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I. INTRODUCTION 

The Washington Administrative Procedure Act (APA), 

chapter 34.05 RCW, requires notice and comment rulemaking 

to ensure that parties impacted by actions taken by regulatory 

agencies can meaningfully participate in the development of 

policies that affect them.  The APA thus broadly defines a 

“rule” in RCW 34.05.010(16) to include any agency directive 

that is generally applicable to all members of a class or to all 

participants in an agency program, provided that the directive 

falls into one of five enumerated categories. 

In 2018, the Department of Ecology issued a revised 

version of its Water Quality Program Permit Writer’s Manual 

with a new chapter 6, section 4.5 (the Test Methods Section), 

addressing, for the first time, the test methods to be used by 

Ecology permit writers to measure polychlorinated biphenyls 

(PCBs) in National Pollutant Discharge Elimination System 

(NPDES) permits.  In a departure from past versions of the 

Manual, the Test Methods Section newly directed Ecology’s 
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permit writers to do exactly the opposite of what is required 

under federal and state regulations and use unreliable and 

inaccurate PCBs test methods 1668C and 8082A, which have 

not been approved by EPA.  Rather than promulgate the Test 

Methods Section using APA-required rulemaking procedures, 

Ecology circumvented notice and comment by simply adding 

the new Test Methods Section to its Manual, thereby depriving 

the regulated community of the opportunity to weigh in on this 

impactful and complex requirement. 

The Thurston County Superior Court dismissed 

Petitioners’ APA rule challenge alleging that the Test Methods 

Section was an invalid rule adopted by Ecology without notice 

and comment rulemaking.  The Court of Appeals affirmed.  

Even though the Manual, on its face, requires that permit 

writers follow its dictates when issuing and reissuing NPDES 

permits, and the Manual is applied to all participants in the state 

NPDES program discharging PCBs, the Court of Appeals held 

that the Test Methods Section is not a directive of general 
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applicability and thus does not meet the RCW 34.05.010(16) 

definition of a rule. 

The published decision of the Court of Appeals, with its 

constricted reading of the “general applicability” requirement of 

RCW 34.05.010(16), is directly contrary to this Court’s 

decisions in Failor’s Pharmacy v. Dep’t of Social and Health 

Servs., 125 Wn.2d 488, 495, 886 P.2d 147 (1994), and Simpson 

Tacoma Kraft Co. v. Dep’t of Ecology, 119 Wn.2d 640, 648, 

835 P.2d 1030 (1992).  The Court of Appeals effectively 

created a new test for “general applicability” that would shield 

many agency directives from the APA’s notice and comment 

rulemaking requirements, contrary to the very purpose behind 

those requirements.  Here, because all NPDES permittees do 

not discharge PCBs, the Court of Appeals found that the Test 

Methods Section was not generally applicable and did not 

constitute a rule.  But this cannot be the case.  The “general 

applicability” rule applies to the class that is regulated, not the 

action being regulated.  Every NPDES permit that regulates 



 

4 
 

PCBs is subject to the Test Methods Section.  Given the 

importance of the APA’s rulemaking requirements, which 

apply to every state agency, the Court of Appeals’ decision in 

this case raises an issue of substantial public interest, 

warranting review and correction by this Court.   

II. IDENTITY OF PETITIONER 

Petitioners are appellants Northwest Pulp & Paper 

Association, the Association of Washington Business, and 

Washington Farm Bureau (collectively, Northwest Pulp & 

Paper). 

III. CITATION TO COURT OF APPEALS DECISION 

Northwest Pulp & Paper seeks review of the Court of 

Appeals, Division II published decision, dated December 14, 

2021, attached as Appendix A. 

IV. ISSUES PRESENTED FOR REVIEW 

1. Whether the new Test Methods Section of Ecology’s 

Permit Writer’s Manual is a “directive of general 

applicability” within the meaning of the APA’s definition 
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of a “rule” in RCW 34.05.010(16) where on its face the 

Manual applies to virtually all discharge permits issued 

by Ecology in Washington, and applies uniformly to all 

permittees discharging PCBs into Washington 

waterbodies. 

2. Whether the new Test Methods Section of Ecology’s 

Permit Writer’s Manual falls into at least one of the five 

categories set out in the APA’s definition of a “rule” in 

RCW 34.05.010(16) where prior versions of the Manual 

contained no requirements regarding the use of PCBs test 

methods, and the Test Methods Section newly instructs 

permit writers, contrary to federal and state law, to use 

unapproved PCBs test methods 1668C and 8082A when 

issuing and reissuing NPDES permits. 

V. STATEMENT OF THE CASE 

A. The Clean Water Act and NPDES Permit Program. 

The Clean Water Act, 33 U.S.C. §§ 1251-1388, prohibits 

the discharge of pollutants from a point source without an 



 

6 
 

NPDES permit.  33 U.S.C. §§ 1311(a), 1342(a).  In 

Washington, Ecology has delegated responsibility for 

administering the NPDES permit program and drafting, issuing, 

and reissuing permits to all entities in the state discharging into 

waters of the United States outside of federal and tribal lands.  

RCW 90.48.260; 33 U.S.C. § 1342(b)(1)(B); 40 C.F.R. § 

122.46(a); WAC 173-220-180(1).  Dischargers must submit a 

permit application to Ecology.  40 C.F.R. § 122.21(a); WAC 

173-220-040.  Permittees whose permits are due to expire have 

a “duty to reapply” and obtain a new permit.  40 C.F.R. §§ 

122.21(d), 122.41(b).  See WAC 173-220-180(2).   

An NPDES permit specifies water quality criteria and the 

required methods to apply it.  WAC 173-201A-260(3).  

Ecology has adopted water quality standards, chapter 173-201A 

WAC, that have been approved by EPA under the CWA.  33 

U.S.C. § 1313. Among other requirements, NPDES permits 

must impose effluent limitations in order to ensure that the 

state’s water quality standards will not be violated.  33 U.S.C. 
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§§ 1311(b)(1)(C), 1342(a)-(b), 1362(11); 40 C.F.R. § 122.44; 

WAC 173-226-070; WAC 173-201A-510(1)(b).   

40 C.F.R. Part 122 regulates the manner in which 

Ecology determines whether an NPDES permit requires a 

water-quality based effluent limitation (“WQBEL”), including 

determining whether a discharge has a reasonable potential to 

cause or contribute to a violation of a narrative or numeric 

water quality standard.  40 C.F.R. §§ 122.44(d)(1)(i),(ii).  If the 

analysis shows that there is a reasonable potential, the permit 

must include an effluent limit for that pollutant.  40 C.F.R. §§ 

122.44(d)(1)(i),(iii),(iv); 122.44(k)(3).  

It is a violation of the CWA to discharge a pollutant in 

excess of the effluent limitations in an NPDES permit or to 

violate any other condition in the permit.  33 U.S.C. § 1311(a); 

40 C.F.R. § 122.41.  Noncompliance by the permittee with any 

condition of the permit is grounds for enforcement action; for 

permit termination, revocation and reissuance, or modification; 

or denial of a permit renewal application.  33 U.S.C. § 
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1342(b)(1)(C); 40 C.F.R. §§ 122.41, 122.64. Similarly, it is a 

violation of a state waste discharge permit to violate any 

conditions of the permit.  RCW 90.48.144; WAC 173-220-

150(1)(c).  See also RCW 90.48.080.  Discharge monitoring 

and reporting are the primary means of ensuring compliance 

with permit limitations.  See 33 U.S.C. § 1318(a); 40 C.F.R. §§ 

122.41(j), (l)(4); WAC 173-220-210(1). 

B. NPDES Permits Require Use of EPA-Approved Test 

Methods in 40 C.F.R. Part 136. 
 

The test methods approved by EPA for measuring 

chemicals in effluent in NPDES permits are contained in 40 

C.F.R. Part 136.  It is undisputed that the only test method 

approved in 40 C.F.R. Part 136 for measuring PCBs is Method 

608.  40 C.F.R. § 136.3 Table 1C, Part 136, Appendix A, Meth. 

608.  EPA has repeatedly declined to approve other test 

methods for measuring PCBs in NPDES permits, most recently 

in May 2021.  86 Fed. Reg. 27,226 (May 19, 2021); 82 Fed. 

Reg. 40,836, 40,875-76 (Aug. 28, 2017). 
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Under state and federal regulations Ecology “may also 

approve other [test] methods following consultation with 

adjacent states and with the approval of the USEPA.”  WAC 

173-201A-260(3)(h).  See 40 C.F.R. §§ 136.4, 136.5, 136.6.  

Although Ecology has considered seeking EPA approval for an 

alternate PCBs test method, it has never done so.  CP 27-30; CP 

18-19.  In the Test Methods Section Ecology stated that it is not 

proposing to seek EPA approval of Method 1668C “as there are 

known problems in regard to the repeatability and accuracy of 

the method in addition to the expense of the analysis.”  AR 

0164.0256.1 

Both state and federal regulations provide that NPDES 

permits “must” and “shall” use the EPA-approved test methods 

contained in 40 C.F.R. Part 136.  Washington’s surface water 

quality standards identify the procedures Ecology must use 

 

1 “AR” references are to the Administrative Record certified by 

Ecology.  The 2018 Manual is in the Administrative Record at 

AR 0164.  The Test Methods Section is at AR 0164.0249-264.   
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when applying the appropriate state water quality criteria for a 

waterbody in an NPDES permit.  WAC 173-201A-260(3).  The 

standards state: 

The analytical testing methods for these numeric criteria 

must be in accordance with the “Guidelines Establishing 

Test Procedures for the Analysis of Pollutants” (40 

C.F.R. Part 136) or superseding methods published.   

WAC 173-201A-260(3)(h) (emphasis supplied). 

EPA’s regulations are consistent.  40 C.F.R. § 136.1 

provides that 40 C.F.R. Part 136-approved test methods “shall . 

. . be used to perform the measurements” for permit 

applications, reports required to be submitted under permits, or 

requests for quantitative or qualitative effluent data. 40 C.F.R. § 

136.1(a)(1), (2).  Permit applications “shall not be considered 

complete unless all required quantitative data are collected in 

accordance with sufficiently sensitive analytical methods 

approved under 40 C.F.R. part 136. . . .”  40 C.F.R. § 

122.21(e)(3).  The EPA regulation setting out the “conditions 

applicable to all permits” also mandates that required permit 

monitoring “must be conducted according to test procedures 
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approved under 40 C.F.R. Part 136. . . . ”  40 C.F.R. § 

122.41(j)(4). 

In August 2018, the Washington State Supreme Court 

held that because the CWA and state and federal regulations 

require that NPDES permits use EPA-approved test methods to 

measure PCBs, and Method 608 is the only such method, 

Ecology is required to use Method 608 in the permits it issues 

to dischargers.  Puget Soundkeeper Alliance v. Dep’t of 

Ecology, 191 Wn.2d 631, 424 P.3d 1173 (2019) (“Seattle Iron 

& Metals”).  The court stated:  “Method 608 is EPA approved, 

and Ecology was required to use that test.”  Id. at 642-43.  

 C.  Ecology’s Test Methods Section. 

Directly contrary to Seattle Iron & Metals and the 

regulations requiring the use of 40 C.F.R. part 136 EPA-

approved test methods to measure PCBs, in July 2018 Ecology 

issued a revised version of the Manual, with the new Test 

Methods Section directing permit writers to use unapproved 

PCBs test methods for several purposes when writing NPDES 
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permits.  AR 0164.0249-264.  Most importantly, the Section 

directs permit writers to “use all valid and applicable data, 

including data collected using methods not approved under 40 

C.F.R. Part 136 (e.g. Methods 1668C and 8082A)” in 

evaluating the reasonable potential to cause or contribute to a 

violation of water quality standards, and in calculating numeric 

effluent limits.  AR 0164.0254-55, 261-63.  Once calculated, 

those numeric effluent limits – based on data from unapproved 

test methods – become enforceable in any reissued permit after 

the current permit expires.  Moreover, even when an NPDES 

permit does not contain a numeric effluent limitation for PCBs, 

once Ecology has determined – again based on data from 

unapproved test methods – that a discharge has a reasonable 

potential to cause or contribute to a violation of water quality 

standards, permittees may be determined to have violated 

permit conditions prohibiting such discharges. 

As with past versions, the 2018 Manual begins by stating 

that “[P]ermit writers are required to use the procedures in this 
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manual for developing permits” and directs that permit writers 

who believe that a permitting situation requires a different 

process must discuss the alternative process with their 

supervisor.  AR 0164.0004 (emphasis supplied).  The Manual 

states that its “objectives and functions” include defining “the 

requirements for permits in Washington,” and providing “a 

central document to place new information, guidance, and 

requirements related to permitting.”  AR 0164.0031 (emphasis 

supplied).  In practice, “Ecology permit writers look to this 

Manual as the inviolate ‘rule book’ for NPDES permit 

development.”  AR 0329.0001. 

The Manual states that its requirements apply to all Joint 

State/NPDES permits issued by Ecology under the WPCA and 

CWA, all industrial/commercial facilities, all general permits, 

and all state waste discharge permits.  AR 0164.0032.  Ecology 

instructed its permit writers that they must use the new Test 

Methods Section “for all PCB monitoring in all water quality 

permits.”  AR 0449.0003.   
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VI. ARGUMENT 

This case merits discretionary review because the Court 

of Appeals’ narrow reading of the APA’s definition of a “rule” 

in RCW 34.05.010(16)(a) conflicts with Supreme Court 

decisions and involves an issue of substantial public interest 

that should be determined by the Court.  See RAP 13.4(b)(1) 

and (4). 

A. The Court of Appeals Decision Regarding the RCW 

34.05.010(16) Definition of a Rule of General 

Applicability Conflicts with Supreme Court Decisions 

and Involves an Issue of Substantial Public Interest. 

RCW 34.05.375 requires that an agency substantially 

comply with the APA rule-making procedures set out in RCW 

34.05.310-.395, including notice and comment requirements.  

An agency’s failure to do so is grounds for invalidation of the 

rule.  RCW 34.05.570(2)(c); Failor’s Pharmacy, 125 Wn.2d at 

493.  It is undisputed that Ecology did not conduct notice and 

comment rulemaking here. 

The purpose of APA-required rulemaking procedures is 

to give notice to the public of the proposed rule and to allow it 
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to comment on the proposal.  Hunter v. Univ. of Washington, 

101 Wn. App. 283, 293, 2 P.3d 1022 (2000).  “Technically 

sound, lawful, and politically responsive rules are more likely if 

there is ample advance notice of the terms of proposed rules 

and a full opportunity for, and consideration of, public 

comment.”  Id. (citing William R. Andersen, The 1988 

Washington Administrative Procedure Act – An Introduction, 

64 Wash. L. Rev. 781, 795 (1989)).  The definition of “rule” 

under our state’s APA, “unlike that in the federal or other state 

APAs, is inclusive.” Failor’s Pharmacy, 125 Wn.2d at 493 

(emphasis supplied).  The label that an agency puts on its action 

is not determinative of whether it constitutes a rule.  McGee 

Guest Home, Inc. v. Dep’t of Social and Health Serv., 142 

Wn.2d 316, 322, 12 P.3d 144 (2000). 

Washington’s APA defines a “rule” as follows: 

“Rule” means any agency order, directive, or regulation 

of general applicability (a) the violation of which 

subjects a person to a penalty or administrative sanction; 

(b) which establishes, alters, or revokes any procedure, 

practice, or requirement relating to agency hearings; (c) 
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which establishes, alters, or revokes any qualification or 

requirement relating to the enjoyment of benefits or 

privileges conferred by law; (d) which establishes, alters, 

or revokes any qualifications or standards for the 

issuance, suspension, or revocation of licenses to pursue 

any commercial activity, trade, or profession; or (e) 

which establishes, alters, or revokes any mandatory 

standards for any product or material which must be met 

before distribution or sale. 

RCW 34.05.010(16). 

RCW 34.05.010(16) begins with the requirement that a 

“rule” be an “order, directive, or regulation of general 

applicability.”  The definition “goes beyond orders and 

regulations of general applicability and includes ‘directives,’ 

presumably referring to anything which is directive in nature, 

whether labeled a bulletin, an announcement, or a manual.”  

Andersen, 64 Wash. L. Rev. at 790. 

The Washington Supreme Court set out the standard for 

“general applicability” in Failor’s Pharmacy and Simpson 

Tacoma Kraft:  An agency action is of general applicability if 

applied uniformly to all members of a class, or applicable to all 

participants in a program.  Failor’s Pharmacy, 125 Wn.2d at 
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495; Simpson Tacoma Kraft, 119 Wn.2d at 648.  In these cases, 

the court drew a distinction between directives applied to just 

one individual or program participant, which are not considered 

rules, versus those applied to an entire class of individual or 

program participants, which are.  Thus, “where the challenge is 

to a policy applicable to all participants in a program, not its 

implementation under a single contract or assessment of 

individual benefits, the action is of general applicability within 

the definition of a rule.”  Failor’s Pharmacy, 125 Wn.2d at 495 

(citing Simpson Tacoma Kraft, 119 Wn.2d at 648).   

The court first set out this “general applicability” 

standard in Simpson Tacoma Kraft, which involved Ecology’s 

adoption of a new numeric water quality standard for dioxin 

without engaging in APA rulemaking.  119 Wn.2d at 643-44.  

The court held that because Ecology applied its new water 

quality standard to all entities discharging dioxin into the state’s 

waters pursuant to NPDES permits, rather than to just one 

permittee, the standard was a rule of general applicability.  Id. 
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at 647-48.  Similarly, in Failor’s Pharmacy, DSHS’s changes 

to Medicaid reimbursement payment schedules for prescription 

drugs were held to be a rule of general applicability because the 

policy was applicable to all Medicaid prescription provider 

program participants and not just to a single participant.  

Failor’s Pharmacy, 125 Wn.2d at 495-96.  Because the Test 

Methods Section requirements are applied to all dischargers 

discharging PCBs into the state’s waters pursuant to the 

NPDES program, not just to one discharger, program 

participant, or permittee, it meets the standard for general 

applicability in Failor’s Pharmacy and Simpson Tacoma Kraft.    

The Court of Appeals decision here set out a new 

standard for “general applicability” not previously articulated 

by any Washington court: 

Where the agency action provides guidance for agency 

staff that (1) allows staff to exercise discretion, (2) 

provides for case-by-case analysis of variables rather 

than uniform application of a standard, and (3) is not 

binding on the regulated community, the action does not 

constitute a directive of general applicability. 
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App. A at 13.  Applying this new standard, the Court of 

Appeals found that the Test Methods Section was not a 

directive of “general applicability” and thus did not fall within 

the RCW 34.05.010(16) definition of a rule requiring notice and 

comment rulemaking.  Id. at 17.2   

The Court of Appeals relied in part on a prior Court of 

Appeals, Division II opinion, Sudar v. Dep’t of Fish & Wildlife 

Comm’n, 187 Wn. App. 22, 347 P.3d 1090 (2015).  App. A at 

12-13, 16-17.  Like the Court of Appeals decision at issue here, 

Sudar created a standard for general applicability contrary to 

that set out in Failor’s Pharmacy and Simpson Tacoma Kraft.  

The Sudar court held that to be of “general applicability” an 

agency action must have a “legally enforceable regulatory 

effect” and “[a]n agency policy is subject to challenge as a rule 

 

 2Of course, the Court of Appeals also failed to properly apply its 

own novel test. The Test Methods Section does not, in fact, allow 

staff to exercise discretion and does impose a binding regulation 

on all NPDES permit holders.  See supra at 12-13. 
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pursuant to RCW 34.05.570(1) only when it imposes an 

independent regulatory mechanism that operates with the force 

of law.”  Sudar, 187 Wn. App. at 31-34.  The Sudar court found 

that the agency action at issue did not meet this standard and 

thus did not meet the RCW 34.05.010(16) definition of a rule.  

Quoting from Sudar, the Court of Appeals here held that 

“[i]mportantly, the [Test Methods Section] has ‘no legally 

enforceable regulatory effect’ on PCB dischargers, and 

dischargers cannot be penalized for violating the Manual.”  

App. A at 16-17 (quoting Sudar, 187 Wn. App. at 32).3 

 

3 The facts of Sudar are also distinguishable.  Sudar involved a 

Policy Statement, filed with the code reviser as required by 

RCW 34.05.230(4).  187 Wn. App. at 25-26.  Policy Statements 

are advisory only and are exempt from judicial review.  RCW 

34.05.230(1).  The Policy Statement was also issued by the 

Washington Fish and Wildlife Commission, which had no 

regulatory or enforcement authority.  The Commission’s sole 

purpose was to develop policies to guide the Fish & Wildlife 

Department on salmon management, policies that would have 

no impact on fishers unless the Department promulgated 

implementing rules.  187 Wn. App. at 26-27, 31-33.  Unlike the 

purely advisory Policy Statement in Sudar, the Test Methods 

Section is contained in a manual setting out the requirements 

for Ecology’s permit writers.  And unlike the Commission, 
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The standard for “general applicability” set out by the 

Court of Appeals, Division II here and in Sudar, is contrary to 

the Supreme Court’s standard in Failor’s Pharmacy and 

Simpson Tacoma Kraft.  First, nothing in these Supreme Court 

cases, nor in the language of RCW 34.05.010(16), limits the 

definition of a “rule” to agency actions that do not allow for any 

exercise of discretion in the rule’s application.  To the contrary, 

rules often allow for some degree of agency discretion.   For 

example, in Hillis v. Dep’t of Ecology, 131 Wn.2d 373, 932 

P.2d 139 (1997) the Supreme Court held that new internal 

policies and procedures to be used by Ecology staff when 

assessing groundwater permit applications constituted 

rulemaking, even though Ecology’s decision whether to grant a 

 

Ecology is the regulatory and enforcement agency with 

delegated authority to administer the entire NPDES program in 

Washington, including promulgation of rules and issuance, 

reissuance and enforcement of permits.  
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permit to withdraw groundwater was discretionary.  131 Wn.2d 

at 384, 398-99.  Ecology in fact acknowledged in Hillis that its 

decisions on permit applications were of general applicability to 

all pending water right applicants.  Id. at 398. 

Nor is there any language in Failor’s Pharmacy, Simpson 

Tacoma Kraft, or RCW 34.05.010(16) requiring that the agency 

action have “legally enforceable regulatory effect” or “impose 

an independent regulatory mechanism” in order to meet the 

definition of a rule.  Such a standard would be directly contrary 

to the language of RCW 34.05.010(16), which states that the 

agency action may be an “order, directive, or regulation.”  It is 

also contrary to the statute’s broad inclusion of five different 

enumerated categories of “rule,” only one of which involves 

agency actions “the violation of which subjects a person to a 

penalty or administrative sanction.”  RCW 34.05.010(16)(a).  

Finally, it is contrary to cases holding that a regulation can meet 

the state APA’s definition of a rule even where there are no 

penalties or sanctions imposed for its violation.  Assoc. of 
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Wash. Bus. v. Dep’t of Revenue, 121 Wn. App. 766, 773, 90 

P.3d 1128 (2004), aff’d as modified, 155 Wn.2d 430, 120 P.3d 

46 (2005).  Under the Court of Appeals’ constricted reading of 

RCW 34.05.010(16) it is difficult to conceive of any agency 

action, other than that made in the form of an order or 

regulation, that would constitute a “rule.”  Here, the Court of 

Appeals’ opinion sanctions an agency’s incorporation of a 

requirement into so-called “guidance” because the requirement 

applies to only a subset of a group (i.e., dischargers of PCBs) 

and because there is some allowance of discretion (i.e., permit 

writers must check with their managers).  In the Manual, the 

limited exceptions available prove the rule. 

The case also warrants review under RAP 13.4(b)(4) 

because ensuring that the courts utilize the proper standard for 

determining whether an agency action falls within the APA’s 

definition of a rule is a matter of substantial public interest.  

Under the APA, rule challenges must be brought in Thurston 

County Superior Court.  RCW 34.05.570(2)(b)(i).  Any appeals 
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from that superior court are to the Division II Court of Appeals.  

The decisions of Division II thus dictate which agency actions 

must be subject to notice and comment rulemaking.  Division 

II, first in Sudar and now in the decision at issue here, has 

created and is applying a new and narrow interpretation of 

RCW 34.05.010(16) likely to shield a wide range of agency 

actions from rulemaking, depriving the public of the 

participation and process intended by the legislature when 

enacting the APA. 4  Acceptance of review by the supreme court 

to ensure that Division II applies the correct standard for  

determining whether an agency action is a rule will ensure that 

all state agencies engage in the required public process in 

promulgating rules. 

 

4 The importance attached by the legislature to public 

involvement in agency rule-making process is further illustrated 

by its 1995 regulatory reform legislation, which created a 

category of “significant legislative rules” requiring a higher 

level of procedural requirements.  RCW 34.05.328(1).  The 

statute applies to Ecology’s actions.  RCW 34.05.328(5)(a)(i). 
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B. Whether the Test Methods Section Falls Within One 

of the Enumerated Categories of RCW 34.05.010(16) Is 

An Issue of Substantial Public Interest. 

 

The Court of Appeals rested its entire decision on its 

determination that the Test Methods Section was not “generally 

applicable,” declining to consider whether the Test Methods 

Section falls within one of the five enumerated categories in 

RCW 34.05.010(16).  App. A at 17.  As with the issue of 

“general applicability”, resolution of this issue impacts whether 

state agencies may shield their actions from notice and 

comment rulemaking and is of substantial public interest 

appropriate for review. See RAP 13.4(b)(4). 

The Test Method Section’s directives are directly 

contrary to federal and state regulations and Seattle Iron & 

Metals.  The Test Methods Section “establishes, alters, or 

revokes any qualifications or standards for the issuance, 

suspension or revocation of licenses to pursue any commercial 



 

26 
 

activity. . . .”, and thus falls within RCW 34.05.010(16)(d).5  

Entities discharging or proposing to discharge pollutants are 

under a “duty to apply” for an NPDES permit, must submit a 

“complete application” in order to fulfill this duty, and have a 

duty to reapply when their permits expire.  40 C.F.R. §§ 

122.21(a)(1),   122.21(d), 122.41(b).  The CWA and federal 

regulations set out the qualifications and standards for permit 

issuance and reissuance, and unequivocally require the use of 

EPA-approved test methods.  In Seattle Iron & Metals, the 

Supreme Court confirmed that WAC 173-201A-260(3) 

similarly requires the use of EPA-approved test methods.  The 

Test Methods Section alters those qualifications and standards.6 

 

5 The APA definition of “license” includes a “permit.”  RCW 

34.05.010(9)(a). 

6 Although it need only fall within one of the categories set out 

in RCW 34.05.010(16), the Test Methods Section also falls 

within RCW 34.05.010(16)(c).  See Hillis, 131 Wn.2d at 398-

99. 
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The Supreme Court recognized the broad public import 

of the issue of what PCBs test methods must be used in NPDES 

permits when it accepted discretionary review in Seattle Iron & 

Metals.  Five amici curiae briefs were filed in that appeal, 

illustrating the importance of the issue to a broad spectrum of 

the public, including governmental and private NPDES 

permittees, environmental groups, and tribes.  Seattle Iron & 

Metals, 191 Wn.2d at 632-33.  The case at hand presents an 

even stronger argument for substantial public interest, because 

while Seattle Iron & Metals involved one individual permit, at 

issue here are the dictates of the Manual, which apply to 

virtually all discharge permits.  The importance of the PCBs 

test methods issue is further illustrated by the sheer number of 

NPDES permittees represented by each petitioner association.  

See CP 24-25.  

Resolution of the issue here is urgent.  Ecology’s permit 

writers currently follow the dictates of the Test Methods 

Section and require unapproved methods 1668C and 8082A in 
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issuing and reissuing permits.  For example, the 2016 draft 

permits for the five permittees discharging PCBs into the 

Spokane River contained, for the first time, numeric effluent 

limitations for PCBs based on unapproved test method data 

collected pursuant to the expiring permits.  S2663-64, S2680-

81; AR 0040.000-03, 1499.0007. 7  The draft permits also 

continue to require monitoring of PCBs using 1668C.  S2666-

68, S2672, S2678; AR 0040.000-03.  While those permits have 

not been issued, the Test Methods Section requires Ecology to 

use data from unapproved test methods to characterize effluent, 

assess technology requirements, perform reasonable potential 

analysis, and derive numeric effluent.  Likewise, permittees 

throughout the state are at risk of being found in violation of the 

CWA and subject to enforcement actions by Ecology and third 

 

7 “S” references are to Supplemental Record documents.  See CP 

2027-29, 2030-38. 
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parties based on unreliable data obtained from monitoring using 

unapproved test methods required by the Test Methods Section. 

VII. CONCLUSION 

For the foregoing reasons, Northwest Pulp & Paper 

respectfully requests that the Supreme Court grant this petition 

for discretionary review. 

 

This document complies with the word limit of RAP 

18.17(c)(10) because, excluding the parts of the document 

exempted by RAP 18.17(b) and RAP 18.17(c), this document 

contains 4,587 words. 
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Respectfully submitted this 13th day of January 2022. 
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IN THE COURT OF APPEALS OF THE STATE OF WASHINGTON 
 

DIVISION II 
 

NORTHWEST PULP & PAPER  No.  55164-1-II 

ASSOCIATION; THE ASSOCIATION OF  

WASHINGTON BUSINESS; AND 

WASHINGTON FARM BUREAU,   

 

  

                                        Appellants,  

  

 v.  

  

STATE OF WASHINGTON, DEPARTMENT 

OF ECOLOGY, 

PUBLISHED OPINION 

  

                                         Respondent.  

      

 

 GLASGOW, A.C.J.—In July 2018, the Department of Ecology added a new section, chapter 

6, section 4.5 (Section 4.5), to its Water Quality Program Permit Writer’s Manual to specifically 

address the release of polychlorinated biphenyls (PCBs) into Washington’s surface waters. To 

identify and measure the presence of PCBs in surface waters, Section 4.5 allows the use of testing 

Methods 1668C and 8082A, which are particularly sensitive, in addition to Method 608.3, the 

method expressly authorized in federal regulation.  

Northwest Pulp & Paper Association, Association of Washington Business, and 

Washington Farm Bureau (hereinafter collectively referred to as Northwest Pulp & Paper) 

petitioned for judicial review and declaratory judgment under the Washington Administrative 

Procedure Act (APA), chapter 34.05 RCW, asking the superior court to invalidate Section 4.5. 

Northwest Pulp & Paper argued Section 4.5 is an invalid rule under the APA because Ecology 

Filed 

Washington State 

Court of Appeals 

Division Two 
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failed to comply with the procedural requirements for rule making, Ecology exceeded its authority, 

and the section is arbitrary and capricious. The superior court dismissed the petition and denied 

the request for declaratory judgment, concluding that Section 4.5 is not a rule under the APA.  

 We hold Section 4.5 is guidance for agency staff, not a rule subject to the APA’s rule- 

making requirements. We affirm.  

BACKGROUND 

I.  PCBS, POLLUTANT DISCHARGE PERMITS, AND STATE WATER QUALITY 

 “Banned since the 1970s, PCBs are manufactured toxic chemicals that persist in the 

environment and are capable of bioaccumulation and biomagnification: they increase in 

concentration in individual organisms and with each successive level of the food chain.” Puget 

Soundkeeper All. v. Dep’t of Ecology, 191 Wn.2d 631, 635, 424 P.3d 1173 (2018) (Seattle Iron & 

Metals). Some PCBs are likely carcinogens that are harmful to humans.  

 The federal Clean Water Act (also known as the Federal Water Pollution Control Act), 33 

U.S.C. §§ 1251-1388, seeks “to restore and maintain the chemical, physical, and biological 

integrity of the Nation’s waters” by regulating the discharge of pollutants, including PCBs. 33 

U.S.C. § 1251(a); 40 C.F.R. § 129.4(f). Under the Clean Water Act, it is unlawful to discharge any 

pollutant into the water unless the discharger has applied for and received a National Pollutant 

Discharge Elimination System (NPDES) permit. 33 U.S.C. §§ 1311(a), 1342(a)(1). In Washington, 

responsibility for controlling state water pollution and administering the NPDES permit program 

is delegated to Ecology. 33 U.S.C. § 1342(b); RCW 90.48.260(1).  

 Ecology has established state water quality standards to protect surface waters in 

Washington. See chapter 173-201A WAC. Water quality standards set contaminant concentration 
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limits in surface water, ground water, and sediment, for example. These standards include both 

narrative and numeric criteria. WAC 173-201A-010(1)(a). Washington’s narrative standard for 

toxic substances provides, “Toxic substances shall not be introduced above natural background 

levels in waters of the state which have the potential either singularly or cumulatively to adversely 

affect characteristic water uses, cause acute or chronic toxicity to the most sensitive biota 

dependent upon those waters, or adversely affect public health.” WAC 173-201A-240(1).  

 Initially, Washington’s numeric standards for toxic substances included acute and chronic 

criteria for freshwater and marine water to protect aquatic life. Ecology has since promulgated a 

rule that added numeric criteria to protect human health. One numeric criterion for protecting 

human health currently provides that the total PCBs in a body of surface water should be limited 

to 0.00017 μg/L (micrograms per liter). WAC 173-201A-240(5) tbl.240.  

II. MANAGING PCB POLLUTION 

A. Effluent Limits and Best Management Practices 

 If a discharger violates or has the “reasonable potential” to violate water quality standards 

by discharging a particular pollutant, then the discharger’s NPDES permit must contain effluent 

limitations for that pollutant. 40 C.F.R. § 122.44(d)(1)(iii). An “effluent limitation” is “any 

restriction . . . on quantities, rates, and concentrations of chemical, physical, biological, and other 

constituents which are discharged from point sources into surface waters of the state.” WAC 173-

220-030(9). Effluent limitations may be technology based, meaning they are “based on the 

capability of a treatment method to reduce the pollutant to a certain concentration.” Administrative 

Record (AR) at 0164.0029. They may also be water quality based, meaning they are based on 
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limiting the concentration of effluent “such that it will not cause a violation of water quality 

standards.” AR at 0164.0030.  

 The legislature has required, “In no event shall the discharge of toxicants be allowed that 

would violate any water quality standard.” RCW 90.48.520. NPDES permits “must be conditioned 

so the discharges authorized will meet the water quality standards. No waste discharge permit can 

be issued that causes or contributes to a violation of water quality criteria.” WAC 173-201A-

510(1). The policy goal of prohibiting any and all violations of state water quality standards 

remains difficult to attain in practice, however. “Ecology sets maximum effluent limits for certain 

pollutants at numbers presently undetectable and unquantifiable in order to encourage scientific 

progress toward the goal of cleaner and safer water.” Seattle Iron & Metals, 191 Wn.2d at 643.  

 In addition to effluent limitations, a permit may require the discharger to use best 

management practices to prevent the discharge of pollutants. Best management practices may 

include specific treatment requirements, maintenance and operating procedures, or strategies to 

control runoff, leaks, and spillage. 40 C.F.R. § 122.2. Permits may require dischargers to comply 

with narrative conditions that “complement numeric limits,” such as requirements to “study the 

efficiency of the treatment system” or to “develop a plan to identify and implement pollution 

prevention that is technically and economically achievable.” Puget Soundkeepers All. v. Dep’t of 

Ecology, 102 Wn. App. 783, 794-95, 9 P.3d 892 (2000).  

 Ecology’s Water Quality Program recommended a new permitting approach for PCBs in 

2016 that “requires dischargers to use improved detection methods to find PCBs in waste streams” 

and to use updated best management practices, based on guidance from the Environmental 

Protection Agency (EPA) and “on-the-ground experience,” to prevent PCB pollution. AR at 
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0843.0001. The recommended changes were to the methods for detecting PCBs, not PCB effluent 

limits. However, the program recognized that these changes will “have eventual ramifications to 

all water quality permittees with PCB limits” because more sensitive methods of monitoring will 

“turn up previously unseen PCBs in discharges,” which “could drive new permit limits and 

violations.” AR at 0843.0001, .0003.  

B. Test Methods for Detecting PCBs  

 Congress tasked the EPA with “promulgat[ing] guidelines establishing test procedures for 

the analysis of pollutants.” 33 U.S.C. § 1314(h); 40 C.F.R. § 122.2. Those test methods are 

established in 40 C.F.R. part 136. Currently, the only test method for measuring PCBs that is 

approved under part 136 is Method 608.3. 40 C.F.R. § 136.3, tbl.IC.1 The description of Method 

608.3 in appendix A of part 136 explains that the “EPA has promulgated this method . . . for use 

in wastewater compliance monitoring under the [NPDES]” permitting system. 40 C.F.R. Pt. 136, 

App. A, Method 608.3, at 1.6.1.  

 Yet, as Ecology explains in its Permit Writer’s Manual, surface water quality standards to 

protect aquatic life and human health are set at levels lower than Method 608.3 is able to detect 

and quantify. Method 608.3 is able to reliably detect a concentration of 0.065 micrograms of PCBs 

per liter of water. This means water could contain approximately 382 times more PCBs than the 

state numeric criterion necessary to protect human health of 0.00017 μg/L, yet the PCBs would 

                                                 
1 Table IC references both Method 608.3 and Method 625.1. Method 608.3 is specifically “for 

determination of organochlorine pesticides and [PCBs] in industrial discharges and other 

environmental samples,” whereas Method 625.1 is more generally “for determination of 

semivolatile organic pollutants in industrial discharges and other environmental samples.” 40 

C.F.R. Pt. 136, App. A, Method 608.3, at 1.1, Method 625.1, at 1.1. The description of Method 

625.1 clarifies that “Method 608.3 should be used for determination of pesticides and PCBs.” 40 

C.F.R. Pt. 136, App. A, Method 625.1, at 1.4.  



No. 55164-1-II 

6 

not be detectable using Method 608.3. Cf. Seattle Iron & Metals, 191 Wn.2d at 638 (addressing an 

argument that monitoring using Method 608 (a precursor to Method 608.3) was insufficient 

because “the test cannot ensure a permit holder complies with statutory water quality standards”).  

 Two testing methods exist for measuring PCBs that are more sensitive. Methods 8082A 

and 1668C “provide lower analytical limits” than Method 608.3. AR at 0164.0250. Although 

Method 608.3 is the only method that can be used under 40 C.F.R. part 136 to determine 

compliance with numeric effluent limits, Methods 8082A and 1668C may be used for purposes 

other than determining compliance.  

For example, Method 1668C can be used for “monitoring of final effluents for PCB 

congeners.” AR at 0277.0028; see also 40 C.F.R. Pt. 136, App. A, Method 608.3, at 1.5 (“Method 

1668C . . . may be useful for determination of PCBs as individual chlorinated biphenyl congeners,” 

although Method 1668C has “not been approved for use at 40 [C.F.R.] part 136.”). PCBs consist 

of “209 individual compounds known as congeners.” AR at 0922.0004. Mixtures of these 

compounds were commercially produced, and the mixtures are known by their trade names, most 

commonly Aroclor. Water quality based effluent limits consider the concentration of total PCBs 

in the water, and Method 608.3, the part 136-approved method for analyzing PCBs, measures the 

total concentration of Aroclors in the water. In contrast, Method 1668C is a “very sensitive 

analytical method that has the capability of detecting 209 different PCB congeners.” AR at 

0164.0254. The EPA has explained that because there is no part 136-approved method for 

measuring individual congeners, Ecology has “flexibility to require the use of EPA Method 1668C 

for monitoring of PCB congeners.” AR at 0277.0028.  
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III. SECTION 4.5 OF THE PERMIT WRITER’S MANUAL 

 In 2018, Ecology issued a revised version of its Permit Writer’s Manual. A cover letter 

from the Water Quality Program Manager states that this Manual “describes Ecology’s procedures 

when issuing permits for wastewater discharges. Permit writers are required to use the procedures 

in this manual for developing permits.” AR at 0164.0004. However, “[i]f a permit writer believes 

a permitting situation requires a different process than in the manual, the permit writer should 

discuss the alternative process with their supervisor.” AR at 0164.0004.  

 The Manual’s “Note to Readers” describes it as “a working document for people at 

[Ecology] who write wastewater discharge permits,” and the Manual’s introduction similarly 

classifies it as “a technical guidance and policy manual for permit writers” that aims “to enhance 

the quality and consistency of the wastewater discharge permits issued by Ecology and to improve 

the efficiency of the permitting process.” AR at 0164.0017, .0031 (boldface omitted). The 

introduction clarifies that the Manual “is not regulation and should not be cited as regulatory 

authority for any permit condition.” AR at 0164.0033. Rather, the Manual “describes law and 

regulation pertaining to permitting,” which “must be followed to issue a legal permit.” Id. “Where 

those laws and regulations are not explicit on implementation the manual describes a process for 

implementation” that has been developed by Ecology, but “[i]f the process does not fit a permitting 

circumstance, the permit writer can explore alternative processes as long as the law and regulation 

are met.” Id. Permit writers are expected to “exercise a considerable amount of discretional 

authority” and “good judgment.” AR at 0164.0036-.0037.  

 The Manual describes the test methods for identifying and measuring PCBs as “evolving 

rapidly.” AR at 0164.0242. Ecology added Section 4.5 to the Manual in 2018 to specifically 
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address methods for identifying and measuring PCBs. The Manual emphasizes that only test 

methods approved under 40 C.F.R. part 136 can be used for permit applications and permit 

compliance monitoring, consistent with federal regulation. Because Method 608 (now 608.3) is 

the only method for analyzing PCBs that is approved under part 136, Section 4.5 repeatedly states 

that it must be used for permit applications and for monitoring compliance with numeric effluent 

limits for PCBs. See, e.g., AR at 0164.0249, .0256, .0261-.0263.2  

 The Manual clearly states that Methods 8082A and 1668C cannot be used to evaluate 

compliance with numeric effluent limits for PCBs. However, the Manual presents Methods 8082A 

and 1668C, along with Method 608.3, as “the three methods that are used for permitting purposes.” 

AR at 0164.0249. Because water quality standards for PCBs are lower than Method 608.3 can 

evaluate, and Methods 8082A and 1668C “provide lower analytical limits,” Ecology advises that 

Methods 8082A and 1668C may be used for purposes other than evaluating compliance. AR at 

0164.0250.  

 For example, Section 4.5 specifically advises permit writers to “[u]se all valid and 

applicable data, including data collected using methods not approved under 40 [C.F.R.] Part 136 

(e.g. Methods 1668C and 8082A),” to evaluate whether a discharger’s effluent has the reasonable 

potential to violate a water quality standard and to calculate appropriate numeric effluent limits for 

permits. AR at 0164.0261-.0262. Section 4.5 also allows permit writers to evaluate the 

effectiveness of best management practices using “methods appropriate” for this purpose. AR at 

0164.0263. This method selection “will depend on expected concentrations in the sampled media, 

                                                 
2 At the time of the Manual’s publication, Method 608, an earlier iteration of Method 608.3, was 

still permitted as laboratories were in the process of receiving accreditation for Method 608.3.  
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the [practices] required or selected, and the potential sources of PCBs on and to the site or facility.” 

AR at 0164.0264. And it may be appropriate to use Method 1668C where “identification of sources 

based on congener profile is necessary.” AR at 0164.0263.  

 With Method 1668C specifically, Ecology explains that it is “not proposing to seek EPA 

approval of this method under 40 [C.F.R.] part 136.5,” which provides for approval of alternate 

methods for limited regional use, “as there are known problems in regards to the repeatability and 

accuracy of the method in addition to the expense of the analysis.” AR at 0164.0256. But Ecology 

recognizes that “targeted monitoring under Method 1668C” may be “useful for identifying PCB 

sources” or “evaluating the effectiveness of a best management practice,” two activities that are 

separate from compliance monitoring. AR at 0164.0257.  

 A quality assurance project plan is required when using Method 1668C for any purpose, 

and it is recommended when using Method 8082A. These plans “ensure that the collected 

environmental data can be used for making decisions.” Id. They detail the processes necessary for 

“data collection, management[,] and subsequent analysis,” and they develop standard operating 

procedures “to evaluate and control data accuracy.” AR at 0164.0258. Procedures such as 

measuring the PCBs present in distilled water (blanks) for comparison “increase result precision” 

and “ensure no contamination occurs at any point during the analytical procedure.” AR at 

0164.0255.  

 Subsection 4.5.4 provides additional guidance that permit writers “should consider . . . 

when requiring monitoring using either [M]ethod 8082A or 1668C.” AR at 0164.0257. For 

example, before requiring additional data collection, the permit writer should consider “the 

question the additional monitoring is going to attempt to answer and what kind of data is needed 



No. 55164-1-II 

10 

to meet that end.” Id. Some monitoring may be done to assist with making a decision, while other 

monitoring may serve to estimate the scope of a problem. Additionally, while Method 1668C is 

the most sensitive method, it is also the most expensive. Therefore, “it is not necessarily 

appropriate to require this method when [M]ethod 8082A will also return detectible 

concentrations.” AR at 0164.0260. “Information collected through previous monitoring should 

help the permit writer understand which method to select.” Id.  

 Section 4.5.5 further advises permit writers on how to select the appropriate analytical test 

method and instructs permit writers to “[o]nly include monitoring requirements when necessary 

for the facility and its specific discharge situation.” Id. If dischargers are unlikely to have PCBs in 

their effluent at levels that would violate water quality standards, then “PCB monitoring may not 

be necessary.” Id. “While PCB monitoring may be appropriate for some dischargers based on 

individual facility characteristics, permit writers should consider the value and purpose of 

requiring PCB monitoring when developing discharge permits.” AR at 0164.0261.  

 Thus, Section 4.5 requires that only Method 608.3 be used to ultimately determine 

compliance with PCB effluent limits, but the more sensitive test Methods, 8082A and 1668C, can 

be used for other purposes in the course of the permitting process.  

ANALYSIS 

PROMULGATING A “RULE” UNDER THE APA 

 Northwest Pulp & Paper argues that when Ecology added Section 4.5 to the 2018 version 

of its Permit Writer’s Manual, it promulgated a rule that is invalid under RCW 34.05.570(2)(c). 

Northwest Pulp & Paper argues Section 4.5 is an invalid rule because it was adopted without 

compliance with statutory rule-making procedures and because Ecology’s decision to allow permit 
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writers to require the use of test methods that are not approved under 40 C.F.R. part 136 exceeds 

the agency’s authority and is arbitrary and capricious. We disagree. Section 4.5 is not a rule, and 

RCW 34.05.570(2)(c) does not apply.3  

A. Defining a “Rule” Under the APA 

 To be valid, a rule must comply with the requirements of the APA. RCW 34.05.375. We 

may invalidate a rule if it was adopted without compliance with statutory rule-making procedures, 

if its promulgation exceeded the agency’s authority, or if it is arbitrary and capricious. RCW 

34.05.570(2)(c). We review the validity of a rule de novo. Ctr. for Biological Diversity v. Dep’t of 

Fish & Wildlife, 14 Wn. App. 2d 945, 967, 474 P.3d 1107 (2020).  

 As a preliminary matter, however, we must determine whether the challenged agency 

action in this case falls within the APA’s definition of a “rule.” To determine whether an agency 

action constitutes a rule under the APA, we look to the Act’s statutory definition. McGee Guest 

Home, Inc. v. Dep’t of Soc. & Health Servs., 142 Wn.2d 316, 322, 12 P.3d 144 (2000). The label 

the agency assigns to the action is not determinative. Id.  

 Under the APA, there are two elements of a rule. For an agency action to qualify as a rule, 

it must be an “agency order, directive, or regulation of general applicability,” and it must fall into 

one of five enumerated categories. RCW 34.05.010(16); see also Failor’s Pharmacy v. Dep’t of 

Soc. & Health Servs., 125 Wn.2d 488, 494, 886 P.2d 147 (1994). An agency action is not a rule if 

                                                 
3 Northwest Pulp & Paper conceded that if Section 4.5 is not a rule, this rule challenge fails. During 

oral argument, Northwest Pulp & Paper explained that RCW 34.05.570(4), addressing other 

agency action, is not a basis it is relying on for this challenge. See Wash. Court of Appeals oral 

argument, Northwest Pulp & Paper v. Dep’t of Ecology, No. 55164-1-II (Sept. 10, 2021), at 10 

min., 55 sec. through 12 min., 42 sec., audio recording, TVW, Washington State’s Public Affairs 

Network, https://www.tvw.org/watch/?eventID=2021091014.  
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it consists of “statements concerning only the internal management of an agency and not affecting 

private rights or procedures available to the public.” RCW 34.05.010(16)(i).  

 1. Directive of general applicability 

 An agency action is a directive of general applicability if it is “applied uniformly to all 

members of a class.” Failor’s Pharmacy, 125 Wn.2d at 495. For example, in Simpson Tacoma 

Kraft Co. v. Department of Ecology, Ecology instituted a numeric limit on the discharge of dioxin 

and “uniformly applie[d]” that limit to “all entities which discharge dioxin into the state’s waters, 

regardless of which entity or water body is at issue.” 119 Wn.2d 640, 648, 835 P.2d 1030 (1992). 

The Supreme Court concluded that this was a directive of general applicability because Ecology 

applied the standard “uniformly to the entire class of entities which discharges dioxin into the 

state’s water.” Id.  

 How the agency applies the challenged standard, not the outcome of the application, is 

determinative. The outcomes for individual entities may differ even when a standard is uniformly 

applied. For example, in Failor’s Pharmacy, Medicaid prescription service providers challenged 

amendments to reimbursement payment schedules. 125 Wn.2d at 490. Although the amount that 

each service provider was reimbursed differed based on factors such as the number of prescriptions 

they dispensed per year, each amount was determined by the agency applying the same, uniformly 

applicable, reimbursement schedules. See id. at 491-92. Thus, the schedules were directives of 

general applicability. Id. at 495-96.  

 In contrast, this court has held that an agency action is not a directive of general 

applicability where the challenged action is a document “written to guide agency staff” that “does 

not require strict adherence.” Sudar v. Dep’t of Fish & Wildlife Comm’n, 187 Wn. App. 22, 31-32, 
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347 P.3d 1090 (2015). In Sudar, petitioners challenged a policy document that the Department of 

Fish and Wildlife Commission developed to “guide the Department [of Fish and Wildlife] in its 

management of state resources,” including its “adoption of fishery rules.” Id. at 25-26. But the 

policy document itself had “no legally enforceable regulatory effect on fishers.” Id. at 32. Its 

objectives were “unenforceable until and unless the Department promulgate[d] rules” 

implementing them, and a fisher could not be penalized for violating the policy document. Id. 

Department staff were not bound by the policy document either. Id. at 33.  

 In sum, not every agency action carries the force of a rule. Where the agency action 

provides guidance for agency staff that (1) allows staff to exercise discretion, (2) provides for case-

by-case analysis of variables rather than uniform application of a standard, and (3) is not binding 

on the regulated community, the action does not constitute a directive of general applicability.  

a. Section 4.5 does not mandate use of Methods 8082A and 1668C, and 

instead it contemplates permit writer discretion 

 

 When Section 4.5 addresses which testing methods should be used for various purposes, it 

only employs mandatory language to specify when regulations require use of Method 608.3. The 

section is clear that Method 608.3 must be used in permit applications and to monitor compliance 

with numeric effluent limits because these requirements are established in federal regulations.  

For all other purposes, Section 4.5 allows for flexibility and discretion in determining 

which testing methods will be required in an individual permit or permitting process. For example, 

Methods 8082A and 1668C “may be used for permitting purposes to evaluate sources [of PCB 

pollution], but not for numeric effluent limit compliance.” AR at 0164.0250 (emphasis added). 

“For the purposes of applying [all known and reasonable technologies to control pollution], 

Method 1668C may be required,” but this depends on the need to identify individual congeners, 
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whether the expected concentrations of PCBs can be detected or quantified by Method 608.3, and 

the specific water treatment goals. AR at 0164.0263 (emphasis added). Permits also “may require 

monitoring using two different methods for two different purposes (e.g., Method 608.3 for 

monitoring to assess compliance with a numeric effluent limit and Methods 1668C or 8082A for 

[best management practices] effectiveness monitoring).” AR at 0164.0264 (emphasis added). The 

Manual advises the permit writer to “consider the result [they] want to achieve and the 

appropriateness of additional sampling.” AR at 0164.0260. Permit writers are expected to 

“exercise a considerable amount of discretional authority” and “good judgment.” AR at 

0164.0036-.0037. The plain language of Section 4.5 does not mandate use of Methods 8082A or 

1668C. Instead, the decision to require use of these methods is within the permit writer’s discretion.  

b.  Section 4.5 does not contain a uniformly applicable standard 

Unlike in Simpson and Failor’s Pharmacy, Section 4.5 does not require permit writers to 

uniformly impose PCB testing requirements on all entities discharging any amount of PCBs into 

any body of water. The Manual expressly states that “PCB monitoring may not be necessary” if 

the PCBs in a discharger’s effluent are unlikely to violate water quality standards, and it instructs 

permit writers to “[o]nly include monitoring requirements when necessary for the facility and its 

specific discharge situation.” AR at 0164.0260.  

 The decision of whether to require any additional testing for PCBs will depend on multiple 

site-specific variables. Permit writers should consider the discharging facility’s size, the possibility 

of preexisting pollution in the water, the type of pollutants involved, and what benefit additional 

monitoring would offer “before requiring PCB characterization in permits.” Id.  
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 If permit writers do decide to impose additional testing to monitor the presence of PCBs, 

Section 4.5 instructs them to again consider site-specific variables and to exercise discretion. For 

example, when evaluating the effectiveness of best management practices, a permit writer’s 

method selection will depend on the expected concentrations of pollutants in the water, the best 

practices required of the discharger, and the potential sources of PCBs. Section 4.5 advises that 

“[i]nformation collected through previous monitoring should help the permit writer understand 

which method to select.” Id.  

 The Manual also recognizes that the costs of different testing methods vary substantially, 

with Method l668C being the most expensive. Therefore, it cautions that while Method 1668C 

“will return information down to the lowest quantifiable level, it is not necessarily appropriate to 

require this method when [M]ethod 8082A will also return detectible concentrations.” Id.  

 In Failor’s Pharmacy, outcomes differed for the individual entities being regulated, but the 

same reimbursement schedules were imposed on all members of the regulated community. Here, 

individual outcomes differ because permit writers are considering and imposing different 

obligations within each permit—under the Manual’s guidance—after reviewing site-specific 

conditions. Even though permit writers are instructed to use the guidance in the Manual “‘for all 

PCB monitoring in all water quality permits,’” there is no uniform directive within the Manual that 

requires permit writers to impose testing Method 1668C or 8082A. Appellants’ Opening Br. at 33 

(emphasis omitted) (quoting AR at 0449.0003).  

 The Manual instructs permit writers to “[u]se all valid and applicable data, including data 

collected using methods not approved under 40 [C.F.R.] Part 136 (e.g. Methods 1668C and 

8082A)” to evaluate whether a discharger’s effluent has the reasonable potential to violate a water 
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quality standard and to calculate appropriate numeric effluent limits for permits. AR at 0164.0261-

.0262. Northwest Pulp & Paper argues this language “directs and requires permit writers to use 

unapproved test methods” for these purposes. Appellants’ Opening Br. at 25. This language 

requires only that permit writers use all available data to make the most informed decisions 

possible. The Manual does not state that permit writers must mandate data collection using 

Methods 1668C and 8082A where such data does not already exist.  

 Moreover, a state policy goal is to prevent all discharges that cause or contribute to a 

violation of water quality standards. RCW 90.48.520; WAC 173-201A-510(1). Requiring permit 

writers to use all valid and applicable data to evaluate the reasonable potential of a discharge to 

violate water quality standards is one way to achieve this stated goal. As explained above, Method 

608.3 can detect PCBs at a concentration of 0.065 μg/L, but the state numeric criterion for human 

health is 0.00017 μg/L. If Ecology cannot use data collected using more sensitive test methods, 

then Ecology cannot know when a permittee is discharging PCBs at a concentration lower than 

0.065 μg/L yet higher than the water quality criterion of 0.00017 μg/L. The development of 

numeric effluent limits for each permit is Ecology’s responsibility under the law, and the Supreme 

Court has affirmed that “Ecology may use any data gathered in the past for its decision making on 

permits.” Hillis v. Dep’t of Ecology, 131 Wn.2d 373, 400, 932 P.2d 139 (1997).  

 Section 4.5 does not uniformly require PCB testing, nor does it require uniform application 

of a specific standard to determine what testing method should be used in a particular circumstance.  

  c. Section 4.5 has no regulatory effect, instead it is guidance for permit writers 

 The Manual is intended to guide use of the more sensitive testing methods in permitting. 

Importantly, Section 4.5 has “no legally enforceable regulatory effect” on PCB dischargers, and 
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dischargers cannot be penalized for violating the Manual. Sudar, 187 Wn. App. at 32. Only a 

violation of a specific NPDES permit condition will subject a discharger to an enforcement action.  

 Like the policy at issue in Sudar, Section 4.5 is “written to guide agency staff,” and it “does 

not require strict adherence” with its guidance. Id. at 31-32. Although the Manual’s preliminary 

note requires permit writers to use its listed procedures, the note also contemplates that permit 

writers may deviate from those procedures. “If a permit writer believes a permitting situation 

requires a different process than in the manual,” then they are instructed to “discuss the alternative 

process with their supervisor.” AR at 0164.0004. This is reiterated in the Manual’s introductory 

section, which explains that the Manual “is not regulation” but it “describes law and regulation 

pertaining to permitting.” AR at 0164.0033. “If the process does not fit a permitting circumstance, 

the permit writer can explore alternative processes as long as the law and regulation are met.” Id.  

 In sum, Section 4.5 is not a directive of general applicability. Its purpose is to guide agency 

staff in their exercise of discretion as they implement the NPDES permit program and develop 

site-specific discharge permits. It is not binding on either the regulated community or agency staff.  

2. Enumerated categories 

Because Northwest Pulp & Paper fails to show that Section 4.5 satisfies the first element 

of the APA’s definition of a “rule,” we decline to consider whether Section 4.5 falls into one of 

RCW 34.05.010(16)’s enumerated categories and satisfies the second element.  

We hold Ecology did not adopt a rule when it added Section 4.5 to the Manual.  

B. Northwest Pulp & Paper Has Not Established Invalidity Under the APA 

 

 Northwest Pulp & Paper argues Section 4.5 is an invalid rule under RCW 34.05.570(2)(c) 

because the section was added without compliance with statutory rule-making procedures, its 
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promulgation exceeded Ecology’s authority, and it is arbitrary and capricious. Because we hold 

that Section 4.5 is not a rule, RCW 34.05.570(2)(c) is inapplicable, and we do not consider these 

arguments.  

 Although Section 4.5 is not subject to judicial review as a rule, we note that procedural 

avenues are available for dischargers to challenge an Ecology decision to impose specific 

requirements to test for PCBs using Method 1668C or 8082A. Dischargers may challenge the 

issuance, modification, or termination of their permit, including any modification of its conditions 

or terms, before the Pollution Control Hearings Board. RCW 43.21B.110(1)(c). Dischargers may 

also challenge the enforcement of any permit condition. RCW 34.05.570(3); RCW 43.21B.110(a)-

(b). Additionally, requirements to use more sensitive testing methods outside of the permit’s 

conditions, such as during the permit application process, may constitute other agency action that 

can be challenged under RCW 34.05.570(4).  
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CONCLUSION 

 We hold Ecology did not promulgate a rule under the APA when it added Section 4.5 to 

its Permit Writer’s Manual. Accordingly, we affirm the superior court’s order dismissing 

Northwest Pulp & Paper’s petition for judicial review and denying its request for declaratory 

judgment.  

  

 Glasgow, A.C.J. 

We concur:  

  

Cruser, J.  

Veljacic, J.  
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Note to Readers 

This manual is a working document for people at the Washington State Department of Ecology 
(Ecology) who write wastewater discharge permits. It is available to the public on the Ecology 
web site at: https ://fortress.wa. gov/ecy/publications/summarypages/92109 .html. 

The Department of Ecology is interested in your comments on this manual. Please address 
comments to: 

Permit Writers Manual 
Dept. ofEcology 
PO Box 47696 
Olympia, WA 98504-7696. 

Comments may also be posted at https ://ecology.wa.gov/About-us/Get-to-know-us/Our­
Programs/W ater-Ouality. 

Ecology permit writers will find additional resources on SharePoint at 
https ://partnerweb.ecy.wa.gov/sites/WO/pwg/default.aspx or from the Program Development 
Services Section. 

The June 2018 update of this manual included additions to the following Chapters: 

• Chapter 2, Section 16: New Permit Reauthorization Guidance 

• Chapter 6, Section 3: Revised Compliance Schedule Section 

• Chapter 6, Section 4: Revised PCB Guidance Section 

• Chapter 6, Section 5: Revised WET Chapter Revision 

• Chapter 6, Section 6: New Stormwater Section (Intro only) 

• Chapter 7, Section 7: Intake Credits for Human Health Criteria 

• Chapter 12, Section 1: Revised General Conditions Language 

• Chapter 12, Section 3: New sections on Arsenic, Methylmercury, and DEHP Reduction 

The 2015 version of the manual transitioned to a new format for figures, tables and appendices. 
This 2018 version continues the revised numbering approach while adding additional tables and 
figures. 2011 and earlier versions use a roman numeral numbering scheme. 2015 and later 
versions use continuous numbering of figures and tables. No changes were made to the 
appendices. 
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Chapter 1. Introduction 

This manual is a technical guidance and policy manual for permit writers who develop 
wastewater discharge permits in Washington State. Developing this manual was specified as 
task element PS in the 1987 Puget Sound Water Quality Management Plan and subsequent 
amendments. Maintenance and improvement of the manual is recommended in the final report 
of the Commission for Efficiency and Accountability in Government (1990). 

The first version of this manual was issued in June, 1989. A 23-member advisory committee 
assisted the Department of Ecology (Ecology) for one year on policy issues identified in the 
manual. The advisory committee represented those interested in wastewater permits. An 
internal work group also assisted in the development of this manual. 

The primary purposes of this manual are to enhance the quality and consistency of the 
wastewater discharge permits issued by Ecology and to improve the efficiency of the permitting 
process. 

1. Objectives and Functions 

The specific objectives and functions of this Permit Writer's Manual are to: 

• Briefly review the legal history of wastewater permitting to provide permit writers with a 
perspective on their role. 

• Define the requirements for permits in Washington. This manual integrates state and federal 
law, state and federal regulation and Ecology implementation policies. Permits reviewed for 
40l(a) certification must be consistent with procedures in this manual. 

• Ensure statewide consistency in permitting, especially for permits which require best 
professional judgment (BPJ) determinations. 

• Identify state and federal laws, regulations and policies relating to permitting. 

• Identify legal opinions of the Attorney General's Offices, rulings of the Pollution Control 
Hearing Board and rulings of other courts on permitting and permit related issues. 

• Gather collective knowledge of Ecology on permit writing. 

• Provide a central document to place new information, guidance, and requirements related to 
permitting. 

• Serve as a reference for experienced permit writers. 

• Train new permit writers. This manual is identified in the Permit Writers Training Strategy 
as a component of training for new permit writers. The manual will reduce the training time 
for new permit writers and the demand on experienced permit writers to train new permit 
writers. 

• Demonstrate to the regulated community and other interested public what the agency does in 
permitting a wastewater discharge. 
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This manual is a technical/philosophical compendium of experienced Ecology permit writers. 

The manual is expected to be revised annually. Revisions or additions to the manual may 
occasionally be made between annual revisions. These revisions and additions will be sent with 
a transmittal cover memo from the Program Manager explaining the need for revision and where 
the text is to be placed in the manual. 

2. Format Follows Process 

The manual's format follows the process of developing a wastewater discharge permit. Because 
of the complexity of the permitting process it is impossible to completely separate functions 
chronologically. For example, the public involvement chapter is one of the later chapters in the 
manual because historically public involvement occurred after the permit conditions were 
drafted. Public involvement now begins upon permit application. 

In preparing the manual, we borrowed materials freely from EPA and from other states when 
appropriate. These materials are cited in the reference section. They are available from the 
Ecology library and on the Internet. 

2.1 Other References 

The new permit writer should read and have on hand some reference documents related to 
permitting. Specifically, the permit writer should have access to water pollution laws and 
regulations, the Code of Federal Regulations dealing with environmental regulation ( 40 CFR 
Parts 100-149 and 400-471), and a current copy of the Clean Water Act. The permit writer 
should read Chapters 173-220, 173-216 WAC and study Chapter 90.48 RCW. The Technical 
Support Document for Water Quality-based Toxics Control (EPA 505/2-90-001) is required 
background reading for Chapters 6 and 7. 

3. Scope 

The scope of this manual includes: 

• Joint State/NPDES permits as issued under Chapter 90.48 RCW and the Federal Water 
Pollution Control Act 

• Municipal wastewater treatment plants 

• Industrial/Commercial Facilities 

• General Permits 

• State waste discharge permits as issued under 90.48 RCW. 

• Discharges to groundwater 

• Discharges to municipal sanitary sewer systems as part of the state-wide (undelegated) 
pretreatment program. 
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4. Inspections and Enforcement 

The issuance of a wastewater discharge permit leads to subsequent regulatory activities including 
inspections and enforcement. Guidance for those functions is provided in the Inspection Manual 
(Ecology 92-76) and the Compliance Assurance Manual (posted on the Intranet, under the 
Resources tab, Compliance and Enforcement). 

5. Not Regulation 

This manual is not regulation and should not be cited as regulatory authority for any permit 
condition. This manual describes law and regulation pertaining to permitting. These laws and 
regulations must be followed to issue a legal permit. Where those laws and regulations are not 
explicit on implementation the manual describes a process for implementation. This process is a 
program decision (policy) for implementing the laws and regulations and typically has been 
subject to debate by permit writers and management. If the process does not fit a permitting 
circumstance, the permit writer can explore alternative processes as long as the law and 
regulation are met. Alternative processes require section supervisor approval prior to 
implementation. 

6. A Short History Lesson 

The point source water pollution control program in this state is based on both Federal and State 
law which evolved concurrently. The State of Washington began a formal pollution control 
program in 1945 with the creation of the Pollution Control Commission and enactment ofRCW 
90.48. The law did not allow strong enforcement. Pollution control was a negotiation process 
and required the state to demonstrate a water pollution problem and assign the cause of that 
problem to a specific discharger. 

In 1948 the federal government passed the Water Pollution Control Act (PL 80-845). This law 
provided some funds for the design of municipal wastewater treatment plants and for study of 
water pollution problems. This law also required the U.S. Surgeon General, in cooperation with 
the states, to develop water pollution control programs for interstate waters. The Federal Water 
Pollution Control Act of 1956 (PL 84-660) and its 1961 amendments (PL 87-88) established 
federal grants for construction of municipal treatment plants. 

The Water Quality Act of 1965 (PL 89-234) required states to adopt water quality standards for 
interstate waters and created a small agency, the Federal Water Pollution Control Administration 
(FWPCA). These federal laws generally required the states or federal government to 
demonstrate that a water quality problem had implications for human health or violated water 
quality standards. Enforcement was minimal because the burden of proof lay with the agencies: 
they had to demonstrate a direct link between a discharge and a water quality problem before 
enforcing on a discharger. 

Meanwhile, Washington had adopted a waste water discharge permit system in 1955 (Chapter 
90.48 RCW). This permit system was apparently not very effective in controlling pollution 

Chapter 1- Permit Writer's Manual 
Page 3 

0164.0033 



16. Reauthorization 

A reauthorized permit is a wastewater discharge permit issued to an existing discharger that is 
virtually identical to the facility's expired permit. Ecology originally drafted the permit 
prioritization/reauthorization process to assist in reducing the number of expired permits, or 
backlog, in 1998. Since that time, regions have used the tool to help reduce the program's permit 
backlog percentage. Originally intended for minor NPDES permits and significant state permits, 
use of the reauthorization tool expanded over time to include to major NPDES facilities and 
individual industrial permits. This guidance works to standardize and clarify the appropriate use 
of permit reauthorization for backlog reduction. Reauthorizations in this section apply to 
NPDES permits, only. Ecology has developed a fact sheet shell for state waste discharge permits 
(SWDPs) in addition to the NPDES reauthorization. While this section directly addresses 
NPDES reauthorizations, similar logic applies to SWDPs. Direct questions on reauthorizations 
to the permit QA/QC lead in the PDS Section. 

Permit reauthorizations must meet requirements promulgated in 40 CFR 122 as EPA considers a 
permit reauthorization to be a permit issuance. The permit administrative record, permit and fact 
sheet addendum must demonstrate that the permit writer reviewed data supplied with the 
application, data collected during the previous permit term, current water quality standards, 
changes in receiving water status, reasonable potential analyses, and compliance history. The 
new permit must also contain the original fact sheet so facility information can be readily 
located. Permit writers must ensure the reauthorized permit and factsheet addendum provide the 
information needed to comply with federal regulations. Permit writers and supervisors must also 
understand when the reauthorization tool should not be utilized and instead, pursue a formal 
re1ssuance. 

The determination of which permits to reauthorize and which to reissue stems from existing 
facility knowledge and the significance of the discharge. Previously, staff and supervisors used a 
permit priority ranking process for identification ofreauthorization candidates. Ultimately, the 
decision to reauthorize rather than renew or reissue the expired permit should be made by the 
section supervisor. 

Permit writers must determine whether the reauthorized permit conditions will be identical to the 
current permit. A permit may be reauthorized only if the permit writer documents no significant 
changes to the individual facility's permit requirements. Permits should not be re-authorized 
more than once before full re-issuance. 

While permit reauthorizations should save permit development time, the permit writer must still 
review permit compliance, characterize effluent data, reassess the receiving water body for any 
impairments, review the appropriateness of previous effluent limits (including a reassessment of 
reasonable potential), and provide other necessary documentation that supports the decision to 
reauthorize rather than reissue a permit. Permit writers must place the permit requirements in the 
most recent permit shell to capture any changes to Ecology's permitting program that may have 
occurred since the previous issuance. Other than use of the new permit shell, the only other 
changes should be to submittal, effective, and expiration dates. Minor changes to monitoring 
schedules are acceptable. Under no circumstances can the reauthorized permit be less stringent 
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than the current iteration. The reauthorization fact sheet addendum must accompany the 
previously issued fact sheet, the reauthorized permit, and the updated coversheet complete with a 
new Section Manager signature. 

The reauthorization addendum fact sheet template is available on the Permit Writing Resources 
SharePoint site along with the fact sheet and permit shells used for permit development. The 
addendum explains the reauthorized permit, implications of the reauthorization process, 
recommendations for the permit term, any changes to submittal dates, and updates to Ecology's 
public notice procedures. This addendum does not replace the expired permit's fact sheet as the 
previously issued fact sheet continues to be part of the permit record. It is imperative to keep the 
previous fact sheet as part of the permit record because it provides relevant facility history and 
the basis for permit requirements. In addition, packaging the fact sheet addendum with the 
previous fact sheet ensures compliance with 40 CFR 124.56. 

Information required in the fact sheet addendum must include facility details, a compliance 
assessment, updated receiving water information (including any changes to listings), effluent 
characterization through the previous permit term, a discussion of reasonable potential using all 
new data, and a review of decisions made during the previous permit cycle related to effluent 
limit development. The effluent limit review discussed in the fact sheet addendum must include 
a revised reasonable potential analysis calculation. Permit writers must use the most recent 
version of PermitCalc to capture changes to water quality standards which may have occurred 
during the previous permit term. The revised reasonable potential analysis must use data 
collected during the previous permit cycle in addition to any data submitted with the application 
or otherwise. Results from the RP A should not change effluent limits. Failure to provide this 
required documentation undermines Ecology's use ofreauthorization as a permitting tool. 

When the following conditions exist, a discharge permit should not be reauthorized and should 
be reissued: 

• Permit is under previous reauthorization. 

• Design flows exceed I MGD. 

• The discharge quality/quantity or production levels have significantly changed. 

• A pollutant of concern is identified through the reapplication process or during the 
previous permit cycle. 

• The facility is a known source of a pollutant to an impaired water body and reissuance 
will result in an overall water quality improvement due to tighter effluent limitations. 

• A TMDL has been completed for the impaired receiving water and a WLA must be 
implemented. 

• The current permit has a compliance schedule and interim ( or performance based) 
effluent limits that must be reassessed. 

• Significant changes are necessary to the compliance monitoring requirements. 

• Significant concerns exist within the Agency or Public entities over current permit 
requirements. 
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• Reasonable potential exists to violate water quality standards and requires a more 
stringent limit based on review of the permit application and the previous permit cycle's 
performance data. 

• Additional pretreatment requirements are necessary. 

• Any permit requirement becomes less stringent. 
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Chapter 6. Water Quality-Based Effluent Limits 
for Surface Waters 

Permit writers must consider the impact of every proposed discharge to surface waters on the 
quality of the receiving water and specifically consider how the discharge may affect the use of 
the receiving water. In some cases, this consideration may reveal that permit limits based on a 
treatment technology are not sufficiently stringent to protect water quality even with a mixing 
allowance. In these cases, additional permit limits must be developed, or alternative disposal 
methods or locations must be found. This chapter deals with conducting an analysis of 
reasonable potential and developing effluent limits for the protection of aquatic life for 
individual permits. Human health protection is covered in Chapter 7. Appendix E covers the 
situation where a TMDL has been developed and water quality-based effluent limits are based on 
a wasteload allocation set by the TMDL. 

To evaluate the effect an effluent has on receiving water, a permit manager must use: 

• The water quality criteria and standards described below in Section 1, 

• The mixing zone criteria described below in Section 2, and 

• A method for predicting impact and defining effluent limits for numeric criteria described 
below in Section 3. 

The permit writer should keep in mind that the requirement for imposing effluent limitations for 
the protection of water quality does not require a demonstration of impact beyond any doubt but 
only that there is a determination of reasonable potential determined by a rational and scientific 
process. 

Section 4 of this Chapter describes analytical levels for permit application and effluent limits. 

Evaluating an effluent's effect on receiving water includes an evaluation of whole effluent 
toxicity (WET). Section 5 presents Ecology's approach for dealing with whole effluent toxicity. 

Additional guidance on determining effluent mixing is presented in Appendix C. 

1. Water Quality Criteria and Standards 

Water quality criteria are estimated threshold concentrations for specific pollutants which are 
based on scientific data about adverse effects to aquatic life or human health. These criteria 
address human health effects, toxicity to aquatic organisms, bioaccumulation potential, or an 
adverse effect on some other beneficial water use. These criteria may be single numbers, a 
concentration range, or a narrative statement. 

The first water quality criteria developed by direction of the Water Quality Act of 1965 and the 
Federal Water Pollution Control Act (Clean Water Act) have since been revised several times. 

The methods used for deriving the criteria have changed over the years. The different methods 

Chapter 6 - Permit Writer's Manual 
Page 163 

0164.0193 



Hardness, pH, and temperature which affect the numeric criteria for some metals and ammonia 
will also vary seasonally and must be accounted for in setting limits. The information on these 
variables should be developed by the permittee. The permit writer should also consider the 
difficulty of accounting for upstream dischargers if there are multiple dischargers to a reach. 
Where conditions become too complex to authorize flow adjusted limitations, the permit writer 
should consider doing static water quality-based limits and authorizing a compliance schedule to 
incorporate the time necessary to do the TMDL. 

4. Analytical Levels 

This part discusses detection and quantitation levels and outlines an approach to assess 
compliance with water quality standards and with effluent limits that are near or below the levels 
of quantitation. The approach is primarily for organic and metal pollutants where criteria and 
effluent limits may be very low. Chemical-specific concentration levels that can be used for 
compliance assessment are presented, as well as guidance on how to tailor those levels to fit 
regulatory concerns regarding the possible impacts of the discharge. Compliance levels are 
expected to change over time as analytical methods improve and as we gather more data on 
laboratory performance. 

For NPDES permits, the permit writer must require EPA Methods as given in 40 CFR Part 136 
(see: https://www.epa.gov/cwa-methods) and specify the specific method to achieve detection 
and quantitation levels for permit application or permit compliance monitoring. If a test method 
is not listed in part 136 for a permitted pollutant then the permit must specify an appropriate test 
method [40 CFRPart 122.44(i)(l)(iv)]. 

One group of compounds where analytical methods are evolving rapidly are Polychlorinated 
Biphenyls (PCBs). Additional guidance on this group of compounds is found later in this section. 

4.1 Introduction 

Effluent limits based on water quality criteria may be set at very low concentrations (in the range 
of parts per billion to parts per quadrillion). Laboratory analytical methods approved for use in 
the NPDES program are often not capable of measuring chemical concentrations at the 
concentrations of the permit limits. In many cases we are unable to determine if pollutants 
contained in discharges are at concentrations that merit concern, and when we set an effluent 
limit, we are often unable to determine if that limit is being exceeded. 

Historically, the method detection limit (MDL) was used to determine compliance (all data at 
or above the MDL were considered adequate for assessing compliance and supporting 
enforcement actions). The MDL, however, is the level at which a chemical's presence or absence 
can be detected, and provides limited information with regard to actual concentration. The low 
concentrations of many of the aquatic life-based and human health-based criteria have made the 
issue of quantitation important to both the regulator and the discharger. This section uses the 
term "quantitation level" as equivalent to the term "minimum level of quantitation (ML)" 
which is used by EPA The ML is defined by EPA as the lowest concentration of an analyte that 
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Table 14. Methods, Detection and Quantitation Levels Recommended for Effluent 
Characterization and Effluent Monitoring 

Detection Quantitation 
Pollutant & CAS No. Recommended (DL)1 Level (QL) 2 

(if available) Analytical Protocol µg/L unless µg/L unless 
specified specified 

Conventionals 

Biochemical Oxygen Demand SM5210-B 2 mg/L 

Chemical Oxygen Demand SM5220-D 10 mg/L 

Total Organic Carbon SM5310-B/C/D 1 mg/L 

Total Suspended Solids SM2540-D 5 mg/L 

Total Ammonia (as N) 
SM4500-NH3-B and 

20 
C/D/E/G/H 

', ', ', . , ~. , . , ~. , . , 
~ ~ - " ~ .· . ~ ~ - " ~ 

1. Detection level (DL) or detection limit means the minimum concentration of an analyte (substance) that can be measured and reported with a 
99% confidence that the analyte concentration is greater than zero as determined by the procedure given in 40 CFR part 136, Appendix B. 

2. QuantitationLevel (QL) also known as Minimum Level ofQuantitation (ML)-The lowest level at which the entire analytical system must 
give a recognizable signal and acceptable calibration point for the analyte. It is equivalent to the concentration of the lowest calibration 
standard, assuming that all method-specified sample weights, volumes, and cleanup procedures have been employed. The QL is calculated 
by multiplying the MDL by 3.18 and rounding the result to the number nearest to (1,2,or 5) x 10", where n is an integer. (64 FR 30417). 

ALSO GIVEN AS: 
The smallest detectable concentration of analyte greater than the Detection Limit (DL) where the accuracy (precision & bias) achieves the 
objectives of the intended purpose. (Report of the Federal Advisory Committee on Detection and Quantitation Approaches and Uses in 
Clean Water Act Programs Submitted to the US Environmental Protection Agency December 2007. 

4.5 Polychlorinated Biphenyls (PCBs) 

PCBs are a persistent, bioaccumulative, and toxic group of manmade compounds found 
throughout the environment. Federal NPDES permitting regulations require use of analytical test 
methods approved under 40 CFR Part 136 for assessing compliance with permit limits. The 
method currently approved for use in PCB analysis under 40 CFR Part 136 is Method 608. 
Method 608.3, released in December 2016, contains updates for PCBs; however, this method 
was not published in the Federal Register prior to the change in Executive Administration in 
January 2017. As is common with new Administrations, Federal Agencies issued a mandatory 
recall of all actions that were not published in the Federal Register prior to the Administrative 
change. The final rule was published in August 2017. After the delayed publication, Method 
608.3 became the preferred method by Ecology for effluent limit compliance evaluation; 
however, laboratories have one year to comply with this revised method due to the MDL 
development procedural changes. Through August 2018, laboratories may still use modified 
Method 608 for compliance if they have not yet received accreditation for Method 608.3. See 
4.5.1 in this chapter for detail on using modified 608 for effluent limit compliance. 

As of January 2017, the three methods that are used for permitting purposes are Methods 608, 
Method 8082A (Update V) and Method 1668C. Methods 8082A and 1668C are not-EPA 
approved methods under 40 CFR 136. Recent EPA revisions to 608.3 and 8082A refine QA 
processes and increase method sensitivity. Method 608 ( or 608.3) and Method 8082A are 
methods for reporting Aroclor concentrations (7 individual Aroclors ). Method 8082A can also 
report some congeners. Method l 668C is a very sensitive method for reporting congener 
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concentrations (209 individual congeners). All three methods sum the results (Aroclors or 
congeners) to calculate a total PCB concentration. Surface water regulatory standards for chronic 
aquatic life and human health criteria are set at levels lower than EPA Method 608 ( or 608.3) are 
able to evaluate. The two other methods used to evaluate PCBs, 8082A and l 668C, provide 
lower analytical limits and may be used for permitting purposes to evaluate sources, but not for 
numeric effluent limit compliance. Section 4.5.5, Table 18, gives a comparison of the different 
reporting limits for all methods discussed in this chapter. 

4.5.1 Method 608 

In response to a Pollution Control Hearings Board decision (Case Number Pl3-137c) in July 
2015, Ecology conducted a phone survey of over 20 labs in Washington to determine achievable 
detection levels (DLs) and quantitation levels (QLs) for water samples under Methods 608 and 
8082A. Labs indicated that DLs and QLs lower than required by Ecology in NPDES permits 
were achievable with modifications to both methods. Common techniques were reported to 
lower detection limits: extracting a larger than one liter sample, large volume injection, 
concentrating the sample extract, and solid phase extraction (SPE). But the relatively high QL 
for 608 was problematic and bound by the strict requirement that the method-specific standard 
deviations (e.g., calibration factor or response factor) be less than ten percent for the calibration 
curve of each Aroclor. Also, some techniques like SPE were allowed with 8082A but not with 
608. 

Recently, EPA promulgated the Methods Update Rule (December 2016) that includes Method 
608.3 for PCB Aroclor determination. This update was recorded into the Federal Register in 
August 2017 and recognizes advancements in laboratory techniques and technology that were 
identified by local labs. Specifically, the new method includes more techniques for extraction 
and clean-up, revised MDL determination procedures to account for lab blank contamination, 
and sets the calibration curve to twenty five percent standard deviation. Extraction techniques 
such as separatory funnel, continuous liquid-liquid for extraction and SPE are now included. 
These modifications have prompted updates to lab standard operating procedures (SOPs), and 
labs have worked with Ecology's Laboratory Accreditation Unit (LAU) for accreditation 
beginning August 2017 for NPDES permit requiring analysis using Method 608.3. LAU has 
granted accredited laboratories a compliance period of one year so that they may implement the 
new MDL procedures. The end of this compliance period is expected to occur in September 
2018. In the interim, laboratories accredited for Method 608 may use the modified procedures 
discussed earlier in this section to increase the methods sensitivity. 

Permit writers must work with permittees to ensure they use the 2016 update for Method 608.3 
in NPDES permits as soon as their associated laboratory becomes accredited. This may occur 
before September 2018. The update sets the DL at 0.065 µg/L and the QL at 0.195 µg/L (3x the 
DL). These reporting limits apply to all Aroclors even though it is only specified for PCB-1242 
in the method. Laboratories may use Aroclor 1242 as an indicator for determination of the 
method validation statistics. Language in the method states: "When analyzing the PCBs as 
Aroclors, it is only necessary to establish an MDL for one of the multi-component analysis (e.g., 
PCB 1254), or the mixture of Aroclors 1016 and 1260 may be used to establishMDLsfor all of 
the Aroclors" (EPA, Method 608.3). The method QL revision in Method 608.3 results from a 
change in the tolerance for the relative standard deviation from 10% to 20% (for external 
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standard calibrations) and 15% (for internal standard calibration). Permit managers should 
verify the laboratories QA/QC report supplied with analytical results against both the reporting 
limits in Appendix A and also Table 4 of the EPA published method text. If there are questions 
related to laboratory quality assurance verification, contact LAU or someone else at Ecology that 
has experience in interpreting laboratory data. NOTE: Table 2 of published method 608.3 
erroneously reports the QLfor Aroclor 1242. The correct value is 0.195 ug/L, not 0.095 ug/L as 
recorded 

Permit writers may consider lower QLs for a permit only if laboratories can demonstrate quality 
assurance using Method 608.3 procedures for samples from highly treated wastewater or other 
discharges with relatively low levels of pollutants. This is due to less potential for matrix 
interference. If electing to modify the DL and QL, Appendix A should reflect that change. It is 
the permittee's responsibility to ensure the laboratory can meet the change in the method 
validation statistics. 

The lower DL and QL level achievable with Method 608.3, may lead to an increase in qualified 
data (estimated values reported below the QL, but above the DL) in lab reports. See Section S3 
Reporting and Recording Requirements for an explanation of how Permittees must report data 
qualifiers in WQWebDMR. In addition, fact sheets must provide a description of how Ecology 
uses qualified data in the permit data summary and subsequent reasonable potential analyses. 
See Section 4.3 of this chapter for a description of how to use analytical results that fall between 
the DL and QL in permitting. Part IV of the fact sheet shells also contains optional language 
handling qualified data when effluent limits are near detection or quantitation levels. This 
language should be used and modified, if necessary, for the specific permitting situation. 

Method 608 must be used for permit compliance until a laboratory used by a permittee becomes 
accredited for Method 608.3. Lowering the DL and QL for Method 608 through refinement of 
laboratory procedures does not affect the method's approval for permit compliance. Table 15 
lists both the unrevised and revised DLs and QLs for Method 608 Ecology used for permitting 
prior to promulgation of Method 608.3. See Appendix A for the most up to date reporting limits 
for PCBs as defined in Method 608.3. Table 18, later in this chapter, lists reporting limits for all 
three PCB analytical methods discussed in this chapter. 

Table 15. Method 608 Limits of Reporting prior to 608.3 

EPA Method DL, µg/L QL, µg/L 
608 (unrevised) 0.25 0.5 

608 (revised) 0.05 0.2 

Laboratories electing to use the Method 608 revisions must update their SOPs for the change in 
analytical technique. Once updated, the LAU must conduct a review prior to the laboratory 
running analyses for NPDES permit compliance. Labs are responsible for contacting LAU to 
verify what is needed for receiving approval to run the revised Method 608 procedure. Initial 
documentation for this method revision at a minimum must include: acceptable proficiency 
testing (PT) sample results, initial demonstration of capability (IDC) with an alternative source 
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standard (see Section 8.2 of Method 608), a MDL summary, and a calibration curve showing 
acceptable quality control. 

Permit writers need to notify Permittees if requiring use of the revised Method 608 during permit 
development. An explanation regarding the requirement of the revised method should also be 
provided in the Fact Sheet. Note that after September 2018, the appropriate compliance 
method is 608.3. Laboratories transitioning to Method 608.3 are responsible for contacting 
LAU to verify what is needed for accreditation. When effluent concentrations fall below the DL 
and QL of Method 608-revised, or Method 608.3, and the permit writer has reason to suspect 
PCB contamination, the permit writer should consider a characterization monitoring requirement 
using Methods 8082A and/or 1668C discussed in Sections 4.5.2 and 4.5.3 of this chapter. In the 
event of an EPA-approved TMDL that assigns numeric wasteload allocations, permits must 
require monitoring using Method 608.3 to assess compliance with the wasteload allocation 
assigned to the discharge. In this instance, for example, there is no need for characterization 
monitoring using a more sensitive method because PCB loading in the discharge has already 
been quantified. Other methods for other purposes, such as source control and adaptive 
management, may still be necessary. In general, discharges from small municipal facilities do 
not need characterization monitoring as there is little risk of direct PCB inputs to the collection 
system. Permit writers should still consider potential site specific information for these small 
dischargers and use best professional judgement when developing monitoring requirements. See 
Section 4.5.5 of this Chapter for additional discussion. 

4.5.2 Method 8082A 

In August 2015, EPA promulgated 'Update V' to SW-846 Methods, including an update to the 
organic compound series - 8000D Determinative Chromatographic Separations, which includes 
Method 8082A. Ecology's LAU will begin to accredit labs related to Update V during routine 
on-site audits beginning in January 2017. 

Key features of Update V for Ecology's NPDES program are the steps taken to improve the 
quality assurance of the laboratory data, particularly reduction to a single limit for reporting. 
Chapter One of SW-846 defines the Lower Level of Quantitation (LLOQ) as: The lowest point 
of quantitation which, in most cases, is the lowest concentration in the calibration curve. Update 
V now requires laboratories to only report the LLOQ (no QL or DL), which is a function of both 
the method and the sample being evaluated. 

Previously the DL only considered the blank spike which often resulted in unachievable MDLs 
for complex matrices such as stormwater or process wastewater. The LLOQ considers the effect 
of sample matrix throughout the entire analytical process for a batch of samples. Therefore, it is 
better suited for samples with complex matrices (e.g., process wastewater and solids). Results 
above the LLOQ are quantifiable within acceptable precision and bias, and are reported with a 
known level of confidence. The LLOQ is verified periodically with laboratory control samples 
(blank spikes), using lab-specific statistically based recovery limits or project limits. The new 
QC protocol for this method requires validation to the lowest point on the calibration curve 
developed by the individual laboratory. LAU is available to answer questions regarding LLOQ 
requirements if permit writers have specific questions during permit development, developing 
Quality Assurance Project Plan requirements, or when interpreting laboratory reports. 
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As a performance-based method with a single reporting limit, laboratories now have more 
flexibility with sample preparation. These modifications provide more trust in the analytical data 
as it results in fewer qualifications due to a necessary increase in accuracy and precision. In 
2015, just prior to Update V (using 8000C), local labs using Method 8082A reported they 
consistently achieved DLs of 0.008 µg/L and reporting limits of 0.016 µg/L in most samples 
using routine extraction and clean-up techniques such as continuous liquid-liquid or solid phase 
extraction (SPE). 

Starting in 2017, Ecology expects laboratories to update method SOPs for accreditation of the 
8082A -Update V. While waiting on laboratory accreditation through LAU, permit writers may 
consider using both an LLOQ set to 0.016 µg/L and variable DL dependent on the quality of the 
individual discharge. Samples from highly treated wastewater or other discharges with relatively 
low levels of pollutants are more likely to pass the LLOQ quality assurance due to less potential 
for matrix interferences. Permit writers may consider lower LLOQs using Update V Method 
8082A procedures for a permit only if the laboratory can demonstrate quality assurance in those 
samples. 

Whether a lab will report on qualified data (data between the DL and LLOQ) is a decision made 
by each lab, project or permit. Ecology understands that laboratories may report both a DL and 
LLOQ for a period of time while labs become accredited under Update V. Until accreditation is 
reached, permit writers must specify both the DL and LLOQ for the method, not just the LLOQ, 
and verify reporting limits in the lab report received provided with the results. When specifying 
the DL in addition to the LLOQ, permit writers should work with the appropriate laboratory to 
ensure the reporting limits are sensitive enough for the site specific analysis. Permittees can 
continue to request laboratories to use the dual reporting method even after receiving 
accreditation for Update V. Permit writers should use their judgement on requiring the dual 
reporting method. In general, the change to the single reporting method is considered to be an 
important improvement. Use of the LLOQ supports the Water Quality Program's need for 
Permittees to generate verifiable data while meeting necessary precision and accuracy thresholds 
for source identification, source control, discharge characterization and other required 
monitoring. 

Qualified data (estimated values reported above the DL and below the LLOQ) is anticipated to 
decrease in frequency as labs are accredited for 8082A-Update V and move to the single 
reporting limit. Method quality objectives (MQOs) for Update V should only be used once a 
laboratory has become accredited for the revision. See Section 4.5.4 for a discussion on MQOs 
and sampling plan development. 

Permit writers should specify the LLOQ for the compliance assessment level and include 
footnotes explaining the monitoring requirement in S2. In addition, the permit writer needs to 
clearly state how qualified data (below the LLOQ) will be used. If the permit contains a 
requirement for monitoring PCBs using Method 8082A and the dual reporting method is used, 
follow procedures in 4.3 of this section, replacing QL with LLOQ, for calculating averages and 
other statistics. After becoming accredited for Update V, the procedure listed in Section 4.3 still 
applies; however, laboratories will flag results that fall below the LLOQ and are unlikely to 

Chapter 6 - Permit Writer's Manual 
Page 223 

0164.0253 



return a numeric result. Data below the LLOQ should not be used in calculating averages as it 
lacks a level of certainty that the analyte is in the sample. 

The permit should provide clear direction about how to report data qualifiers in PARIS if 
requiring the data be submitted with a DMR. Alternatively, the permit writer has the option of 
requiring the data to be submitted separately from a DMR. Regardless, the fact sheet should 
provide a full description of how Ecology will use ( or disregard) qualified data. This becomes 
especially important when permit writers use qualified data in calculating or evaluating numeric 
limits. Some source identification activities may adjust how qualified data is used and this 
should also be well described in the permit, fact sheet and PARIS. The method modification to a 
single reporting limit (LLOQ) should help to reduce qualified data as reported by the laboratory. 

A permit writer should require MQOs for Method 8082A in permits based on necessary 
performance measures needed for the specific monitoring event. In some permits, permit writers 
may require the Permittee to develop a QAPP to provide more information for the data 
evaluation procedures. If using Method 8082A, a QAPP is recommended as a permit 
requirement especially ifrequiring dual reporting limits. Use of a QAPP will implement 
reporting limit requirements for laboratories so that data collected by permittees is properly 
quantified and qualified for permitting decisions and data quality objectives. Ecology has QAPP 
templates which are available to both permit writers and permittees. See Section 4.5.4 for an 
example ofMQOs to be provided in a QAPP for 8082A Update V analyses, which must be 
modified based on project specific needs. Analytical laboratories should be contacted for input 
regarding the MQOs for the analysis prior to QAPP finalization. 

Permit writers still need to evaluate the percentage of qualified data in the laboratory report, 
especially in the instance when laboratories have not been accredited for Update V. When data 
qualifiers or ND values start to exceed a 25% threshold, permit writers should apply their best 
professional judgement and consider utilization of Method 1668C. An instance where more 
sensitive monitoring may not be required is when PCB concentrations start to fall after 
successful installation and management of BMPs. Best professional judgement must be applied 
and explained in the fact sheet in this situation. 

4.5.3 Method 1668 

Method 1668c is a very sensitive analytical method that has the capability of detecting 209 
different PCB congeners. Water quality standards are based on Total PCBs (the sum of all 
Aroclors, isomers, homologs, or congeners), and have most frequently been measured as a 
calculated sum of all or a select group of congeners ( e.g. a grouping representing an Aroclor) 
found in a sample. The data generated by Method l 668C is more complex and extensive than 
data generated by the other two methods, and must be carefully managed, assessed and applied. 
As of 2018, PARIS is not equipped to handle analytical results from Method 1668C due to 
method complexity. This data must be required as part of a separate submittal or report. Raw 
data files from these analyses should be filed as part of the permit record and associated with the 
specific submittal number in PARIS. 

The process to interpret lab data and evaluate usability of data produced by Method l 668C 
toward permit needs should be spelled out in a Quality Assurance Project Plan (QAPP). See 
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Section 4.5.4 for a discussion on QAPP development considerations. Based on expertise from 
elsewhere in the U.S. (e.g. Delaware River Basin PCB Monitoring), additional data management 
standard operating procedures that explicitly deal with analytical method QA/QC, column types, 
blank contamination, raw vs. censored data, matrix interference, and co-eluting PCB congeners 
are needed to allow for consistent use of PCB congener data in permits. 

When conducting sampling for analysis using Method 1668C, the permittee must submit a QAPP 
for approval as site specific requirements will determine measurement quality objectives 
(MQOs). A permit related QAPP will document a consistent manner with respect to procedures 
(e.g. interpreting lab control samples, blank censoring, calculating total PCBs) specific to the 
level of certainty required in decision-making. Data produced from this method could be used as 
the basis for developing effluent limits, to measure attainment of water quality standards, and 
other critical measures (see section below), therefore, the QA/QC must be rigorous. It is 
recommended to follow data qualifiers used by Manchester Environmental Lab for consistency 
during the quality assurance process. This helps to eliminate confusion related to labs using 
custom qualifiers with differing definitions. 

As a rule, any Method l 668C analysis should include both field and laboratory blanks in the 
required sample sets as a way to increase result precision. Permit writers should never use raw 
data generated in a Method 1668C analysis for congener summation. When PCB concentrations 
are very low, background contamination in lab or field blanks may interfere with the calculation 
of total PCB. For reference, equipment or field blanks are sample containers filled with distilled 
water and are used to determine contamination from glassware, any preservatives used, or from 
ambient field conditions. Laboratory blanks, or method blanks, are used by the laboratory to 
ensure no contamination occurs at any point during the analytical procedure. Labs also use these 
blanks as part of their quality assurance procedure. Comparison of the field and laboratory 
blanks is useful in determining a source, if any, of sample contamination. As an example, MD Ls 
for Method 1668C can range from 7 - 50 pg/Lin water (depending on matrix interferences). For 
reference, levels of PCBs in laboratory blanks using highly distilled laboratory water (e.g., 
'nanopure' or 'Milli-Q') can be as high as 50 pg/L. Permit writers should generally expect to see 
blank contamination in analytical results when using Method l 668C. It is important to know 
how to evaluate data after confirming blank contamination. 

A common technique to deal with blank contamination is called censoring and is described in 
EPA's National Functional Guidelines for the Contract Laboratory Program. These guidelines 
recommend censoring congeners (not including them in the calculation of total PCBs) if they are 
in the sample at a concentration of less than I Ox the concentration found in the laboratory blank. 
Each sample set should have both a field and laboratory blank for censoring purposes. Using 
I Ox censoring for summation of the 209 PCB congeners removes false positives that are not 
significantly above (e.g. less than 2 standard deviations from the mean) the blank level. The 
value of I Ox equates to 95% confidence level that the congener is present in the sample and is 
also quantifiable. For the purposes of developing effluent limits, the process of applying the I Ox 
laboratory blank censor is appropriate. Utilizing a blank censoring procedure becomes important 
in low concentration scenarios and does not need to be applied to results reporting high congener 
concentrations. Note, if results show higher concentrations where blank contamination has little 
effect on the data analysis, permit writers should confirm that 1668C is the most appropriate 
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method. A less sensitive method may be appropriate in this instance. Overall, the choice of a 
censoring technique and factor (e.g. 3x, 5x or l0x) is specific to data, project needs, and the 
study objective. For comparison, blank censoring at 3x or 5x is used for identification of sources 
and can be a semi-quantitative analysis that may yield false positives which prevents it from 
being useful for the purpose of determining reasonable potential. The censoring technique and 
selected factor must be defined in the approved QAPP. Defining these techniques becomes part 
of the study's MQO and should be determined early on in the project phase. Table 16 provides 
an example of the blank censoring procedure. 

Table 16. Method 1668C Blank Censoring Procedure 

Ambient 
Ambient 

Qualifier Lab 
Blank 

Qualifier 
lOx Censor 

Congener Sample, 
Qualifier 

Correction, Blank, 
Qualifier 

Correction 
pg/L D!!/L D!!/L Dl!fL Dl!fL 

PCB-001 2.04 2.04 1.37 J 1.37 0 
PCB-002 1.65 J 1.65 0.537 NJJ 0 1.65 
PCB-003 2.27 2.27 1.14 NJJ 0 2.27 
PCB-004 8.82 8.82 1.33 UJ 0 8.82 
PCB-005 0.802 UJ 0 1.03 UJ 0 0 
PCB-006 2.05 2.05 0.91 UJ 0 2.05 
PCB-007 1.06 NJJ 0 0.938 UJ 0 0 
PCB-008 6.35 6.35 1.09 J 1.09 0 
PCB-009 0.943 NJJ 0 0.913 UJ 0 0 
PCB-010 0.691 UJ 0 0.886 UJ 0 0 
PCB-011 44.4 44.4 4.36 4.36 44.4 

Sum: 59.2 
*Note: U, NJ, and UJ qualifiers set at zero 

Method l 668C is not currently approved by EPA for effluent limit compliance under 40 CFR 
Part 136. And, Ecology is not proposing to seek EPA approval of this method under 40 CFR 
136.5 as there are known problems in regards to the repeatability and accuracy of the method in 
addition to the expense of the analysis. Permit writers should continue to use the most sensitive 
methods approved by EPA for compliance with numeric effluent limits, which is Method 608.3. 
As previously stated, Ecology's permitting database (e.g., PARIS) is not yet modified to reflect 
such standardizations for effluent PCB congener data. EIM, the environmental database, does 
contain some receiving water information from studies initiated by both the Water Quality and 
Environmental Assessment Programs. If interested in data within EIM, permit writers must 
contact the appropriate project manager before using the results in any part of the permitting 
process. Often times, the associated laboratory blank results are not included with site specific 
data in EIM or the database contains previously censored data. Both sets of results from the raw 
sample data and the laboratory blank are necessary for evaluation purposes. With permit 
required sampling, permit writers should also request raw data from the analytical laboratory 
even if the QAPP requires blank censoring as part of the procedure. There may be times when 
permit writers may want to evaluate PCBs for specific congener patterns at a more refined level 
or with a different blank censor. All raw data should be maintained as part of the permit record. 

This section will be modified following development of a standardized procedure for storing 
PCB congener data in an Ecology environmental database. 
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Ecology recognizes many situations where targeted monitoring under Method l 668C is useful 
for identifying PCB sources or characterizing media of interest for use in assessments other than 
compliance with a numeric effluent limit (such as evaluating the effectiveness of a best 
management practice). The following section provides guidance on QAPP development and 
subsequent use of this data. 

4.5.4 Data quality in low level methods 

Permit writers should consider the following guidance when requiring monitoring using either 
method 8082A or 1668C. 

The way to ensure characterization or source control monitoring returns viable results is to 
require a Quality Assurance Project Plan (QAPP) as a permit submittal. QAPPs are not 
generally required for effluent limit compliance monitoring as the methods approved by EPA 
(e.g., 608.3 for PCBs) contain specific tolerances and acceptance criteria. Rather, QAPPs should 
be required when permits require additional monitoring using Methods 8082A or 1668C. See 
4.5.2 and 4.5.3 for a discussion of these methods and reporting requirements. 

QAPPs document and outline the planning necessary for the collection and subsequent analysis 
of environmental data. Approved QAPPs ensure that the collected environmental data can be 
used for making decisions including BMP effectiveness or delineation of specific sources. 
Ecology has several examples of completed QAPPs for PCB analysis and also a OAPP template 
that the permittee can follow. The Environmental Assessment Program is a good resource if 
permit writers have questions regarding required QAPP elements. The responsibility of QAPP 
development falls on the permittee, not the permit manager, when the discharge permit contains 
the specific monitoring requirement. However, the permit manager must consult with the 
regional QA authority who may be in another program or WQ-PDS QA authority after receiving 
a completed QAPP. QAPP approval must come from the appropriate QA authority and not the 
permit manager. There may be times when the permit manager must develop a QAPP in 
conjunction with another program. The rest of this section will help to explain the QAPP 
development process. 

The permit manager and permittee must understand the purpose of data collection, or the end use 
goal, because it may affect the data management procedures including statistical evaluations 
conducted on the analytical results. The data validation step following sample collection and 
analysis ensures results are usable to satisfy project objectives. Study objectives include 
determination of initial method target levels and the intended use of the final product. 
Essentially, successful study objectives involve knowing the question the additional monitoring 
is going to attempt to answer and what kind of data is needed to meet that end. When 
determining study objectives, permit writers should think about the problem statement. What 
are you trying to do? Making a decision verses estimating a problem are two examples of 
different study objectives. For example, when trying to find sources within a site, individual 
congener profiles may be necessary to identify contaminant specific signatures that can be used 
to pinpoint the origin of contamination. 

Permit writers should work with permittees so that the QAPP's data quality objectives (DQOs) 
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satisfy specific project needs. The stepwise DQO development process follows these functions 
with the QAPP satisfying the last step of the process: 

1. Determine the problem. 

2. Identify the project endpoint and/or goal. 

3. Identify information needed to reach the endpoint. 

4. Define the scope of the project. 

5. Determine the analytical approach necessary to meet the project. 

6. Set measurement quality objectives. 

7. Prepare a plan for data collection and analysis (QAPP). 

Effective QAPPs cover both quality control and quality assurance for the sampling event and 
subsequent data analysis. Quality control (QC) and quality assurance (QA) are not the same; 
although, some use the terms interchangeably. It is important to distinguish between the two as 
they represent portions of the study design and analysis. The process of data collection, 
management and subsequent analysis fall under QC. Development of a standard operating 
procedure (SOP) for the field collection and analytical laboratory is QA The SOP provides 
details on how to evaluate and control data accuracy. When utilizing low level PCB analytical 
methods for effluent characterization or source evaluation, permit writers need to determine 
specific method performance criteria otherwise known as measurement quality objectives 
(MQOs). These MQOs must be part of the approved QAPP. For context, MQOs relate to the 
acceptance threshold for data. Data quality indicators (DQI) form the basis of an MQO and 
directly link both laboratory instrument and analytical performance forming the primary data 
validation criteria. Primary DQis represent the following: precision, bias, sensitivity, 
representativeness, completeness, and comparability. The following offers examples and 
considerations when developing DQis: 

• Precision: Are field and/or lab duplicates necessary? 

• Bias (Accuracy): Are method (lab) blanks necessary to quantify laboratory 
contamination? What are the requirements for measuring both blank and matrix spikes? 
Both of these involve intentional dosing with a known concentration of the analyte of 
interest. This known concentration is used to evaluate the percent recovery for purposes 
of ensuring the analytical procedure meets specific method controls. 

• Representativeness: Do the sampling locations represent site conditions? 

• Completeness: How much data is necessary to meet project objectives? What is 
necessary for the laboratory to conduct data validation? 

• Comparability: Are units comparable? What about methods or specific qualifiers if 
using different laboratories? 

• Sensitivity: Make sure reporting limits are sufficient for the study objectives. 

Table 17 provides an example ofMQOs for water samples to quantify PCBs by Method 8082A, 
Update V. Contents of the table must be verified with both the lab prior to analysis and the 
appropriate agency QA authority. 
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Table 17. Laboratory MQOs for water samples to quantify PCBs by Method 8082A, Update V 

QC Element Performance Measure 
Water samples for PCBs by EPA Method 

8082A; Update V 

Lowest Level of Quantitation 
(Reporting Limit) Sensitivity 0.016 ug/L 

Representativeness, 
Field Replicate (Split Sample) Accuracy RPD<40% 
Analytical (Laboratory) Compound specific RPD 
Replicate Bias and Precision <40% 

Analyte concentration <MDL; if 2: MDL, 
lowest analyte concentration must be 2: lOx 

Method Blank Bias method blank concentration 

Laboratory 
Control Sample I Certified or 
Standard Reference Material Bias and Accuracy 50-150 % recovery 

50-150 % recovery; 
Matrix Spike and Duplicate RPD Bias and Accuracy :S40RRPD 

Compound specific; within 25-150 % 
Surrogate Spike Bias and Accuracy recovery 

[l] = for laboratories not yet accredited by Ecology for Method 8082A Update V for LLOQ, default to the reporting limit or 
quantitation limit of0.016 ug/L 

LLOQ vs RL: The LLOQ 

RFD: relative percent difference. RSD: relative standard deviation. MDL: method detection limit. 

Analytical Replicates: Provide precision information on the actual samples; useful in assessing potential samples 
heterogeneity and matrix effects. 

Method blank for water samples: Laboratory blanks are used for instrument calibrations and determining whether any 
contamination is present in laboratory handling and processing of samples. Method blanks are prepared in the laboratory 
using the same reagents, solvents, glassware, and equipment as the field samples. 

Laboratory Control Samples: Sometimes called check standards or laboratory control samples, are method blanks spiked with 
surrogate compounds and analytes; useful in verifying acceptable method performance prior to and during routine analysis of 
samples. 

Surrogate Spike Compounds: A type of check standard that is added to each sample in a known amount prior to extraction or 
purgmg. 

Matrix spikes and matrix spike duplicates: A matrix spike provides a measure of the recovery efficiency and accuracy for the 
analytical methods being used under the same conditions as the field sample. A separate container of the field sample is 
needed to evaluate a matrix spike sample. Matrix spikes duplicates are used to determine method accuracy and precision. 
Common notation is matrix spike/matrix spike duplicate [ ms/msd]. 

Matrix Spikes: Percent recoveries of matrix spikes are reported and should include a wide range of representative analyte 
types; compounds should be spiked about 5x the concentration of compounds in the sample or 5x the quantification limit. 

Surrogate standards: Surrogate standards are added before extraction to monitor the efficiency of the extraction methods. 

Standard Reference Materials (SRM): A material or substance whose property values are sufficiently well established to be 
used for calibration of an apparatus, the assessment of a measurement method, or for assigning values to materials. 

Certified Reference Material (CRM): A reference material, provided by standard setting organizations ( e.g., NIST, CRM), 
accompanied by or traceable to a certificate or other documentation that is issued by a certifying body. 
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Final QAPP elements document the required laboratory analysis QA procedures following the 
data collection phase. These procedures assess whether or not the collected data meets the 
specified DQis in addition to the specific study objective. QA procedures include verification of 
sampling procedures, data verification and validation, in addition to determining the usability of 
data collected. Without QA, the data from the study cannot be used to inform the project 
specific questions related to the sampling event. Also, determining the DQOs prior to 
implementing a monitoring requirement for a source identification study or pollutant 
minimization plan can help maintain the cost effectiveness of a study, especially with multiple 
sampling events spanning several years. 

When requiring characterization monitoring, it is important to consider the result you want to 
achieve and the appropriateness of additional sampling. These listed factors contribute to the 
selection of an appropriate monitoring method. Information collected through previous 
monitoring should help the permit writer understand which method to select. Cost of PCB 
analysis differs substantially from method to method with 608.3 being the least expensive and 
l 668C the most expensive. The difference lies in the rigorous QC processes for l 668C including 
the level of reporting. While 1668C will return information down to the lowest quantifiable 
level, it is not necessarily appropriate to require this method when method 8082A will also return 
detectible concentrations. The following section provides information to help determine which 
method is appropriate in your permit. 

4.5.5 Selecting the appropriate analytical method 

Before requiring any monitoring for PCBs other than priority pollutant scans, permit writers 
should evaluate their facility and the potential for exceeding the water quality standard. For 
example, small municipalities with no significant industrial users and without a legacy industry 
may not have PCBs in their effluent at levels that would likely exceed water quality standards. 
Therefore, PCB monitoring may not be necessary. This is an acceptable situation. Only include 
monitoring requirements when necessary for the facility and its specific discharge situation. 

Data quality objectives (DQOs) should always be considered prior to placing low level 
monitoring requirements in a permit for purposes of characterization or source identification. 
Permit writers should consider the size of the facility, presence of any significant industrial 
dischargers, legacy source potential, the source and characteristic of the wastewater including 
pollutants that are or have potential to be discharged from the facility, and the result being 
achieved with the additional monitoring before requiring PCB characterization in permits. When 
in doubt, staff should consult with the permitting QA/QC lead inside the program who is familiar 
with permitting and monitoring challenges associated with this ubiquitous toxicant. 

Understanding the potential use of collected data and which method is best suited for the 
required monitoring are both important considerations. Knowing the distinction between 
evaluating compliance with numeric effluent limits versus evaluating overall permit compliance 
is also necessary. While non 40 CFR part 136 methods cannot be used to evaluate numeric 
effluent limit compliance, a missed sampling event or late submittal of monitoring results from a 
non 40 CFR part 136 method constitutes an overall permit violation subject to enforcement. 
The following provides background to help permit writers understand both when and how to use 
the different methods for permit development, permit management, compliance and assessments. 
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Permit writers should consult Table 18 for an approximate range of reporting limits for PCB 
analytical methods. Reporting limits in Table 18 are to be used as general guidance in method 
selection. Actual reporting limits will depend on the lab performance and sample matrix. The 
laboratory must be contacted to verify the actual level of reporting achievable for the individual 
analytical method and sample matrix. 

Table 18. Comparison of Reporting Limits for PCB Analytical Methods 

EPA Method DL, µg/L QL, µg/L 
608 (unrevised) 0.25 0.5 

608 (revised) 0.05 0.2 
608.3 0.065 0.195 

8082A (LLOQ) 0.016 
1668C 0.00005 0.00007 

As discussed previously, numerical effluent limit compliance must be evaluated using Method 
608.3. When conducting monitoring for characterization or source control, the permit writer 
needs to determine a sufficiently sensitive method that will generate the most unqualified, usable 
data. The magnitude of PCB contamination differs across the state and can generally be 
attributed to historical industrial uses and atmospheric deposition. Therefore, effluent 
characterization and source control methods will differ based on site conditions, the type of 
facility (e.g. industrial or municipal), and the approximate concentration of contamination 
expected in the field. 

It may not be necessary to have every permitted discharger enter into a characterization or source 
identification study. For example, minor dischargers (<l MGD) do not need to complete priority 
pollutant scans and often have little to no effluent toxics data. This is because minor dischargers 
are not subject to the same federal regulations as major or industrial dischargers. While PCB 
monitoring may be appropriate for some dischargers based on individual facility characteristics, 
permit writers should consider the value and purpose of requiring PCB monitoring when 
developing discharge permits. If you received NDs on the Method 608.3 analysis, consider site 
specific needs. Low level PCB monitoring should only be used when working to identify sources 
or differing magnitudes of contamination. 

Evaluating reasonable potential - Use all valid and applicable data, including data collected 
using methods not approved under 40 CFR Part 136 (e.g. Methods 1668C and 8082A). 

• 

• 

• 

EPA' s Technical Support Document (TSD ), Section 3.2 supports the use of all available 
information when evaluating reasonable potential, including available data and available 
narrative information. 
Effluent congener data from Method l 668C analysis should undergo 1 Ox blank censoring 
(see Section 4.5.3) prior to the reasonable potential evaluation in order to sum the 
individual congener results. This reduces the probability of accounting for false positives 
in the final sum and avoids artificially high results. 
Evaluating reasonable potential for small dischargers can be done with a narrative site 
specific review. As with every reasonable potential determination, the process and 
rational should be included in the fact sheet. Most small dischargers will not have any 
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monitoring data for PCBs as they are not required to conduct priority pollutant scans. 
When a small facility discharges to an unlisted water body, evaluate reasonable potential 
based on non-numeric data (e.g. significant industrial dischargers (Sills), legacy sources, 
and other site specific information). If no reasonable potential is found, no further action 
is required. In the event of a discharge to a 303( d) listed water body with no EPA 
approved TMDL, again evaluate reasonable potential based on non-numeric data. If no 
potential is found, no further action is required. In the event of a reasonable potential 
determination, first implement BMPs with pollutant minimization and adaptive 
management requirements designed to achieve compliance with water quality standards. 
Monitoring must be part of this narrative effluent limit to develop a usable data set during 
the current permit cycle. This should be used in the next permit cycle to develop numeric 
limits when they are feasible. An AK.ART determination (see below) may be required at 
this time. Also, it may be necessary to investigate the applicability of a compliance 
schedule or variance (see Chapter 6, Section 3.3.13 or Chapter 16, Section 2, 
respectively). 

• The following evaluation of reasonable potential applies to both large municipalities(> 1 
MGD) and industrial discharges. When discharging to an unlisted waterbody, evaluate 
reasonable potential based on existing Sills, data in the permit application, and all site 
specific information. This may be a narrative evaluation when the only facility-specific 
data for PCBs shows non-detects. Document the evaluation and results in the fact sheet. 
In the event of a discharge to a 303( d) listed surface water body with no EPA approved 
TMDL, again evaluate potential to exceed based on Sills, data in the permit application, 
and all site specific information. When reasonable potential is found and contamination 
is expected, begin data collection for further characterization and/or effluent limit 
development. In addition, implement BMPs with pollutant minimization and adaptive 
management requirements designed to achieve compliance with water quality standards. 
Monitoring must be part of this narrative effluent limit to develop a usable data set during 
the current permit cycle. Increasingly sensitive analytical methods may be necessary for 
quantification purposes. This data must be used in the next permit cycle to develop 
numeric limits when they are feasible. An AK.ART determination (see below) may be 
required at this time. Also, it may be necessary to investigate the applicability of a 
compliance schedule or variance (see Chapter 6, Section 3.3.13 or Chapter 16, Section 2, 
respectively). 

Requiring monitoring to complete a permit application - Use only 40 CFR Part 136 methods 
(e.g. Method 608.3). 

• 40 CFR 122.2l(e)(3) says the application shall not be considered complete unless 40 
CFR Part 136 approved methods are used. 

• Review the laboratory's accompanying QA/QC report supplied with the required 
application monitoring for accurate reporting limits and methods. Handle qualified data 
in accordance with Section 4.3. 

Calculating numeric effluent limits - Use all valid and applicable data, including data collected 
using methods not approved under 40 CFR Part 136 (e.g. Methods 1668C and 8082A). Refer to 
Section 4.3 for discussion related to qualified data manipulation. 
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• Effluent limits are required when there is reasonable potential (RP). Numeric effluent 
limits are required where it is feasible to calculate them (based on data availability, 
discharge duration, and variability). If valid data collected using a more sensitive but 
non-Part 136 method make it feasible to calculate limits, those data should be used to 
calculate the numeric effluent limit. 

o Ecology has previously determined that it is infeasible to calculate a numeric 
effluent limit based on human health criteria for intermittent wet weather 
discharges (e.g., stormwater, treated CSOs). See Permit Writer's Manual, 
Appendix C, 6.1 Critical Effiuent Flow for details. 

• Follow procedures in PermitCalc when developing water quality-based effluent limits 
(WQBEL). Performance-based effluent limits are appropriate when using a compliance 
schedule to meet a WQBEL. 

Evaluating compliance with numeric effluent limits - Use only 40 CFR Part 136 methods. For 
PCBs, this is Method 608.3. 

• 40 CFR 122.44(i)(l) specifically requires monitoring to assure compliance with permit 
limitations according to Part 136 approved methods. If available data were collected 
using a congener method ( e.g. l 668C) and compliance is evaluated using an Aroclor 
method ( e.g. 608), the fact sheet should note the differences between the methods, 
including a discussion of both the correlation ofresults between methods and overlap 
within each method when summing individual compounds to calculate a total value. 

Conducting analysis for All Known Available and Reasonable Technology (AKART) - Use 
methods appropriate for the facility. 

• 

• 

• 

• 

As a toxic pollutant, PCBs are subject to WAC 173-220-130 and RCW 90.48.520, which 
require the application of all known, available, and reasonable methods to control 
toxicants in the applicant's wastewater (also known as AK.ART). Expect AKART 
determinations to be different based on the size, type, and location of treatment facilities. 
Application of AK.ART must be well documented in the fact sheet. 
Methods of control for PCBs may include, but are not limited to, treatment technology, 
source control, best management practices, and adaptive management. 
A general discussion about AK.ART and how it is applied in wastewater discharge 
permits is provided in Section 3 of Chapter 4 in Ecology's Water Quality Program 
Permit Writer's Manual. 
For the purposes of applying AK.ART, Method 1668C may be required where 
identification of sources based on congener profile is necessary, or where expected 
concentrations are below analytical levels achievable by 608.3, and where treatment to 
lower levels is found to be reasonable. Site-specific factors, wastewater characteristics 
and sources must be considered when choosing the appropriate test method. 

Evaluating effectiveness of best management practices - Use methods appropriate for 
evaluating the effectiveness of the best management practice (BMP). 
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• PCB analytical method selection will depend on expected concentrations in the sampled 
media, the BMPs required or selected, and the potential sources of PCBs on and to the 
site or facility. For example: 

o A PCB Aroclor Method (608.3 or 8082A) would typically be required where it is 
sufficiently sensitive to evaluate the effectiveness of the BMP. For example, a 
source tracing program aimed at finding and addressing PCB sources to 
stormwater at individual industrial properties based on PCB concentrations in 
catch basin solids, which are routinely detectable using Method 8082A. 

o Method l 668C would typically be required for source identification when the 
potential sources are likely to have different congener profiles, are more diffuse, 
or where the media sampled is unlikely to show detections using 608.3 or 8082A. 
Where the sources of PCBs on an individual property are not known, PCB 
congener data may be useful in identifying sources on and to the site. Congener 
data may be effective in track down sampling within a collection system, too. 
Blank censoring is also used to evaluate sources through effectiveness 
monitoring. Section 4.5.3 discusses censoring congeners that are less than I Ox 
the laboratory blank for verifying the presence or absence of the molecule in a 
sample. Other data quality objectives, such as source identification, could use 
different censoring techniques that use different multipliers (e.g. 3x or 5x). The 
QAPP must specify if a different multiplier is used to censor data. Otherwise, use 
the I Ox multiplier as the default value. Use of these different censoring strategies 
equate to varying levels of confidence in the analysis and should be explained 
both in the fact sheet and required QAPP. These data may be used to evaluate 
trends over time and to quantify reductions in influent, effluent and/or receiving 
waters. 

• Use of surrogate parameters to evaluate the effectiveness of BMPs may be appropriate in 
lieu of PCB analysis if a surrogate parameter is available and appropriate. A correlation 
between the surrogate parameter and PCB concentration must be made on a site-specific 
basis to apply this effectiveness evaluation. For example, it might be possible to develop 
a correlation between TSS reduction and PCBs. 

• Monitoring of media other than water can provide appropriate surrogate data using a less 
sensitive method. For example, evaluation of PCB concentrations in sludge/biosolids in 
municipal wastewater treatment can be an indicator of the effectiveness of pollution 
prevention and pretreatment efforts to reduce PCB concentrations in discharges to both 
the treatment facility and receiving water. 

• If a reasonable potential is found, numeric effluent limits are required when it is feasible 
to calculate them. BMPs may also be required in this case, but must not be used in-lieu of 
numeric limits. Permits with both numeric limits and BMPs may require monitoring 
using two different methods for two different purposes (e.g., Method 608.3 for 
monitoring to assess compliance with a numeric effluent limit and Methods 1668C or 
8082A for BMP effectiveness monitoring). 

• Where it is infeasible to calculate numeric limits ( e.g. stormwater and satellite CSO 
treatment plants), non-Part 136 methods may be used for evaluating BMPs, conducting 
adaptive management, and source identification. See Chapter 7, Section 5.1, for more 
information on feasibility. 
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40 CFR Ch. I (7–1–19 Edition) § 122.7 

the permitting authority. States au-

thorized to administer the NPDES pro-

gram may continue either EPA or 

State-issued permits until the effective 

date of the new permits, if State law 

allows. Otherwise, the facility or activ-

ity is operating without a permit from 

the time of expiration of the old permit 

to the effective date of the State-issued 

new permit. 

[48 FR 14153, Apr. 1, 1983, as amended at 50 

FR 6940, Feb. 19, 1985] 

§ 122.7 Confidentiality of information. 

(a) In accordance with 40 CFR part 2, 

any information submitted to EPA 

pursuant to these regulations may be 

claimed as confidential by the sub-

mitter. Any such claim must be as-

serted at the time of submission in the 

manner prescribed on the application 

form or instructions or, in the case of 

other submissions, by stamping the 

words ‘‘confidential business informa-

tion’’ on each page containing such in-

formation. If no claim is made at the 

time of submission, EPA may make the 

information available to the public 

without further notice. If a claim is as-

serted, the information will be treated 

in accordance with the procedures in 40 

CFR part 2 (Public Information). 

(b) Applicable to State programs, see 

§ 123.25. Claims of confidentiality for 

the following information will be de-

nied: 

(1) The name and address of any per-

mit applicant or permittee; 

(2) Permit applications, permits, and 

effluent data. 

(c) Applicable to State programs, see 

§ 123.25. Information required by 

NPDES application forms provided by 

the Director under § 122.21 may not be 

claimed confidential. This includes in-

formation submitted on the forms 

themselves and any attachments used 

to supply information required by the 

forms. 

Subpart B—Permit Application 
and Special NPDES Program 
Requirements 

§ 122.21 Application for a permit (ap-
plicable to State programs, see 
§ 123.25). 

(a) Duty to apply. (1) Any person who 
discharges or proposes to discharge pol-
lutants or who owns or operates a 
‘‘sludge-only facility’’ whose sewage 
sludge use or disposal practice is regu-
lated by part 503 of this chapter, and 
who does not have an effective permit, 
except persons covered by general per-
mits under § 122.28, excluded under 
§ 122.3, or a user of a privately owned 
treatment works unless the Director 

requires otherwise under § 122.44(m), 

must submit a complete application to 

the Director in accordance with this 

section and part 124 of this chapter. 

The requirements for concentrated ani-

mal feeding operations are described in 

§ 122.23(d). 
(2) Application Forms: (i) All appli-

cants for EPA-issued permits must sub-

mit applications on EPA permit appli-

cation forms. More than one applica-

tion form may be required from a facil-

ity depending on the number and types 

of discharges or outfalls found there. 

Application forms may be obtained by 

contacting: U.S. EPA, Mail Code 4203M, 

1200 Pennsylvania Ave. NW, Wash-

ington, DC 20460 or by visiting http:// 
www.epa.gov/npdes. Applications for 

EPA-issued permits must be submitted 

as follows: 
(A) All applicants, other than 

POTWs, TWTDS, vessels, and pesticide 

applicators must submit Form 1. 
(B) Applicants for new and existing 

POTWs must submit the information 

contained in paragraph (j) of this sec-

tion using Form 2A or other form pro-

vided by the director. 
(C) Applicants for concentrated ani-

mal feeding operations or aquatic ani-

mal production facilities must submit 

Form 2B. 
(D) Applicants for existing industrial 

facilities (including manufacturing fa-

cilities, commercial facilities, mining 

activities, and silvicultural activities), 

must submit Form 2C. 
(E) Applicants for new industrial fa-

cilities that discharge process waste-

water must submit Form 2D. 
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Environmental Protection Agency § 122.21 

(F) Applicants for new and existing 

industrial facilities that discharge only 

nonprocess wastewater must submit 

Form 2E. 

(G) Applicants for new and existing 

facilities whose discharge is composed 

entirely of storm water associated with 

industrial activity must submit Form 

2F, unless exempted by § 122.26(c)(1)(ii). 

If the discharge is composed of storm 

water and non-storm water, the appli-

cant must also submit, Forms 2C, 2D, 

and/or 2E, as appropriate (in addition 

to Form 2F). 

(H) Applicants for new and existing 

TWTDS, subject to paragraph (c)(2)(i) 

of this section must submit the appli-

cation information required by para-

graph (q) of this section, using Form 2S 

or other form provided by the director. 

(ii) The application information re-

quired by paragraph (a)(2)(i) of this sec-

tion may be electronically submitted if 

such method of submittal is approved 

by EPA or the Director. 

(iii) Applicants can obtain copies of 

these forms by contacting the Water 

Management Divisions (or equivalent 

division which contains the NPDES 

permitting function) of the EPA Re-

gional Offices. The Regional Offices’ 

addresses can be found at § 1.7 of this 

chapter. 

(iv) Applicants for State-issued per-

mits must use State forms which must 

require at a minimum the information 

listed in the appropriate paragraphs of 

this section. 

(b) Who applies? When a facility or ac-

tivity is owned by one person but is op-

erated by another person, it is the op-

erator’s duty to obtain a permit. 

(c) Time to apply. (1) Any person pro-

posing a new discharge, shall submit an 

application at least 180 days before the 

date on which the discharge is to com-

mence, unless permission for a later 

date has been granted by the Director. 

Facilities proposing a new discharge of 

storm water associated with industrial 

activity shall submit an application 180 

days before that facility commences 

industrial activity which may result in 

a discharge of storm water associated 

with that industrial activity. Facilities 

described under § 122.26(b)(14)(x) or 

(b)(15)(i) shall submit applications at 

least 90 days before the date on which 

construction is to commence. Different 

submittal dates may be required under 

the terms of applicable general per-

mits. Persons proposing a new dis-

charge are encouraged to submit their 

applications well in advance of the 90 

or 180 day requirements to avoid delay. 

See also paragraph (k) of this section 

and § 122.26(c)(1)(i)(G) and (c)(1)(ii). 

(2) Permits under section 405(f) of CWA. 
All TWTDS whose sewage sludge use or 

disposal practices are regulated by part 

503 of this chapter must submit permit 

applications according to the applica-

ble schedule in paragraphs (c)(2)(i) or 

(ii) of this section. 

(i) A TWTDS with a currently effec-

tive NPDES permit must submit a per-

mit application at the time of its next 

NPDES permit renewal application. 

Such information must be submitted in 

accordance with paragraph (d) of this 

section. 

(ii) Any other TWTDS not addressed 

under paragraph (c)(2)(i) of this section 

must submit the information listed in 

paragraphs (c)(2)(ii)(A) through (E) of 

this section to the Director within 1 

year after publication of a standard ap-

plicable to its sewage sludge use or dis-

posal practice(s), using Form 2S or an-

other form provided by the Director. 

The Director will determine when such 

TWTDS must submit a full permit ap-

plication. 

(A) The TWTDS’s name, mailing ad-

dress, location, and status as federal, 

State, private, public or other entity; 

(B) The applicant’s name, address, 

telephone number, electronic mail ad-

dress and ownership status; 

(C) A description of the sewage 

sludge use or disposal practices. Unless 

the sewage sludge meets the require-

ments of paragraph (q)(8)(iv) of this 

section, the description must include 

the name and address of any facility 

where sewage sludge is sent for treat-

ment or disposal, and the location of 

any land application sites; 

(D) Annual amount of sewage sludge 

generated, treated, used or disposed 

(estimated dry weight basis); and 

(E) The most recent data the TWTDS 

may have on the quality of the sewage 

sludge. 

(iii) Notwithstanding paragraphs 

(c)(2)(i) or (ii) of this section, the Di-

rector may require permit applications 
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40 CFR Ch. I (7–1–19 Edition) § 122.21 

from any TWTDS at any time if the Di-

rector determines that a permit is nec-

essary to protect public health and the 

environment from any potential ad-

verse effects that may occur from toxic 

pollutants in sewage sludge. 

(iv) Any TWTDS that commences op-

erations after promulgation of an ap-

plicable ‘‘standard for sewage sludge 

use or disposal’’ must submit an appli-

cation to the Director at least 180 days 

prior to the date proposed for com-

mencing operations. 

(d) Duty to reapply. (1) Any POTW 

with a currently effective permit shall 

submit a new application at least 180 

days before the expiration date of the 

existing permit, unless permission for a 

later date has been granted by the Di-

rector. (The Director shall not grant 

permission for applications to be sub-

mitted later than the expiration date 

of the existing permit.) 

(2) All other permittees with cur-

rently effective permits shall submit a 

new application 180 days before the ex-

isting permit expires, except that: 

(i) The Regional Administrator may 

grant permission to submit an applica-

tion later than the deadline for submis-

sion otherwise applicable, but no later 

than the permit expiration date; and 

(3) [Reserved] 

(e) Completeness. (1) The Director 

shall not issue a permit before receiv-

ing a complete application for a permit 

except for NPDES general permits. An 

application for a permit is complete 

when the Director receives an applica-

tion form and any supplemental infor-

mation which are completed to his or 

her satisfaction. The completeness of 

any application for a permit shall be 

judged independently of the status of 

any other permit application or permit 

for the same facility or activity. For 

EPA administered NPDES programs, 

an application which is reviewed under 

§ 124.3 of this chapter is complete when 

the Director receives either a complete 

application or the information listed in 

a notice of deficiency. 

(2) A permit application shall not be 

considered complete if a permitting au-

thority has waived application require-

ments under paragraphs (j) or (q) of 

this section and EPA has disapproved 

the waiver application. If a waiver re-

quest has been submitted to EPA more 

than 210 days prior to permit expira-

tion and EPA has not disapproved the 

waiver application 181 days prior to 

permit expiration, the permit applica-

tion lacking the information subject to 

the waiver application shall be consid-

ered complete. 

(3) Except as specified in 

122.21(e)(3)(ii), a permit application 

shall not be considered complete unless 

all required quantitative data are col-

lected in accordance with sufficiently 

sensitive analytical methods approved 

under 40 CFR part 136 or required under 

40 CFR chapter I, subchapter N or O. 

(i) For the purposes of this require-

ment, a method approved under 40 CFR 

part 136 or required under 40 CFR chap-

ter I, subchapter N or O is ‘‘sufficiently 

sensitive’’ when: 

(A) The method minimum level (ML) 

is at or below the level of the applica-

ble water quality criterion for the 

measured pollutant or pollutant pa-

rameter; or 

(B) The method ML is above the ap-

plicable water quality criterion, but 

the amount of the pollutant or pollut-

ant parameter in a facility’s discharge 

is high enough that the method detects 

and quantifies the level of the pollut-

ant or pollutant parameter in the dis-

charge; or 

(C) The method has the lowest ML of 

the analytical methods approved under 

40 CFR part 136 or required under 40 

CFR chapter I, subchapter N or O for 

the measured pollutant or pollutant 

parameter. 

NOTE TO PARAGRAPH (e)(3)(i): Consistent 

with 40 CFR part 136, applicants have the op-

tion of providing matrix or sample specific 

minimum levels rather than the published 

levels. Further, where an applicant can dem-

onstrate that, despite a good faith effort to 

use a method that would otherwise meet the 

definition of ‘‘sufficiently sensitive’’, the an-

alytical results are not consistent with the 

QA/QC specifications for that method, then 

the Director may determine that the method 

is not performing adequately and the appli-

cant should select a different method from 

the remaining EPA-approved methods that is 

sufficiently sensitive consistent with 40 CFR 

122.21(e)(3)(i). Where no other EPA-approved 

methods exist, the applicant should select a 

method consistent with 40 CFR 

122.21(e)(3)(ii). 

(ii) When there is no analytical meth-

od that has been approved under 40 
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CFR part 136, required under 40 CFR 

chapter I, subchapter N or O, and is not 

otherwise required by the Director, the 

applicant may use any suitable method 

but shall provide a description of the 

method. When selecting a suitable 

method, other factors such as a meth-

od’s precision, accuracy, or resolution, 

may be considered when assessing the 

performance of the method. 

(f) Information requirements. All appli-

cants for NPDES permits, other than 

POTWs and other TWTDS, vessels, and 

pesticide applicators, must provide the 

information in paragraphs (f)(1) 

through (10) of this section to the Di-

rector, using the application form pro-

vided by the Director. Additional infor-

mation required of applicants is set 

forth in paragraphs (g) through (k) and 

(q) through (r) of this section. 

(1) The activities conducted by the 

applicant which require it to obtain an 

NPDES permit. 

(2) Name, mailing address, and loca-

tion of the facility for which the appli-

cation is submitted. 

(3) Up to four SIC and up to four 

NAICS codes that best reflect the prin-

cipal products or services provided by 

the facility. 

(4) The operator’s name, address, 

telephone number, electronic mail ad-

dress, ownership status, and status as 

Federal, State, private, public, or other 

entity. 

(5) Whether the facility is located on 

Indian lands. 

(6) A listing of all permits or con-

struction approvals received or applied 

for under any of the following pro-

grams: 

(i) Hazardous Waste Management 

program under RCRA. 

(ii) UIC program under SDWA. 

(iii) NPDES program under CWA. 

(iv) Prevention of Significant Dete-

rioration (PSD) program under the 

Clean Air Act. 

(v) Nonattainment program under 

the Clean Air Act. 

(vi) National Emission Standards for 

Hazardous Pollutants (NESHAPS) 

preconstruction approval under the 

Clean Air Act. 

(vii) Ocean dumping permits under 

the Marine Protection Research and 

Sanctuaries Act. 

(viii) Dredge or fill permits under 

section 404 of CWA. 

(ix) Other relevant environmental 

permits, including State permits. 

(7) A topographic map (or other map 

if a topographic map is unavailable) ex-

tending one mile beyond the property 

boundaries of the source, depicting the 

facility and each of its intake and dis-

charge structures; each of its haz-

ardous waste treatment, storage, or 

disposal facilities; each well where 

fluids from the facility are injected un-

derground; and those wells, springs, 

other surface water bodies, and drink-

ing water wells listed in public records 

or otherwise known to the applicant in 

the map area. 

(8) A brief description of the nature 

of the business. 

(9) An indication of whether the facil-

ity uses cooling water and the source 

of the cooling water. 

(10) An indication of whether the fa-

cility is requesting any of the 

variances at 40 CFR 122.21(m), if known 

at the time of application. 

(g) Application requirements for existing 
manufacturing, commercial, mining, and 
silvicultural dischargers. Existing manu-

facturing, commercial, mining, and sil-

vicultural dischargers applying for 

NPDES permits, except for those facili-

ties subject to the requirements of 

§ 122.21(h), shall provide the following 

information to the Director, using ap-

plication forms provided by the Direc-

tor. 

(1) Outfall location. The latitude and 

longitude to the nearest 15 seconds and 

the name of the receiving water. 

(2) Line drawing. A line drawing of 

the water flow through the facility 

with a water balance, showing oper-

ations contributing wastewater to the 

effluent and treatment units. Similar 

processes, operations, or production 

areas may be indicated as a single unit, 

labeled to correspond to the more de-

tailed identification under paragraph 

(g)(3) of this section. The water balance 

must show approximate average flows 

at intake and discharge points and be-

tween units, including treatment units. 

If a water balance cannot be deter-

mined (for example, for certain mining 

activities), the applicant may provide 

instead a pictorial description of the 

nature and amount of any sources of 
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water and any collection and treat-

ment measures. 

(3) Average flows and treatment. A nar-

rative identification of each type of 

process, operation, or production area 

which contributes wastewater to the 

effluent for each outfall, including 

process wastewater, cooling water, and 

stormwater runoff; the average flow 

which each process contributes; and a 

description of the treatment the waste-

water receives, including the ultimate 

disposal of any solid or fluid wastes 

other than by discharge. Processes, op-

erations, or production areas may be 

described in general terms (for exam-

ple, ‘‘dye-making reactor’’, ‘‘distilla-

tion tower’’). For a privately owned 

treatment works, this information 

shall include the identity of each user 

of the treatment works. The average 

flow of point sources composed of 

storm water may be estimated. The 

basis for the rainfall event and the 

method of estimation must be indi-

cated. 

(4) Intermittent flows. If any of the dis-

charges described in paragraph (g)(3) of 

this section are intermittent or sea-

sonal, a description of the frequency, 

duration and flow rate of each dis-

charge occurrence (except for 

stormwater runoff, spillage or leaks). 

(5) Maximum production. If an effluent 

guideline promulgated under section 

304 of CWA applies to the applicant and 

is expressed in terms of production (or 

other measure of operation), a reason-

able measure of the applicant’s actual 

production reported in the units used 

in the applicable effluent guideline. 

The reported measure must reflect the 

actual production of the facility as re-

quired by § 122.45(b)(2). 

(6) Improvements. If the applicant is 

subject to any present requirements or 

compliance schedules for construction, 

upgrading or operation of waste treat-

ment equipment, an identification of 

the abatement requirement, a descrip-

tion of the abatement project, and a 

listing of the required and projected 

final compliance dates. 

(7) Effluent characteristics. (i) Infor-

mation on the discharge of pollutants 

specified in this paragraph (g)(7) (ex-

cept information on storm water dis-

charges which is to be provided as spec-

ified in § 122.26). When ‘‘quantitative 

data’’ for a pollutant are required, the 

applicant must collect a sample of ef-

fluent and analyze it for the pollutant 

in accordance with analytical methods 

approved under Part 136 of this chapter 

unless use of another method is re-

quired for the pollutant under 40 CFR 

subchapters N or O. When no analytical 

method is approved under Part 136 or 

required under subchapters N or O, the 

applicant may use any suitable method 

but must provide a description of the 

method. When an applicant has two or 

more outfalls with substantially iden-

tical effluents, the Director may allow 

the applicant to test only one outfall 

and report that quantitative data as 

applying to the substantially identical 

outfall. The requirements in para-

graphs (g)(7)(vi) and (vii) of this section 

state that an applicant must provide 

quantitative data for certain pollut-

ants known or believed to be present do 

not apply to pollutants present in a 

discharge solely as the result of their 

presence in intake water; however, an 

applicant must report such pollutants 

as present. When paragraph (g)(7) of 

this section requires analysis of pH, 

temperature, cyanide, total phenols, 

residual chlorine, oil and grease, fecal 

coliform (including E. coli), and 

Enterococci (previously known as fecal 

streptococcus at § 122.26 

(d)(2)(iii)(A)(3)), or volatile organics, 

grab samples must be collected for 

those pollutants. For all other pollut-

ants, a 24-hour composite sample, using 

a minimum of four (4) grab samples, 

must be used unless specified otherwise 

at 40 CFR Part 136. However, a min-

imum of one grab sample may be taken 

for effluents from holding ponds or 

other impoundments with a retention 

period greater than 24 hours. In addi-

tion, for discharges other than storm 

water discharges, the Director may 

waive composite sampling for any out-

fall for which the applicant dem-

onstrates that the use of an automatic 

sampler is infeasible and that the min-

imum of four (4) grab samples will be a 

representative sample of the effluent 

being discharged. Results of analyses of 

individual grab samples for any param-

eter may be averaged to obtain the 

daily average. Grab samples that are 

not required to be analyzed imme-

diately (see Table II at 40 CFR 136.3 (e)) 
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may be composited in the laboratory, 

provided that container, preservation, 

and holding time requirements are met 

(see Table II at 40 CFR 136.3 (e)) and 

that sample integrity is not com-

promised by compositing. 

(ii) Storm water discharges. For storm 

water discharges, all samples shall be 

collected from the discharge resulting 

from a storm event that is greater than 

0.1 inch and at least 72 hours from the 

previously measurable (greater than 0.1 

inch rainfall) storm event. Where fea-

sible, the variance in the duration of 

the event and the total rainfall of the 

event should not exceed 50 percent 

from the average or median rainfall 

event in that area. For all applicants, a 

flow-weighted composite shall be taken 

for either the entire discharge or for 

the first three hours of the discharge. 

The flow-weighted composite sample 

for a storm water discharge may be 

taken with a continuous sampler or as 

a combination of a minimum of three 

sample aliquots taken in each hour of 

discharge for the entire discharge or 

for the first three hours of the dis-

charge, with each aliquot being sepa-

rated by a minimum period of fifteen 

minutes (applicants submitting permit 

applications for storm water discharges 

under § 122.26(d) may collect flow- 

weighted composite samples using dif-

ferent protocols with respect to the 

time duration between the collection 

of sample aliquots, subject to the ap-

proval of the Director). However, a 

minimum of one grab sample may be 

taken for storm water discharges from 

holding ponds or other impoundments 

with a retention period greater than 24 

hours. For a flow-weighted composite 

sample, only one analysis of the com-

posite of aliquots is required. For 

storm water discharge samples taken 

from discharges associated with indus-

trial activities, quantitative data must 

be reported for the grab sample taken 

during the first thirty minutes (or as 

soon thereafter as practicable) of the 

discharge for all pollutants specified in 

§ 122.26(c)(1). For all storm water per-

mit applicants taking flow-weighted 

composites, quantitative data must be 

reported for all pollutants specified in 

§ 122.26 except pH, temperature, cya-

nide, total phenols, residual chlorine, 

oil and grease, fecal coliform, and fecal 

streptococcus. The Director may allow 

or establish appropriate site-specific 

sampling procedures or requirements, 

including sampling locations, the sea-

son in which the sampling takes place, 

the minimum duration between the 

previous measurable storm event and 

the storm event sampled, the minimum 

or maximum level of precipitation re-

quired for an appropriate storm event, 

the form of precipitation sampled 

(snow melt or rain fall), protocols for 

collecting samples under part 136 of 

this chapter, and additional time for 

submitting data on a case-by-case 

basis. An applicant is expected to 

‘‘know or have reason to believe’’ that 

a pollutant is present in an effluent 

based on an evaluation of the expected 

use, production, or storage of the pol-

lutant, or on any previous analyses for 

the pollutant. (For example, any pes-

ticide manufactured by a facility may 

be expected to be present in contami-

nated storm water runoff from the fa-

cility.) 
(iii) Reporting requirements. Every ap-

plicant must report quantitative data 

for every outfall for the following pol-

lutants: 

Biochemical Oxygen Demand (BOD5) 
Chemical Oxygen Demand 
Total Organic Carbon 
Total Suspended Solids 
Ammonia (as N) 
Temperature (both winter and summer) 
pH 

(iv) The Director may waive the re-

porting requirements for individual 

point sources or for a particular indus-

try category for one or more of the pol-

lutants listed in paragraph (g)(7)(iii) of 

this section if the applicant has dem-

onstrated that such a waiver is appro-

priate because information adequate to 

support issuance of a permit can be ob-

tained with less stringent require-

ments. 
(v) Each applicant with processes in 

one or more primary industry category 

(see appendix A of this part) contrib-

uting to a discharge must report quan-

titative data for the following pollut-

ants in each outfall containing process 

wastewater: 
(A) The organic toxic pollutants in 

the fractions designated in table I of 

appendix D of this part for the appli-

cant’s industrial category or categories 
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unless the applicant qualifies as a 

small business under paragraph (g)(8) 

of this section. Table II of appendix D 

of this part lists the organic toxic pol-

lutants in each fraction. The fractions 

result from the sample preparation re-

quired by the analytical procedure 

which uses gas chromatography/mass 

spectrometry. A determination that an 

applicant falls within a particular in-

dustrial category for the purposes of 

selecting fractions for testing is not 

conclusive as to the applicant’s inclu-

sion in that category for any other pur-

poses. See Notes 2, 3, and 4 of this sec-

tion. 

(B) The pollutants listed in table III 

of appendix D of this part (the toxic 

metals, cyanide, and total phenols). 

(vi)(A) Each applicant must indicate 

whether it knows or has reason to be-

lieve that any of the pollutants in 

table IV of appendix D of this part (cer-

tain conventional and nonconventional 

pollutants) is discharged from each 

outfall. If an applicable effluent limita-

tions guideline either directly limits 

the pollutant or, by its express terms, 

indirectly limits the pollutant through 

limitations on an indicator, the appli-

cant must report quantitative data. 

For every pollutant discharged which 

is not so limited in an effluent limita-

tions guideline, the applicant must ei-

ther report quantitative data or briefly 

describe the reasons the pollutant is 

expected to be discharged. 

(B) Each applicant must indicate 

whether it knows or has reason to be-

lieve that any of the pollutants listed 

in table II or table III of appendix D of 

this part (the toxic pollutants and 

total phenols) for which quantitative 

data are not otherwise required under 

paragraph (g)(7)(v) of this section are 

discharged from each outfall. For every 

pollutant expected to be discharged in 

concentrations of 10 ppb or greater the 

applicant must report quantitative 

data. For acrolein, acrylonitrile, 2,4 

dinitrophenol, and 2-methyl-4, 6 

dinitrophenol, where any of these four 

pollutants are expected to be dis-

charged in concentrations of 100 ppb or 

greater the applicant must report 

quantitative data. For every pollutant 

expected to be discharged in concentra-

tions less than 10 ppb, or in the case of 

acrolein, acrylonitrile, 2,4 

dinitrophenol, and 2-methyl-4, 6 

dinitrophenol, in concentrations less 

than 100 ppb, the applicant must either 

submit quantitative data or briefly de-

scribe the reasons the pollutant is ex-

pected to be discharged. An applicant 

qualifying as a small business under 

paragraph (g)(8) of this section is not 

required to analyze for pollutants list-

ed in table II of appendix D of this part 

(the organic toxic pollutants). 

(vii) Each applicant must indicate 

whether it knows or has reason to be-

lieve that any of the pollutants in 

table V of appendix D of this part (cer-

tain hazardous substances and asbes-

tos) are discharged from each outfall. 

For every pollutant expected to be dis-

charged, the applicant must briefly de-

scribe the reasons the pollutant is ex-

pected to be discharged, and report any 

quantitative data it has for any pollut-

ant. 

(viii) Each applicant must report 

qualitative data, generated using a 

screening procedure not calibrated 

with analytical standards, for 2,3,7,8- 

tetrachlorodibenzo-p-dioxin (TCDD) if 

it: 

(A) Uses or manufactures 2,4,5- 

trichlorophenoxy acetic acid (2,4,5,-T); 

2-(2,4,5-trichlorophenoxy) propanoic 

acid (Silvex, 2,4,5,-TP); 2-(2,4,5- 

trichlorophenoxy) ethyl, 2,2- 

dichloropropionate (Erbon); O,O-di-

methyl O-(2,4,5-trichlorophenyl) 

phosphorothioate (Ronnel); 2,4,5- 

trichlorophenol (TCP); or 

hexachlorophene (HCP); or 

(B) Knows or has reason to believe 

that TCDD is or may be present in an 

effluent. 

(ix) Where quantitative data are re-

quired in paragraphs (g)(7)(i) through 

(viii) of this section, existing data may 

be used, if available, in lieu of sam-

pling done solely for the purpose of the 

application, provided that: All data re-

quirements are met; sampling was per-

formed, collected, and analyzed no 

more than four and one-half years prior 

to submission; all data are representa-

tive of the discharge; and all available 

representative data are considered in 

the values reported. 

(8) Small business exemption. An appli-

cation which qualifies as a small busi-

ness under one of the following criteria 

is exempt from the requirements in 
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paragraph (g)(7)(v)(A) or (g)(7)(vi)(A) of 

this section to submit quantitative 

data for the pollutants listed in table II 

of appendix D of this part (the organic 

toxic pollutants): 

(i) For coal mines, a probable total 

annual production of less than 100,000 

tons per year. 

(ii) For all other applicants, gross 

total annual sales averaging less than 

$100,000 per year (in second quarter 1980 

dollars). 

(9) Used or manufactured toxics. A list-

ing of any toxic pollutant which the 

applicant currently uses or manufac-

tures as an intermediate or final prod-

uct or byproduct. The Director may 

waive or modify this requirement for 

any applicant if the applicant dem-

onstrates that it would be unduly bur-

densome to identify each toxic pollut-

ant and the Director has adequate in-

formation to issue the permit. 

(10) [Reserved] 

(11) Biological toxicity tests. An identi-

fication of any biological toxicity tests 

which the applicant knows or has rea-

son to believe have been made within 

the last 3 years on any of the appli-

cant’s discharges or on a receiving 

water in relation to a discharge. 

(12) Contract analyses. If a contract 

laboratory or consulting firm per-

formed any of the analyses required by 

paragraph (g)(7) of this section, the 

identity of each laboratory or firm and 

the analyses performed. 

(13) Additional information. In addi-

tion to the information reported on the 

application form, applicants shall pro-

vide to the Director, at his or her re-

quest, such other information as the 

Director may reasonably require to as-

sess the discharges of the facility and 

to determine whether to issue an 

NPDES permit. The additional infor-

mation may include additional quan-

titative data and bioassays to assess 

the relative toxicity of discharges to 

aquatic life and requirements to deter-

mine the cause of the toxicity. 

(h) Application requirements for manu-
facturing, commercial, mining and sil-
vicultural facilities which discharge only 
non-process wastewater. Except for 

stormwater discharges, all manufac-

turing, commercial, mining and sil-

vicultural dischargers applying for 

NPDES permits which discharge only 

non-process wastewater not regulated 

by an effluent limitations guideline or 

new source performance standard shall 

provide the following information to 

the Director, using application forms 

provided by the Director: 

(1) Outfall location. Outfall number, 

latitude and longitude to the nearest 15 

seconds, and the name of the receiving 

water. 

(2) Discharge date (for new dis-

chargers). Date of expected commence-

ment of discharge. 

(3) Type of waste. An identification of 

the general type of waste discharged, 

or expected to be discharged upon com-

mencement of operations, including 

sanitary wastes, restaurant or cafe-

teria wastes, or noncontact cooling 

water. An identification of cooling 

water additives (if any) that are used 

or expected to be used upon commence-

ment of operations, along with their 

composition if existing composition is 

available. 

(4) Effluent characteristics. (i) Quan-

titative data for the pollutants or pa-

rameters listed below, unless testing is 

waived by the Director. The quan-

titative data may be data collected 

over the past 365 days, if they remain 

representative of current operations, 

and must include maximum daily 

value, average daily value, and number 

of measurements taken. The applicant 

must collect and analyze samples in ac-

cordance with 40 CFR Part 136. When 

analysis of pH, temperature, residual 

chlorine, oil and grease, or fecal coli-

form (including E. coli), and 

Enterococci (previously known as fecal 

streptococcus) and volatile organics is 

required in paragraphs (h)(4)(i)(A) 

through (K) of this section, grab sam-

ples must be collected for those pollut-

ants. For all other pollutants, a 24-hour 

composite sample, using a minimum of 

four (4) grab samples, must be used un-

less specified otherwise at 40 CFR Part 

136. For a composite sample, only one 

analysis of the composite of aliquots is 

required. New dischargers must include 

estimates for the pollutants or param-

eters listed below instead of actual 

sampling data, along with the source of 

each estimate. All levels must be re-

ported or estimated as concentration 

and as total mass, except for flow, pH, 

and temperature. 
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(iii) Develop recommendations for 
areas that would be considered ‘‘poten-
tially impacted public access areas’’ as 
referenced in § 122.38(a)(1), (2), and (3). 

(2) Seek input from other potentially 
affected public entities and Indian 
Tribes whose waters may be impacted 
by a CSO discharge. 

(3) Consider the recommendations of 
the public health department and other 
potentially affected entities in devel-
oping protocols in its public notifica-
tion plan for providing notification of 
CSO discharges to the public health de-
partment and potentially affected pub-
lic entities and Indian Tribes. 

(e) Extending compliance to avoid 
undue economic hardship. The Director 
may extend the compliance dates in 
paragraphs (a), (b), and (c) of this sec-
tion for individual communities if the 
Director determines the community 
needs additional time to comply in 
order to avoid undue economic hard-
ship. Where the Director extends the 
compliance date of any of these re-
quirements for a community, the Di-
rector shall notify the Regional Ad-
ministrator of the extension and the 
reason for the extension. The Director 
shall post on its website a notice that 
includes the name of the community 
and the new compliance date(s). The 
notice shall remain on the Director’s 
website until the new compliance date. 

[83 FR 730, Jan. 8, 2018] 

Subpart C—Permit Conditions 
§ 122.41 Conditions applicable to all 

permits (applicable to State pro-
grams, see § 123.25). 

The following conditions apply to all 
NPDES permits. Additional conditions 

applicable to NPDES permits are in 

§ 122.42. All conditions applicable to 

NPDES permits shall be incorporated 

into the permits either expressly or by 

reference. If incorporated by reference, 

a specific citation to these regulations 

(or the corresponding approved State 

regulations) must be given in the per-

mit. 
(a) Duty to comply. The permittee 

must comply with all conditions of this 

permit. Any permit noncompliance 

constitutes a violation of the Clean 

Water Act and is grounds for enforce-

ment action; for permit termination, 

revocation and reissuance, or modifica-

tion; or denial of a permit renewal ap-

plication. 

(1) The permittee shall comply with 

effluent standards or prohibitions es-

tablished under section 307(a) of the 

Clean Water Act for toxic pollutants 

and with standards for sewage sludge 

use or disposal established under sec-

tion 405(d) of the CWA within the time 

provided in the regulations that estab-

lish these standards or prohibitions or 

standards for sewage sludge use or dis-

posal, even if the permit has not yet 

been modified to incorporate the re-

quirement. 

(2) The Clean Water Act provides 

that any person who violates section 

301, 302, 306, 307, 308, 318 or 405 of the 

Act, or any permit condition or limita-

tion implementing any such sections in 

a permit issued under section 402, or 

any requirement imposed in a 

pretreatment program approved under 

sections 402(a)(3) or 402(b)(8) of the Act, 

is subject to a civil penalty not to ex-

ceed $25,000 per day for each violation. 

The Clean Water Act provides that any 

person who negligently violates sections 

301, 302, 306, 307, 308, 318, or 405 of the 

Act, or any condition or limitation im-

plementing any of such sections in a 

permit issued under section 402 of the 

Act, or any requirement imposed in a 

pretreatment program approved under 

section 402(a)(3) or 402(b)(8) of the Act, 

is subject to criminal penalties of $2,500 

to $25,000 per day of violation, or im-

prisonment of not more than 1 year, or 

both. In the case of a second or subse-

quent conviction for a negligent viola-

tion, a person shall be subject to crimi-

nal penalties of not more than $50,000 

per day of violation, or by imprison-

ment of not more than 2 years, or both. 

Any person who knowingly violates 

such sections, or such conditions or 

limitations is subject to criminal pen-

alties of $5,000 to $50,000 per day of vio-

lation, or imprisonment for not more 

than 3 years, or both. In the case of a 

second or subsequent conviction for a 

knowing violation, a person shall be 

subject to criminal penalties of not 

more than $100,000 per day of violation, 

or imprisonment of not more than 6 

years, or both. Any person who know-

ingly violates section 301, 302, 303, 306, 

307, 308, 318 or 405 of the Act, or any 
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permit condition or limitation imple-

menting any of such sections in a per-

mit issued under section 402 of the Act, 

and who knows at that time that he 

thereby places another person in immi-

nent danger of death or serious bodily 

injury, shall, upon conviction, be sub-

ject to a fine of not more than $250,000 

or imprisonment of not more than 15 

years, or both. In the case of a second 

or subsequent conviction for a knowing 

endangerment violation, a person shall 

be subject to a fine of not more than 

$500,000 or by imprisonment of not 

more than 30 years, or both. An organi-

zation, as defined in section 

309(c)(3)(B)(iii) of the CWA, shall, upon 

conviction of violating the imminent 

danger provision, be subject to a fine of 

not more than $1,000,000 and can be 

fined up to $2,000,000 for second or sub-

sequent convictions. 

(3) Any person may be assessed an ad-

ministrative penalty by the Adminis-

trator for violating section 301, 302, 306, 

307, 308, 318 or 405 of this Act, or any 

permit condition or limitation imple-

menting any of such sections in a per-

mit issued under section 402 of this 

Act. Administrative penalties for Class 

I violations are not to exceed $10,000 

per violation, with the maximum 

amount of any Class I penalty assessed 

not to exceed $25,000. Penalties for 

Class II violations are not to exceed 

$10,000 per day for each day during 

which the violation continues, with the 

maximum amount of any Class II pen-

alty not to exceed $125,000. 

(b) Duty to reapply. If the permittee 

wishes to continue an activity regu-

lated by this permit after the expira-

tion date of this permit, the permittee 

must apply for and obtain a new per-

mit. 

(c) Need to halt or reduce activity not a 
defense. It shall not be a defense for a 

permittee in an enforcement action 

that it would have been necessary to 

halt or reduce the permitted activity 

in order to maintain compliance with 

the conditions of this permit. 

(d) Duty to mitigate. The permittee 

shall take all reasonable steps to mini-

mize or prevent any discharge or 

sludge use or disposal in violation of 

this permit which has a reasonable 

likelihood of adversely affecting 

human health or the environment. 

(e) Proper operation and maintenance. 

The permittee shall at all times prop-

erly operate and maintain all facilities 

and systems of treatment and control 

(and related appurtenances) which are 

installed or used by the permittee to 

achieve compliance with the conditions 

of this permit. Proper operation and 

maintenance also includes adequate 

laboratory controls and appropriate 

quality assurance procedures. This pro-

vision requires the operation of back- 

up or auxiliary facilities or similar sys-

tems which are installed by a per-

mittee only when the operation is nec-

essary to achieve compliance with the 

conditions of the permit. 

(f) Permit actions. This permit may be 

modified, revoked and reissued, or ter-

minated for cause. The filing of a re-

quest by the permittee for a permit 

modification, revocation and 

reissuance, or termination, or a notifi-

cation of planned changes or antici-

pated noncompliance does not stay any 

permit condition. 

(g) Property rights. This permit does 

not convey any property rights of any 

sort, or any exclusive privilege. 

(h) Duty to provide information. The 

permittee shall furnish to the Director, 

within a reasonable time, any informa-

tion which the Director may request to 

determine whether cause exists for 

modifying, revoking and reissuing, or 

terminating this permit or to deter-

mine compliance with this permit. The 

permittee shall also furnish to the Di-

rector upon request, copies of records 

required to be kept by this permit. 

(i) Inspection and entry. The per-

mittee shall allow the Director, or an 

authorized representative (including an 

authorized contractor acting as a rep-

resentative of the Administrator), upon 

presentation of credentials and other 

documents as may be required by law, 

to: 

(1) Enter upon the permittee’s prem-

ises where a regulated facility or activ-

ity is located or conducted, or where 

records must be kept under the condi-

tions of this permit; 

(2) Have access to and copy, at rea-

sonable times, any records that must 

be kept under the conditions of this 

permit; 
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(3) Inspect at reasonable times any 

facilities, equipment (including moni-

toring and control equipment), prac-

tices, or operations regulated or re-

quired under this permit; and 

(4) Sample or monitor at reasonable 

times, for the purposes of assuring per-

mit compliance or as otherwise author-

ized by the Clean Water Act, any sub-

stances or parameters at any location. 

(j) Monitoring and records. (1) Samples 

and measurements taken for the pur-

pose of monitoring shall be representa-

tive of the monitored activity. 

(2) Except for records of monitoring 

information required by this permit re-

lated to the permittee’s sewage sludge 

use and disposal activities, which shall 

be retained for a period of at least five 

years (or longer as required by 40 CFR 

part 503), the permittee shall retain 

records of all monitoring information, 

including all calibration and mainte-

nance records and all original strip 

chart recordings for continuous moni-

toring instrumentation, copies of all 

reports required by this permit, and 

records of all data used to complete the 

application for this permit, for a period 

of at least 3 years from the date of the 

sample, measurement, report or appli-

cation. This period may be extended by 

request of the Director at any time. 

(3) Records of monitoring informa-

tion shall include: 

(i) The date, exact place, and time of 

sampling or measurements; 

(ii) The individual(s) who performed 

the sampling or measurements; 

(iii) The date(s) analyses were per-

formed; 

(iv) The individual(s) who performed 

the analyses; 

(v) The analytical techniques or 

methods used; and 

(vi) The results of such analyses. 

(4) Monitoring must be conducted ac-

cording to test procedures approved 

under 40 CFR Part 136 unless another 

method is required under 40 CFR sub-

chapters N or O. 

(5) The Clean Water Act provides 

that any person who falsifies, tampers 

with, or knowingly renders inaccurate 

any monitoring device or method re-

quired to be maintained under this per-

mit shall, upon conviction, be punished 

by a fine of not more than $10,000, or by 

imprisonment for not more than 2 

years, or both. If a conviction of a per-

son is for a violation committed after a 

first conviction of such person under 

this paragraph, punishment is a fine of 

not more than $20,000 per day of viola-

tion, or by imprisonment of not more 

than 4 years, or both. 

(k) Signatory requirement. (1) All ap-

plications, reports, or information sub-

mitted to the Director shall be signed 

and certified. (See § 122.22) 

(2) The CWA provides that any person 

who knowingly makes any false state-

ment, representation, or certification 

in any record or other document sub-

mitted or required to be maintained 

under this permit, including moni-

toring reports or reports of compliance 

or non-compliance shall, upon convic-

tion, be punished by a fine of not more 

than $10,000 per violation, or by impris-

onment for not more than 6 months per 

violation, or by both. 

(l) Reporting requirements—(1) Planned 
changes. The permittee shall give no-

tice to the Director as soon as possible 

of any planned physical alterations or 

additions to the permitted facility. No-

tice is required only when: 

(i) The alteration or addition to a 

permitted facility may meet one of the 

criteria for determining whether a fa-

cility is a new source in § 122.29(b); or 

(ii) The alteration or addition could 

significantly change the nature or in-

crease the quantity of pollutants dis-

charged. This notification applies to 

pollutants which are subject neither to 

effluent limitations in the permit, nor 

to notification requirements under 

§ 122.42(a)(1). 

(iii) The alteration or addition re-

sults in a significant change in the per-

mittee’s sludge use or disposal prac-

tices, and such alteration, addition, or 

change may justify the application of 

permit conditions that are different 

from or absent in the existing permit, 

including notification of additional use 

or disposal sites not reported during 

the permit application process or not 

reported pursuant to an approved land 

application plan; 

(2) Anticipated noncompliance. The 

permittee shall give advance notice to 

the Director of any planned changes in 

the permitted facility or activity 

which may result in noncompliance 

with permit requirements. 
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SUBCHAPTER D—WATER PROGRAMS (CONTINUED) 

PART 136—GUIDELINES ESTAB-
LISHING TEST PROCEDURES FOR 
THE ANALYSIS OF POLLUTANTS 

Sec. 

136.1 Applicability. 

136.2 Definitions. 

136.3 Identification of test procedures. 

136.4 Application for and approval of alter-

nate test procedures for nationwide use. 

136.5 Approval of alternate test procedures 

for limited use. 

136.6 Method modifications and analytical 

requirements. 

136.7 Quality assurance and quality control. 

APPENDIX A TO PART 136—METHODS FOR OR-

GANIC CHEMICAL ANALYSIS OF MUNICIPAL 

AND INDUSTRIAL WASTEWATER 

APPENDIX B TO PART 136—DEFINITION AND 

PROCEDURE FOR THE DETERMINATION OF 

THE METHOD DETECTION LIMIT—REVISION 

1.11 

APPENDIX C TO PART 136—DETERMINATION OF 

METALS AND TRACE ELEMENTS IN WATER 

AND WASTES BY INDUCTIVELY COUPLED 

PLASMA-ATOMIC EMISSION SPECTROMETRY 

METHOD 200.7 

APPENDIX D TO PART 136—PRECISION AND RE-

COVERY STATEMENTS FOR METHODS FOR 

MEASURING METALS 

AUTHORITY: Secs. 301, 304(h), 307 and 501(a), 

Pub. L. 95–217, 91 Stat. 1566, et seq. (33 U.S.C. 

1251, et seq.) (the Federal Water Pollution 

Control Act Amendments of 1972 as amended 

by the Clean Water Act of 1977). 

§ 136.1 Applicability. 
(a) The procedures prescribed herein 

shall, except as noted in §§ 136.4, 136.5, 

and 136.6, be used to perform the meas-

urements indicated whenever the waste 

constituent specified is required to be 

measured for: 
(1) An application submitted to the 

Director and/or reports required to be 

submitted under NPDES permits or 

other requests for quantitative or qual-

itative effluent data under parts 122 

through 125 of this chapter; and 
(2) Reports required to be submitted 

by dischargers under the NPDES estab-

lished by parts 124 and 125 of this chap-

ter; and 
(3) Certifications issued by States 

pursuant to section 401 of the Clean 

Water Act (CWA), as amended. 
(b) The procedure prescribed herein 

and in part 503 of title 40 shall be used 

to perform the measurements required 

for an application submitted to the Ad-

ministrator or to a State for a sewage 

sludge permit under section 405(f) of 

the Clean Water Act and for record-

keeping and reporting requirements 

under part 503 of title 40. 

(c) For the purposes of the NPDES 

program, when more than one test pro-

cedure is approved under this part for 

the analysis of a pollutant or pollutant 

parameter, the test procedure must be 

sufficiently sensitive as defined at 40 

CFR 122.21(e)(3) and 122.44(i)(1)(iv). 

[72 FR 14224, Mar. 26, 2007, as amended at 77 

FR 29771, May 18, 2012; 79 FR 49013, Aug. 19, 

2014; 82 FR 40846, Aug. 28, 2017] 

§ 136.2 Definitions. 

As used in this part, the term: 

(a) Act means the Clean Water Act of 

1977, Pub. L. 95–217, 91 Stat. 1566, et seq. 

(33 U.S.C. 1251 et seq.) (The Federal 

Water Pollution Control Act Amend-

ments of 1972 as amended by the Clean 

Water Act of 1977). 

(b) Administrator means the Adminis-

trator of the U.S. Environmental Pro-

tection Agency. 

(c) Regional Administrator means one 

of the EPA Regional Administrators. 

(d) Director means the director as de-

fined in 40 CFR 122.2. 

(e) National Pollutant Discharge Elimi-

nation System (NPDES) means the na-

tional system for the issuance of per-

mits under section 402 of the Act and 

includes any State or interstate pro-

gram which has been approved by the 

Administrator, in whole or in part, 

pursuant to section 402 of the Act. 

(f) Detection limit means the minimum 

concentration of an analyte (sub-

stance) that can be measured and re-

ported with a 99% confidence that the 

analyte concentration is distinguish-

able from the method blank results as 

determined by the procedure set forth 

at appendix B of this part. 

[38 FR 28758, Oct. 16, 1973, as amended at 49 

FR 43250, Oct. 26, 1984; 82 FR 40846, Aug. 28, 

2017] 
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§ 136.3 Identification of test proce-
dures. 

(a) Parameters or pollutants, for 
which methods are approved, are listed 
together with test procedure descrip-
tions and references in Tables IA, IB, 
IC, ID, IE, IF, IG, and IH of this sec-
tion. The methods listed in Tables IA, 
IB, IC, ID, IE, IF, IG, and IH are incor-
porated by reference, see paragraph (b) 

of this section, with the exception of 

EPA Methods 200.7, 601–613, 624.1, 625.1, 

1613, 1624, and 1625. The full texts of 

Methods 601–613, 624.1, 625.1, 1613, 1624, 

and 1625 are printed in appendix A of 

this part, and the full text of Method 

200.7 is printed in appendix C of this 

part. The full text for determining the 

method detection limit when using the 

test procedures is given in appendix B 

of this part. In the event of a conflict 

between the reporting requirements of 

40 CFR parts 122 and 125 and any re-

porting requirements associated with 

the methods listed in these tables, the 

provisions of 40 CFR parts 122 and 125 

are controlling and will determine a 

permittee’s reporting requirements. 

The full texts of the referenced test 

procedures are incorporated by ref-

erence into Tables IA, IB, IC, ID, IE, 

IF, IG, and IH. The year after the 

method number indicates the latest 

editorial change of the method. The 

discharge parameter values for which 

reports are required must be deter-

mined by one of the standard analyt-

ical test procedures incorporated by 

reference and described in Tables IA, 

IB, IC, ID, IE, IF, IG, and IH or by any 

alternate test procedure which has 

been approved by the Administrator 

under the provisions of paragraph (d) of 

this section and §§ 136.4 and 136.5. Under 

certain circumstances (paragraph (c) of 

this section, in § 136.5(a) through (d) or 

40 CFR 401.13) other additional or alter-

nate test procedures may be used. 
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40 CFR Ch. I (7–1–19 Edition) § 136.4 

[38 FR 28758, Oct. 16, 1973] 

EDITORIAL NOTE: For FEDERAL REGISTER citations affecting § 136.3, see the List of CFR Sec-

tions Affected, which appears in the Finding Aids section of the printed volume and at 

www.govinfo.gov. 

§ 136.4 Application for and approval of 
alternate test procedures for na-
tionwide use. 

(a) A written application for review 

of an alternate test procedure (alter-

nate method) for nationwide use may 

be made by letter via email or by hard 

copy in triplicate to the National Al-

ternate Test Procedure (ATP) Program 

Coordinator (National Coordinator), 

Office of Science and Technology 

(4303T), Office of Water, U.S. Environ-

mental Protection Agency, 1200 Penn-

sylvania Ave. NW., Washington, DC 

20460. Any application for an ATP 

under this paragraph (a) shall: 
(1) Provide the name and address of 

the responsible person or firm making 

the application. 
(2) Identify the pollutant(s) or pa-

rameter(s) for which nationwide ap-

proval of an alternate test procedure is 

being requested. 
(3) Provide a detailed description of 

the proposed alternate test procedure, 

together with references to published 

or other studies confirming the general 

applicability of the alternate test pro-

cedure for the analysis of the pollut-

ant(s) or parameter(s) in wastewater 

discharges from representative and 

specified industrial or other categories. 
(4) Provide comparability data for 

the performance of the proposed alter-

native test procedure compared to the 

performance of the reference method. 
(b) The National Coordinator may re-

quest additional information and anal-

yses from the applicant in order to 

evaluate whether the alternate test 

procedure satisfies the applicable re-

quirements of this part. 
(c) Approval for nationwide use. (1) 

After a review of the application and 

any additional analyses requested from 

the applicant, the National Coordi-

nator will notify the applicant, in writ-

ing, of whether the National Coordi-

nator will recommend approval or dis-

approval of the alternate test proce-

dure for nationwide use in CWA pro-

grams. If the application is not rec-

ommended for approval, the National 

Coordinator may specify what addi-

tional information might lead to a re-

consideration of the application and 

notify the Regional Alternate Test 

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] 
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Environmental Protection Agency § 136.6 

§ 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 
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 

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 analyte 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) QC 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 
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