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40 CFR Parts 122 and 136

[EPA-HQ-OW-2009-1019; FRL-9915-
18-0W]

RIN 2040-AC84

National Pollutant Discharge
Elimination System (NPDES): Use of
Sufficiently Sensitive Test Methods for
Permit Applications and Reporting

AGENCY: Environmental Protection
Agency.
ACTION: Final rule.

SUMMARY: The Environmental Protection
Agency (EPA) is finalizing minor
amendments to its Clean Water Act
(CWA) regulations to codify that under
the National Pollutant Discharge
Elimination System (NPDES) program,
permit applicants must use “sufficiently
sensitive” analytical test methods when
completing an NPDES permit
application and the Director must
prescribe that only “sufficiently
sensitive” methods be used for analyses
of pollutants or pollutant parameters
under an NPDES permit.

The final rule is based on
requirements in the CWA and clarifies
existing EPA regulations. It also codifies
existing EPA guidance on the use of
“sufficiently sensitive” analytical
methods with respect to measurement of
mercury and extends the approach
outlined in that guidance to the NPDES
program more generally. Specifically,
EPA is modifying existing NPDES
application, compliance monitoring,
and analytical methods regulations. The
amendments in this rulemaking affect
only chemical-specific methods; they do
not apply to the Whole Effluent Toxicity
(WET) methods or their use.

DATES: These final regulations are
effective September 18, 2014. For
judicial review purposes, this final rule
is promulgated as of 1:00 p.m. Eastern
Time, on September 2, 2014, as
provided in 40 CFR 23.2.

ADDRESSES: The record for this
rulemaking is available for inspection
and copying at the Water Docket,
located at the EPA Docket Center (EPA/
DC), EPA West 1301 Constitution Ave.
NW., Washington, DC 20004. The record
is also available via EPA Dockets at
http://www.regulations.gov under
docket number EPA-HQ-OW-2009-
1019. The rule and key supporting

documents are also available
electronically on the Internet at http://
cfpub.epa.gov/npdes/ssmethods.cfm.

Docket: All documents in the docket
are listed in the www.regulations.gov
index. Some information, however, is
not publicly available, e.g., confidential
business information (““CBI’’) or other
information whose disclosure is
restricted by statute. Certain other
material, such as copyrighted material,
is publicly available only in hard copy.
Publicly available docket materials are
available electronically in
www.regulations.gov or in hard copy at
the Water Docket, EPA Docket Center,
EPA West, Room 3334, 1301
Constitution Avenue NW., Washington,
DC. The Public Reading Room is open
from 8:30 a.m. to 4:30 p.m., Monday
through Friday, excluding legal
holidays. The telephone number for the
Public Reading Room is (202) 566—1744,
and the telephone number for the Water
Docket is (202) 566—2426.

FOR FURTHER INFORMATION CONTACT: For
additional information, contact Kathryn
Kelley, Water Permits Division, Office of
Wastewater Management (4203M),
Environmental Protection Agency, 1200
Pennsylvania Ave. NW., Washington,
DC 20460; telephone number: (202)
564—7004, email address:
kelley.kathryn@epa.gov.
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1. General Information
A. Potentially Affected Parties

In the NPDES program, point source
dischargers obtain permits that are
issued by EPA regions and authorized
NPDES States, Territories, and Indian
tribes (collectively referred to as
“permitting authorities”). These point
source dischargers include publicly
owned treatment works (POTWs) and
various industrial and commercial
facilities (collectively referred to as
“NPDES applicants or permittees”).
Permitting authorities issue NPDES
individual permits after analyzing the
information contained in the
application and making a determination
that the application is “‘complete” under
40 CFR 122.21(e). In the case of a
general permit, authorization to be
covered by the permit is given if the
information submitted demonstrates
eligibility for coverage under 40 CFR
122.28. The NPDES permit prescribes
the conditions under which the facility
is allowed to discharge pollutants into
waters of the United States and the
conditions that will ensure the facility’s
compliance with the CWA’s technology-
based and water quality-based
requirements. NPDES permits typically
include restrictions on the mass and/or
concentration of pollutants? that a
permittee may discharge as well as
requirements that the permittee conduct
routine sampling and reporting of
various parameters measured in the
permitted discharge. In general, NPDES
applicants and permittees are required
to use EPA-approved methods 2 when
measuring the pollutants in their
discharges.

The purpose of today’s final rule is to
codify that where EPA-approved
methods exist, NPDES applicants must
use sufficiently sensitive EPA-approved
analytical methods when quantifying
the presence of pollutants in a

1 Where the term “pollutant” is used, it refers to
both pollutants and pollutant parameters.

2For purposes of this rule, the term “EPA-
approved methods” refers to methods that have
been approved under 40 CFR part 136 or are
required under 40 CFR chapter I, subchapter N or
O. This includes analytical methods for CWA
pollutants developed by EPA, voluntary consensus
standards bodies (VCSBs), and other government
agencies (such as the U.S. Geological Survey), as
well as Alternate Test Procedures (ATPs) developed
by commercial method developers for nation-wide
use. These methods have been reviewed by EPA
and approved for use in compliance monitoring
under the CWA. EPA publishes lists of the EPA,
VCSB, and other agency methods as well as ATPs
that it has found to be acceptable for such use at
40 CFR Part 136, and at 40 CFR Chapter I,
subchapters N and O. As a point of clarification,
this includes approved ATPs as described in 40
CFR 136.4 and 136.5.


http://cfpub.epa.gov/npdes/ssmethods.cfm
http://cfpub.epa.gov/npdes/ssmethods.cfm
http://www.regulations.gov
mailto:kelley.kathryn@epa.gov
http://www.regulations.gov
http://www.regulations.gov
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discharge, and the Director 3 must
prescribe that only sufficiently sensitive
EPA-approved methods be used for
analyses of pollutants or pollutant
parameters under the permit. The broad
universe of entities 4 that would be
affected by this final action includes

NPDES permitting authorities and
municipal and industrial applicants and
permittees (Table I-1). This rule does
not apply to indirect dischargers as
defined in 40 CFR 122.2. The impact of
this action, however, would only affect
those entities that use or allow the use

of any EPA-approved analytical
methods (for one or more parameters)
that are not “sufficiently sensitive” to
detect pollutants being measured in the
discharge.

TABLE |-1—ENTITIES POTENTIALLY REGULATED BY THIS RULE

Category

Examples of potentially affected entities

State, Territorial, and Indian Tribal
Governments.

Municipalities ........c.ccocveviiiiiiiiiens

Industry

States, Territories, and Indian tribes authorized to administer the NPDES permitting program; States, Terri-
tories, and Indian tribes that provide certification under section 401 of the CWA.

POTWs required to apply for or seek coverage under an NPDES individual or general permit and to per-
form routine monitoring as a condition of any issued NPDES permit.

Facilities required to apply for or seek coverage under an NPDES individual or general permit and to per-
form routine monitoring as a condition of any issued NPDES permit.

If you have any questions regarding
the applicability of this action to a
particular entity, consult the person
listed under FOR FURTHER INFORMATION
CONTACT.

B. Legal Authority

EPA is issuing today’s final rule
pursuant to the authority of sections
301, 304(h), 308, 402(a), and 501(a) of
the CWA [33 U.S.C. 1311, 1314(h), 13186,
1318, 1342(a), 1343, and 1361(a)].
Section 301(a) of the CWA prohibits the
discharge of any pollutant except in
compliance with an NPDES permit
issued under section 402 of the act.
Section 402(a) of the CWA authorizes
the Administrator to issue permits that
require a discharger to meet all the
applicable requirements under sections
301, 302, 306, 307, 308, and 403.
Section 301(b) of the CWA further
requires that NPDES permits include
effluent limitations that implement
technology-based standards and, where
necessary, water quality-based effluent
limitations (WQBELSs) that are as
stringent as necessary to meet water
quality standards. With respect to the
protection of water quality, NPDES
permits must include limitations to
control all pollutants that the NPDES
permitting authority determines are or
might be discharged at a level that “will
cause, have the reasonable potential to
cause, or contribute to an excursion
above any state water quality standard,”
including both narrative and numeric
criteria [40 CFR 122.44(d)(1)@d)]. If the
Director determines that a discharge
causes, has the reasonable potential to
cause, or contributes to such an
excursion, the permit must contain
WQBELS for the pollutant [40 CFR

3The term “Director” refers to the permitting
authority. See definition at 40 CFR 122.2.

4 Although terms such as “authorities,”
“applicants,” and “permittees” imply individuals,

122.44(d)(1)(iii)]. Section 402(a)(2) of
the CWA requires EPA to prescribe
permit conditions to ensure compliance
with requirements, “. . . including
conditions on data and information
collection, reporting and such other
requirements as [the Administrator]
deems appropriate.” Thus, a prospective
permittee might need to measure
various pollutants in its effluent at two
stages: First, at the permit application
stage so that the Director can determine
what pollutants are present in the
applicant’s discharge and the amount of
each pollutant present and, second, to
quantify the levels of each pollutant
limited in the permit to determine
whether the discharge is in compliance
with the applicable limits and
conditions.

Section 304(h) of the CWA requires
the Administrator of EPA to . . .
promulgate guidelines establishing test
procedures for the analysis of pollutants
that shall include the factors which
must be provided in any certification
pursuant to [section 4010f this Act] or
permit application pursuant to [section
402 of this Act].” Section 501(a) of the
act authorizes the Administrator to
“. . . prescribe such regulations as are
necessary to carry out this function
under [the act].” EPA generally has
codified its test procedure regulations
(including analysis and sampling
requirements) for CWA programs at 40
CFR part 136, although some
requirements are codified in other parts
(e.g., 40 CFR chapter I, subchapters N
and O).

The Director is required under 40 CFR
122.21(e) to determine when an NPDES
permit application is complete.
Moreover, the Director shall not begin

EPA uses these terms to refer to entities. For
example, EPA uses the term “NPDES permitting
authorities” to mean the EPA Regions, States,
Territories, and Indian tribes granted authority to
implement and manage the NPDES program. EPA

processing an application for an
individual permit until the applicant
has fully complied with the application
requirements for that permit [40 CFR
124.3(a)(2)]. Under 40 CFR
122.21(g)(13), applicants are required to
provide to the Director, upon request,
such other information as the Director
may reasonably require to assess the
discharge. Finally, 40 CFR 122.41(j)(1)
requires NPDES permits to include a
standard condition specifying that
“samples and measurements taken for
the purpose of monitoring shall be
representative of the monitored
activity.”

Among other things, section 308 of
the CWA authorizes EPA to require
owners or operators of point sources to
establish records, conduct monitoring
activities, and make reports to enable
the permitting authority to determine
whether there is a violation of any
prohibition or any requirement
established under provisions including
section 402 of the CWA. Under sections
308(c) and 402(b)(2)(A), a state’s
authorized NPDES program must have
authorities to inspect, monitor, enter,
and require reports to at least the same
extent as required in section 308.

As summarized above, the legal
requirements and authorities exist for
EPA to require NPDES applicants and
permittees to use sufficiently sensitive
EPA-approved analytical methods when
quantifying the presence of pollutants in
a discharge and to require the Director
to require and accept only such data.

II. Background

Multiple analytical test methods exist
for many pollutants regulated under the
CWA. Therefore, EPA has generally

uses the term “NPDES applicants” or “NPDES
permittees” to mean facilities that have applied for,
sought coverage under, or been issued an NPDES
individual or general permit.
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approved multiple methods for CWA
pollutants under 40 CFR part 136 and
40 CFR chapter I, subchapters N and O.
Some of the approved analytical test
methods have greater sensitivities and
lower minimum levels 56 or method
detection limits (MDLs) 7 than other
approved methods for the same
pollutant. This situation often occurs
because of advances made in
instrumentation and in the analytical
protocols themselves. Many metals and
toxic compounds (for example,
mercury) have an array of EPA-
approved methods, including some
methods that have greater sensitivities
and lower minimum levels than the
others.

Although EPA has approved multiple
analytical methods for individual
pollutants, the Agency has historically
expected that applicants would select
from the array of available methods a
specific analytical method that is
sufficiently sensitive to quantify the
presence of a pollutant in a given
discharge. EPA has not expected that
NPDES permit applicants would select
a method with insufficient sensitivity,
thereby masking the presence of a
pollutant in their discharge, when an
EPA-approved sufficiently sensitive
method is available. Further, EPA
anticipated that NPDES permitting
authorities would specify an EPA-
approved method in an NPDES permit
where the Director determined that a
particular analytical method was
needed to provide meaningful results
relative to the permit limit. EPA
believes that the authority to prescribe
a specific analytical method in an
NPDES permit exists under the current

5The term “minimum level” refers to either the
sample concentration equivalent to the lowest
calibration point in a method or a multiple of the
method detection limit (MDL). Minimum levels
may be obtained in several ways: They may be
published in a method; they may be sample
concentrations equivalent to the lowest acceptable
calibration point used by a laboratory; or they may
be calculated by multiplying the MDL in a method,
or the MDL determined by a lab, by a factor. [See:
(A) 40 CFR 136, appendix A, footnotes to table 2
of EPA Method 1624 and table 3 of EPA Method
1625 (49 FR 43234, October 26, 1984); (B) 40 CFR
136, section 17.12 of EPA Method 1631E (67 FR
65876—65888, October 29, 2002); (C) 61 FR 21,
January 31, 1996; and (D) “Analytical Method
Guidance for the Pharmaceutical Manufacturing
Point Source Category,” EPA 821-B-99-003,
August 1999].

6 For the purposes of this rulemaking, EPA is
considering the following terms related to analytical
method sensitivity to be synonymous: “quantitation
limit,” “reporting limit,” “level of quantitation,”
and “minimum level.”

7 The MDL is determined using the procedure at
40 CFR Part 136, appendix B. It is defined as the
minimum concentration of a substance that can be
measured and reported with 99 percent confidence
that the analyte concentration is greater than zero
and is determined from analysis of a sample in a
given matrix containing the analyte.

regulations. However, some state
permitting authorities expressed
concern that this authority was not
explicit in current regulations, thus
limiting states’ ability to prescribe an
appropriate analytical method where
needed to assess compliance with
permit limits. This rule requires that,
where EPA-approved methods exist,
NPDES applicants must use sufficiently
sensitive EPA-approved analytical
methods when quantifying the presence
of pollutants in a discharge and that the
Director must prescribe that only
sufficiently sensitive EPA-approved
methods be used for analyses of
pollutants or pollutant parameters
under the permit.

EPA and state permitting authorities
use data from the permit application to
determine whether pollutants are
present in an applicant’s discharge and
to quantify the levels of all detected
pollutants. These pollutant data are then
used to determine whether technology-
or water quality-based effluent limits are
needed in the facility’s NPDES permit.
It is critical, therefore, that applicants
provide data that have been measured at
levels that will be meaningful to the
decision-making process. Among other
things, data must be provided that will
enable the Director to make a sound
‘“reasonable potential” determination
and, if necessary, establish appropriate
water quality-based permit limits. The
same holds true for monitoring and
reporting relative to permit limits
established for regulated parameters.
The intent is for applicants and
permittees to use analytical methods
that are capable of detecting and
measuring the pollutants at, or below,
the respective water quality criteria or
permit limits.8

For example, in 2002 and 2007 EPA
published two new analytical methods
for mercury that were several orders of
magnitude more sensitive than
previously available methods. In
addition, a number of states have set
water quality criteria for mercury that
are below the detection levels of the
older methods for mercury that EPA
approved prior to 2002. Unlike the
previous methods, the new methods are
capable of measuring whether effluent
samples are above or below the current
water quality criteria. In 2007 EPA
addressed this issue with respect to
mercury in a memorandum titled
“Analytical Methods for Mercury in
NPDES Permits,” from James A. Hanlon,
Director of EPA’s Office of Wastewater

8To address this situation some state permitting

authorities have developed a list of monitored
parameters and prescribed a required minimum
level that must be achieved for each parameter as
a part of their state regulations or policy.

Management, to the Regional Water
Division Directors. This memorandum
is available at http://www.epa.gov/
npdes/pubs/mercurymemo
analyticalmethods.pdf. The
memorandum explains EPA’s
expectation that “All facilities with the
potential to discharge mercury will
provide with their NPDES permit
applications monitoring data for
mercury using Method 1631E or another
sufficiently sensitive EPA-approved
method. Accordingly, EPA strongly
recommends that the permitting
authority determine that a permit
application that lacks effluent data
analyzed with a sufficiently sensitive
EPA-approved method such as Method
1631E, is incomplete unless and until
the facility supplements the original
application with data analyzed with
such a method.”

Following issuance of the 2007
memorandum, EPA determined that the
NPDES permit application regulations at
40 CFR 122.21 and the NPDES permit
monitoring requirements at 40 CFR
122.44 should be revised to ensure that,
where EPA-approved methods exist,
applicants use sufficiently sensitive
EPA-approved analytical methods when
quantifying the presence of pollutants in
a discharge and that Directors prescribe
that only sufficiently sensitive EPA-
approved methods be used to perform
sampling and analysis for all pollutants,
not just mercury. Therefore, in this
rulemaking, EPA is revising the
regulations to extend the requirement to
use sufficiently sensitive EPA-approved
analytical test methods, where they
exist, to all pollutants and establish
criteria for what qualifies as a
“sufficiently sensitive” method.

This final rule requires that NPDES
applicants must use sufficiently
sensitive EPA-approved analytical
methods, where they exist, when
submitting information required by a
permit application quantifying the
presence of pollutants in a discharge. If
the applicant does not provide data
using a sufficiently sensitive EPA-
approved analytical method, the
Director may determine that the
application is “incomplete”” per 40 CFR
122.21(e).The Director may require that
the applicant provide new screening
data obtained using a sufficiently
sensitive EPA-approved analytical
method before making a completeness
determination and moving forward with
permit development. The final rule also
requires that, as a condition of permit
development, to assure compliance with
permit limitations the permit shall
include requirements to monitor
according to sufficiently sensitive EPA-
approved methods, where they exist.


http://www.epa.gov/npdes/pubs/mercurymemo_analyticalmethods.pdf
http://www.epa.gov/npdes/pubs/mercurymemo_analyticalmethods.pdf
http://www.epa.gov/npdes/pubs/mercurymemo_analyticalmethods.pdf
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Specifically, where an EPA-approved
analytical method exists that would
provide quantifiable results necessary to
assess compliance with a permit limit
and the permit allows monitoring to be
conducted using different analytical
methods that, although approved,
would fail to produce data necessary to
assess compliance, the permit would be
inconsistent with the NPDES permitting
requirements of 40 CFR 122.44(i).

EPA is defining the term “‘sufficiently
sensitive” in two sections of the NPDES
regulations: At 40 CFR 122.21(e)
(Completeness), as a new subsection (3),
and at 40 CFR 122.44(i)(1)(iv)
(Monitoring Requirements). EPA is also
modifying 40 CFR 136.1 (Applicability)
by adding a new paragraph (c), which is
simply a cross-reference to the changes
being promulgated in 40 CFR
122.21(e)(3) and 40 CFR 122.44(i)(1)(iv).
The new and revised sections indicate
that an EPA-approved method is
sufficiently sensitive where:

A. The method minimum level is at
or below the level of the applicable
water quality criterion or permit
limitation for the measured pollutant or
pollutant parameter; or

B. In the case of permit applications,
the method minimum level is above the
applicable water quality criterion, but
the amount of the pollutant or pollutant
parameter in a facility’s discharge is
high enough that the method detects
and quantifies the level of the pollutant
or pollutant parameter in the discharge;
or

C. The method has the lowest
minimum level of the EPA-approved
analytical methods.

The requirement to use a “sufficiently
sensitive” EPA-approved method does
not apply where no EPA-approved
method exists. When no analytical
method is approved under 40 CFR part
136 or required under subchapter N or
O, and a specific method is not
otherwise required by the Director, an
NPDES applicant may use any suitable
method; however, the applicant shall
provide a description of the method.
The first two criteria, A and B, in the
sufficiently sensitive definition address
situations in which EPA has approved
multiple methods for a pollutant and
some of those approved methods have
greater sensitivities and lower minimum
levels than others. In this situation, the
applicant or permitting authority may
select a method based on the minimum
level published in the EPA-approved
method, where available, or using a
derived minimum level. As noted in
footnote 4, the minimum level may be
explicitly listed in some EPA-approved
methods. Where this is the case, the

applicant may reference the published
minimum level when determining
whether a method selected to provide
data for their permit application is
sufficiently sensitive. Where EPA has
included a minimum level for a
pollutant in a specific method, it reflects
the minimum level obtained in a multi-
laboratory study of the new method in

a wide variety of matrices, many of
which EPA selects due to their complex
nature. EPA acknowledges that complex
matrices exist and provides flexibility
and suggestions for ways to mitigate
interferences in such instances, often
within the published method for a
specific pollutant. EPA’s experience is
that many laboratories find solutions to
address difficult matrices and are able to
achieve the published minimum level
within the required quality assurance
specifications. However, applicants
have always had the option of
calculating a matrix-specific method
detection limit (MDL). Extreme matrices
may necessitate the use of an elevated
sample specific minimum level, in
which case the laboratory should be
able to show that a reasonable effort
(e.g., published cleanup procedures)
was attempted to achieve as low a
minimum level as possible for those
samples. The use of sample or matrix
specific minimum levels rather than the
published levels has always been an
available option, and consistent with
that flexibility, use of a matrix-specific
minimum level may sometimes be
necessary when determining which
methods are sufficiently sensitive.

For EPA-approved methods that do
not explicitly list minimum levels, the
applicant can derive the minimum level
from either the concentration of the
lowest calibration standard in methods
that dictate the concentrations of such
standards, or as a multiple of the MDL
or similar statistically derived detection
limit concept. When the method
dictates, or recommends, the
concentration of the lowest calibration
standard, that concentration can be
converted to a minimum level by
considering the weights and/or volumes
of the sample and all of the intermediate
preparation and analysis steps in the
method. If a method provides a
literature MDL for the matrix of interest,
that MDL value can be used to estimate
the minimum level as 10 times the
standard deviation of the replicate
measurements used to determine the
MDL according to 40 CFR part 136,
appendix B. However, MDLs are
inherently method- and laboratory-
specific, so whenever a permittee is
contracting a laboratory for NPDES
work, it is prudent to obtain that

laboratory’s MDL and compare it to the
published MDL to ensure that both their
MDL and their minimum level are
appropriate for the intended
application.

The third criterion, C, of the
definition addresses situations in which
none of the EPA-approved methods for
a pollutant can achieve the minimum
levels necessary to assess reasonable
potential or to monitor compliance with
a permit limit. In these situations,
applicants or permittees must use the
method with the lowest minimum level
among the EPA-approved methods for
the pollutant, and this method would
meet the definition of sufficiently
sensitive.

As explained above, the requirement
to use a “sufficiently sensitive” EPA-
approved method does not apply where
no EPA-approved methods exist. The
final rule addresses these situations, for
permit applicants, where no approved
analytical method exists under 40 CFR
part 136 or is required under subchapter
N or O, and one is not otherwise
required by the Director. In such
situations, an applicant may use any
suitable method but shall provide a
description of the method. With respect
to pollutant limits in permits, where an
EPA-approved analytical method does
not exist, monitoring shall be conducted
in accordance with a test procedure
specified in the permit.

EPA recognizes that other factors
beyond the minimum level or MDL can
also be important in determining
method performance, including a
method’s resolution, accuracy, and
precision. Where there are no EPA-
approved methods, this rule does not
affect how those other factors are
considered in selecting a method.
Rather, the rule notes that permit
applicants may consider these other
factors when selecting a suitable method
where no EPA-approved method exists.

For EPA-approved methods, however,
these factors have already been
considered during the method
validation and approval process. As
explained above, EPA evaluates method
performance in a wide variety of
wastewater matrices and approves those
methods that have sensitivity, precision
and accuracy that are appropriate for
wastewater compliance monitoring. 40
CFR 136.6 also allows flexibility to
tailor approved methods to more
challenging wastewater matrices or
overcome methodological problems.
Based on data and information provided
to EPA by analytical laboratories, EPA
finds that experienced laboratories are
often capable of achieving minimum
levels below those published with a
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method while maintaining the precision
and accuracy specified in the method.

EPA acknowledges that while rare,
methodological problems may exist that
could affect the determination of a
“sufficiently sensitive” method. In such
rare situations, the Director may
consider additional technical factors
when determining whether the method
is still “sufficiently sensitive.”
Specifically, where the permit applicant
or permittees can demonstrate to the
Director that despite a good faith effort
to overcome these methodological
problems due to challenging wastewater
matrices, either (1) the method’s
minimum level is higher than originally
anticipated, or (2) the method results no
longer meet the methods quality
assurance/quality control (“QA/QC”)
specification, the Director may take
these factors into account when
determining whether the permit
applicant has met the requirements to
use a “sufficiently sensitive” method or
in prescribing a “sufficiently sensitive”
method in the permit. In the first
situation, the matrix or sample-specific
minimum level should be used to
evaluate which of the EPA-approved
methods is “sufficiently sensitive.” In
the second situation, if the method’s
results are no longer consistent with the
QA/QC specifications, then the method
is not performing adequately and a
“sufficiently sensitive” method should
be selected from the remaining EPA-
approved methods. In either case, the
permit applicant or permittee is
responsible for demonstrating that a
published minimum level is
unachievable or a reasonable effort was
applied to bring the original sufficiently
sensitive method within the QA/QC
specifications in the given matrix before
selecting another EPA-approved method
(e.g., cleanup procedures, dilution when
appropriate, etc.).

Additionally, where a technology-
based requirement is specified as ““zero
discharge” or ‘“no detect,” the
permitting authority may take into
account the sensitivity of the method
used to establish the requirement when
determining if a method is “sufficiently
sensitive.” EPA recognizes that if a more
sensitive method is approved after such
a requirement has been established, its
use may be inconsistent with the
technological basis of the original
requirement. In situations where a
technology-based requirement reflects a
technology that eliminates the discharge
of the subject pollutant altogether, the
newer sensitive method is appropriate.
However, where a technology-based
limit reflects a technology that may not
achieve the minimum level of the newer
more sensitive method, the Director may

determine that the method on which the
requirement was originally based is
“sufficiently sensitive” to determine
compliance, as understood at the time
the requirement was established.

For both EPA-approved methods and
non-EPA-approved methods, EPA’s
understanding of standard practice is
that if an applicant/permittee or
laboratory has questions regarding the
suitability of a specific method in a
given situation, or has technical
questions on its use, it will consult with
its permitting authority. EPA has the
same expectations in connection with
today’s rulemaking for questions
specifically about which methods are
sufficiently sensitive. The permitting
authority continues to have the ultimate
responsibility for determining whether
an NPDES application is complete (40
CFR 122.21(e)) and establishing permit
conditions, including monitoring and
reporting requirements (40 CFR
122.44(i).

The amendments in this rulemaking
affect only chemical-specific methods;
they do not apply to the Whole Effluent
Toxicity (WET) methods or their use.
Note that existing EPA regulations (40
CFR 122.44(d)(1)(ii)) and policy require
permit writers to take into account the
sensitivity of the species to toxicity
testing when evaluating whole effluent
toxicity. EPA has interpreted this
provision as directing the permitting
authority to develop criteria and limits
based upon the most sensitive test
species to ensure that the most sensitive
species and all less sensitive species
will be protected.

III. Summary of Public Comments and
EPA’s Response

On June 23, 2010, EPA proposed
changes to the existing NPDES
regulations (75 FR 35712) and requested
comments from the public. EPA
received 25 comment letters. The
majority of the comments came from
publicly owned treatment works and
industry organizations, but EPA also
received comments from laboratories,
and state and federal agencies. The
majority of comments covered the
following categories: Implementation
and technology; administration and
timing; and burden. The complete list of
comments and responses is available in
the record of this rulemaking.

A. Implementation
1. Effect of the Rule on Current Practices

EPA received several comments that
indicated the approach outlined in the
proposed rule would force applicants
and permittees to make decisions
regarding the selection of an appropriate

method without adequate information
upon which to base a decision.
Specifically, commenters indicated that
issues related to the definition of the
method minimum level would make
this rule difficult to implement and that
method sensitivity should not be the
sole factor in deciding which method
should be used in the permitting
process. They indicated that there are
other factors including accuracy,
precision, selectivity, and whether the
method has been validated that should
be considered.

In response, EPA notes that applicants
for NPDES permits have always needed
to make decisions regarding which EPA-
approved methods are the most
appropriate for use when performing the
screening analyses required under the
various permit application regulations
at 40 CFR 122.21. Similarly, NPDES
permitting authorities, even before
today’s rulemaking, have had to
consider which of the EPA-approved
methods are the most appropriate for
permittees to use to meet their
monitoring and reporting requirements
under an NPDES permit. Today’s rule
does not change the basic NPDES permit
application or permit issuance process.
Under 40 CFR 122.21, permittees
seeking permit renewal or new
applicants must provide the Director
with adequate information to determine
whether an NPDES application is
complete. Once the Director makes this
determination, the Director determines
the applicable permit requirements,
including any sampling or monitoring
that must be taken that is
“representative of the monitored
activity.” See 40 CFR 122.41(j)(1). The
effect of today’s final rulemaking is to
codify that where EPA-approved
methods exist, only “sufficiently
sensitive” EPA-approved methods may
be used in connection with permit
applications and to conduct monitoring
and reporting under a permit.

To determine whether an EPA-
approved analytical method 