteria, the modified method
must use these QC tests and the modi-
fied method must meet the QC accept-
ance criteria with the following condi-
tions:

(A) The analyst may only rely on QC
tests and QC acceptance criteria in a
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