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June 19, 2015 

Response to Comments 
 

Joint Outfall System (JOS) 
Pomona Water Reclamation Plant 
Tentative Amended NPDES Permit 

 
This Table describes all significant comments received from interested persons with regard to the above-mentioned tentative permit.  Each 
comment has a corresponding response and action taken. 
 

Commenter # Comment Response 
Action 
Taken 

 
Comments received from JOS (formerly County Sanitation District of Los Angeles County) on June 8, 2015 

 

Joint Outfall 
System (JOS) 

C-1 The Sanitation Districts incorporate by reference all 
previous written comments associated with the 
Pomona and Whittier Narrows WRP tentative NPDES 
permits submitted by the Sanitation Districts to the 
California Regional Water Quality Control Board, Los 
Angeles Region (Regional Board) (i.e., those dated 
October 10, 2014); the Sanitation Districts’ testimony 
provided at the Pomona and Whittier Narrows WRP 
NPDES permit adoption hearing on November 6, 
2014; and the written comments contained in the 
petition for review filed with the State Water 
Resources Control Board (State Water Board) on 
December 8, 2014 by the Sanitation Districts, the 
California Association of Sanitation Agencies (CASA), 
Southern California Alliance of POTWs (SCAP), and 
the Bay Area Clean Water Agencies (BACWA) related 
to the adopted Pomona and Whittier Narrows WRP 
NPDES permits.) 

Comment noted, however, the instructions in the letter 
transmitting the Tentative Amendment Order clearly informed the 
public that “the Board will accept comments only with respect to 
the proposed changes to the tentative amended requirements in 
underline and strikeout format.”  In addition, Finding D of the Fact 
Sheet on page F-4 explains the reason for the permit 
amendment, as follows: 
 
“On May 8, 2014, the Regional Water Board adopted Order No. 
R4-2014-0212 for the Pomona WRP, which included chronic 
toxicity requirements using a two-concentration test design, 
based upon USEPA’s Alternative Test Procedure (ATP) approval 
letter dated March 17, 2014. However, on February 11, 2015, 
USEPA withdrew its ATP approval. On April 9, 2015, the 
Regional Water Board adopted NPDES permits for the Joint 
Outfall System San Jose Creek WRP and other POTWs with 
revised chronic toxicity requirements consistent with the USEPA 
ATP withdrawal letter. Order R4-2014-0212 is being amended to 
update the chronic toxicity requirements, consistent with those 
included in the San Jose Creek WRP permit, and to correct other 
reporting requirements. All other permit requirements will remain 
unchanged and in effect.” (Refer to Attachment C) 
 
As such, only those comments pertaining to language that 
appears in underline and strikeout format will be accepted in the 
context of this narrow NPDES permit amendment. 
 

Corrected 
typographic 
error w/r/t 
the date of 
adoption.. 
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Commenter # Comment Response 
Action 
Taken 

However, the typographical error with respect to the date of 
adoption mentioned in Finding D of the Fact Sheet was corrected 
to “November 6, 2014.” Subsequently, a revised tentative Order 
was emailed to interested persons on June 11, 2015 transmitting 
the correction. 
  

JOS C-2 Furthermore, the Tentative Amendments incorporate 
additional elements that were not originally 
incorporated into the tentative or adopted Pomona 
and Whittier Narrows WRP NPDES permits, but were 
included in, inter alia, the tentative or adopted San 
Jose Creek, Long Beach, and Los Coyotes WRP 
NPDES permits. 
 
Therefore, the Sanitation Districts also incorporate by 
reference all written comments associated with the 
San Jose Creek, Long Beach, and Los Coyotes WRP 
tentative NPDES permits, including, but not limited to, 
the written comments submitted by the Sanitation 
Districts to the Regional Board in letters dated 
January 16, 2015 (San Jose Creek WRP tentative 
NPDES permit) and May 4, 2015 (Long Beach and 
Los Coyotes WRP tentative NPDES permits); the 
Sanitation Districts' testimony provided at the San 
Jose Creek WRP permit adoption hearings held on 
March 12, 2015 and April 9, 2015; and the written 
comments submitted by the Sanitation Districts, 
CASA, SCAP, and the National Association of Clean 
Water Agencies (NACW A) in the petition for review 
submitted to the State Water Board on May 11, 2015 
related to the San Jose Creek WRP adopted NPDES 
permit  

Please see response to Comment C-1. 
 
 

None 
necessary. 

JOS C-3 In particular, the Sanitation Districts would like to 
highlight several issues related specifically to the 
Tentative Amendments, which were not submitted as 
part of our comments, testimony, and appeal of the 
Whittier Narrows and Pomona WRP NPDES permits, 
but were included in our comments and testimony 
associated with the San Jose Creek, Long Beach, and 
Los Coyotes WRP NPDES permits, as follows: 

It is USEPA’s position that applying EPA’s 2000 concentration-
response pattern review guidance and/or inapplicable 
NOEC/LOEC variability criteria (i.e., PMSDs) to the TST – an 
unrelated statistical approach – prior to reporting compliance will 
undercut the transparency of the reported toxicity result, shroud a 
potentially non-compliant result prior to reporting, and diminish 
the reliability and enforceability of the permit and its toxicity limits. 
 

None 
necessary. 
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The Tentative Amendments prohibit the Permittee 
from conducting concentration-response relationship 
evaluations as mandated by the promulgated method. 
(See USEPA, Short-term Methods for Estimating the 
Chronic Toxicity of Effluents and Receiving Waters to 
Freshwater Organisms, Fourth Ed., Oct. 2002 (2002 
Methods), incorporated by reference into 40 C.P.R. § 
136.3(a), Table IA, footnote 27; see also 67 Fed. Reg. 
69955, 2002, ("these methods, including the 
modifications in today's rule, are applicable for use in 
NPDES permits.")). 
 
 
 
 
 
 
 
 

 
USEPA’s Method Guidance addressing concentration-response 
evaluations, states that an “evaluation of the concentration-
response relationship generated for each sample is an important 
part of the data review process that should not be overlooked.” 
This guidance was promulgated in 2002, well before development 
of the TST statistical approach. The guidance assumes that 
either NOEC-LOEC hypothesis testing or a point estimation 
analysis will be used to evaluate multi-concentration WET test 
data. In that circumstance, evaluation of the concentration-
response relationship is important to determine whether the 
assumptions underlying these statistical approaches are reflected 
in the data. As previously discussed, these same assumptions 
are not relied upon by the TST statistical approach. A WET test is 
validated by reviewing the test acceptability criteria and quality 
assurance/quality control (QA/QC) measures, such as: 
  

 Performing and evaluating reference toxicant tests. 

 Evaluating various test condition components, such as water 
quality measurements (temperature, pH, DO, light intensity, etc.) 
to ensure that they are within the typically accepted range. 

 Examining effluent sampling and handling. 

 Plotting control charts to track the lab’s control performance 
and reference toxicant performance over time. 
 

 C-4 The Tentative Amendments limit the full application of 
available, scientifically defensible, concentration-
response evaluation tools thereby reducing the 
reliability of the whole effluent toxicity tests. (See 2002 
Methods at Sections 8.1 0.1, 1 0.2.6.2, and Tables 1, 
3 and 4 (labeled as 3) on pages 76, 165, and 211.) 
 

Please see response to comment C-3. 
 
The Order is consistent with the letter dated February 11, 2015, 
from USEPA to the State Water Board withdrawing approval of 
the alternate test procedure using a two-concentration test 
design.  The Order requires the test methods described in Short-
term Methods for Estimating the Chronic Toxicity of Effluents and 
Receiving Waters to Freshwater Organisms (October 2002) 
(EPA-821-R-02-013), including a multi-concentration test design, 
when required, and review of the concentration-response pattern. 
 
The State permitting authority, here, the Regional Water Board, 
has the discretion to select the statistical approach for analyzing 
WET test data that is most appropriate for use in a particular 
permit. (See Section 9.4.1.2 of Short-term Methods, October 

None 
necessary. 
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2002, EPA-821-R-02-013 (“[T]he statistical methods 
recommended in the manual are not the only possible methods of 
statistical analysis.”))  The Regional Water Board has selected 
the TST statistical approach for use in this Order. 
 
The Method Guidance and Recommendations for Whole Effluent 
Toxicity (WET) Testing (40 CFR part 136), July 2000, identifies 
common patterns of WET test data and provides guidance on 
using the concentration-response relationship to review WET test 
results. Some of these response patterns were identified as 
requiring further review if a toxic result is obtained depending on 
the statistical approach used. Since the statistical approach is 
based on assumptions concerning the data set, if the 
concentration response pattern of the data set does not comply 
with those assumptions, then the calculated NOEC/LOEC 
endpoints may not be valid. But these anomalous results would 
not occur with the TST statistical approach because the results of 
the instream waste concentration are compared directly to the 
control, and do not rely upon the same statistical assumptions as 
the NOEC-LOEC hypothesis testing and point estimation 
approaches.   The TST statistical approach will produce reliable 
results in these circumstances.   
 

The remaining concentration-response patterns identified in the 
guidance as warranting further review suggested evaluation of 
factors such as test acceptance criteria, test conditions, and 
reference toxicant testing. These factors can and should be 
evaluated and are accounted for in the draft permit. Evaluation of 
these factors and application of the TST approach, which 
accounts for the inherent variability in WET test data, will produce 
reliable test outcomes for purposes of permit compliance. 
 

USEPA’s Variability Study referenced by the commenter 
appropriately applied the concentration-response relationship 
guidance to data analyzed with the NOEC-LOEC hypothesis 
testing and point estimation approaches to reduce the false 
positive error rate. Consideration of the concentration-response 
relationship is not necessary when analyzing WET test data using 
the TST approach, and would not be expected to reduce the error 
rate. Instead, evaluation of test acceptance criteria, test 
conditions, and reference toxicant testing are appropriate to 
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identify anomalous data prior to analysis using the TST approach.   
 

The TST statistical approach for use in the statistical analysis of 
WET test data has undergone an extensive external peer review 
process by both the USEPA and the State Water Board. The 
approach was published in Environmental Toxicology and 
Chemistry (Denton et al. 2011). Data from over 2,000 WET tests 
were used to develop and evaluate the TST approach. The TST 
was tested for nine different WET test methods with 12 biological 
endpoints (e.g., reproduction, growth, survival) representing 
most, if not all of the different types of WET test designs currently 
in use. Over one million computer simulations were also used to 
select error rates meeting EPA’s RMDs (Regulatory Management 
Decisions) for the TST approach.   
 

The TST statistical approach has been shown to perform as well 
or better than the NOEC-LOEC statistical analysis of multi-
concentration data.  The results of TST statistical analysis was 
compared to analysis using the NOEC-LOEC approach in a “Test 
Drive Analysis” conducted in California.  The results of the test 
drive are provided in a report dated December, 2011 and 
published in Environmental Toxicology and Chemistry (Diamond 
et al. 2013) The findings of the peer-reviewed journal article by 
Diamond et al, 2013, found that the TST statistical analysis 
improves understanding of the discharge condition by correctly 
identifying toxic and non-toxic samples more often than when 
using the NOEC-LOEC statistical approach. 
 

JOS C-5 The Tentative Amendments specifically disallow 
application of the method-required Percent Minimum 
Significant Difference (PMSD) criteria. (See 2002 
Methods at Section 1 0.2.8.2.) 
 

USEPA’s position is that applying its 2000 concentration-
response pattern review guidance and/or inapplicable 
NOEC/LOEC variability criteria (i.e., PMSDs) to the TST – an 
unrelated statistical approach – prior to reporting compliance will 
undercut the transparency of the reported toxicity result, shroud a 
potentially non-compliant result prior to reporting, and diminish 
the reliability and enforceability of the permit and its toxicity limits.  
Page F-51 of the Fact Sheet references audit correspondence 
from the State Water Board and USEPA. 
 
The preamble to the WET Test Method (Federal Register/ Vol. 
67, No. 223, p. 69952 (November 19, 2002)) provides valuable 
insight into what USEPA intended when it was updating its WET 

None 
necessary. 
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Test Method.  From the underlined language below, it is clear that 
the PMSD was only intended for permits that had limits in terms 
of NOEC or LOEC. 
 
“Variability Criteria 
 
Today’s action incorporates mandatory variability criteria for five 
chronic test methods. USEPA recommends the use of point 
estimation techniques over hypothesis testing approaches for 
calculating endpoints for effluent toxicity tests under the NPDES 
Permitting Program. However, to reduce the within-test variability 
and to increase statistical sensitivity when test endpoints are 
expressed using hypothesis testing rather than the preferred 
point estimation techniques, variability criteria must be applied as 
a test review step when NPDES permits require sublethal 
hypothesis testing endpoints (i.e., no observed effect 
concentration (NOEC) or lowest observed effect concentration 
(LOEC) and the effluent has been determined to have no toxicity 
at the permitted receiving water concentration. These variability 
criteria must be applied for the following methods: Fathead 
minnow Larval Survival and Growth Test: Selenastrum 
capricornutum Growth Test: Mysidopsis bahia Survival, Growth 
and Fecundity Test: and Inland Silverslide Larval Survival and 
Growth Test. Within test variability, measured as the percent 
minimum significant difference (PMSD), must be calculated and 
compared to upper bounds established for test PMSDs…” (p. 
69957) 
 
It is reasonable and appropriate for the Regional Board to 
conclude that the PMSD tool for evaluating test variability is not 
applicable to this permit because it does not include chronic 
toxicity limits expressed as TUc or NOEC. 
 
While section 10.2.8.2 of the WET Test Method specifies that 
“When NPDES permits require sublethal hypothesis testing 
endpoints from Methods 1000.0, 1002.0, or 1003.0 (e.g., growth 
or reproduction NOECs and LOECs), within-test variability must 
be reviewed and variability criteria must be applied as described 
in this section (10.2.8.2)” (emphasis added), the WET Test 
Method section does not require the use of the PMSD.  
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Subsection 10.2.8.2.1 describes how to calculate the PMSD and 
subsequent subsections describe how to compare the PMSD to 
see if the PMSD falls within an acceptable range; i.e. if PMSD is 
within the upper and lower bounds.   
 
Subsection 10.2.8.3 states: 
 
“To assist in reviewing within-test variability, EPA recommends 
maintaining control charts of PMSDs calculated for successive 
effluent tests (USEPA, 2000b). A control chart of PMSD values 
characterizes the range of variability observed within a given 
laboratory, and allows comparison of individual test PMSDs with 
the laboratory’s typical range of variability. Control charts of other 
variability and test performance measures, such as the MSD, 
standard deviation or CV of control responses, or average 
control response, also may be useful for reviewing tests and 
minimizing variability. The log of PMSD will provide an 
approximately normal variate useful for control charting.” 
(emphasis added) 
 
USEPA recommends use of PMSD when the hypothesis test has 
endpoints expressed in terms of growth or reproduction NOECs 
and LOECs.  However, the Pomona WRP permit does not have 
endpoints expressed as NOEC/LOEC, but in terms of Pass or 
Fail and Percent Effect.  In addition, under this permit, within-test 
variability of the WET test data utilized for the TST statistics will 
be reviewed and variability criteria will be applied by using control 
charts and coefficient of variation, as allowed by Subsection 
10.2.8.3 of the WET Test Method. 
 
Therefore, the permit disallows the PMSD approach to evaluate 
variability of the WET test data because that approach is 
applicable to the NOEC/LOEC statistical analysis and not the 
TST statistics required by the permit. 

 C-6 To address these concerns, as well as concerns 
previously transmitted in testimony and written 
comment letters, the Sanitation Districts request that 
the toxicity provisions in the Tentative Amendments 
be modified as requested in the December 8, 2014 
and May 11, 2015 petitions for review. 

Please see response to Comment C-1. 
 
Consistent with the public notice that was distributed for this item, 
the issue about whether the chronic toxicity final effluent limit 
should be numeric or a trigger, and other issues raised in the 
petition, will not be considered at the July 9, 2015 Board hearing, 

None 
necessary 
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since that is outside of the scope of the proposed NPDES permit 
amendment.   
 
Moreover, these issues were addressed on October 30, 2014 in 
response to JOS’s comment letter dated October 10, 2014, in the 
Response to Comments Table prepared by Water Board staff 
and included in the Board agenda package for the adoption of 
NPDES Order No. R4-2014-0212 for the Pomona WRP. 

 
Comments received from Heal the Bay June 8, 2015 

 

Heal the Bay 1 Numeric Chronic Toxicity Effluent Limits Must be 
Included  
 

Thank you for your comment in support of this permit. None 
necessary. 

 2 Additional Self-Monitoring Report Requirements 
Will Help the Regional Board Track and Assess 
Permittees Chronic Toxicity Testing  
 

Thank you for your comment in support of the reporting 
requirements. 

None 
necessary. 

 3 Regional Board Should Approach Issuance of 
Time Schedule Orders for Chronic Toxicity  
Exceedances Cautiously 
The Tentative Amendments would allow Permittees to 
submit a request for a time schedule order upon an 
exceedance of an effluent limitation for chronic 
toxicity. Although the Regional Board has included 
assessment criteria when determining if a time 
schedule order is appropriate (e.g. facility compliance 
with effluent limitations for chronic toxicity, magnitude 
and duration of exceedance, history of past TIE/TRE 
processes, efforts of Permittee to achieve compliance 
with effluent limitations for chronic toxicity), these 
criteria are extremely broad and lack clear guidance. 
The Tentative Amendments do not include 
information or guidance for determining the duration 
of time schedule orders. In addition, the Tentative 
Amendments do not address how chronic toxicity 
effluent limit exceedances occurring during time 
schedule orders, separate from the initial event, will 
be enforced; if these exceedances are included in 
time schedule orders, their inclusion would contradict 

During the March 2015 Board meeting there was much discussion 
over a change sheet that offered language, proposed by the 
Discharger for the San Jose Creek WRP, that would have  
suspended enforcement action by the Board  for chronic toxicity 
exceedances.  The Board did not accept this proposal but instead 
directed staff to work with the Permittee and USEPA to consider 
alternative language and return to the Board in April 2015.  The 
following language was considered by the Board during the April 
2015 hearing and adopted into the San Jose Creek WRP NPDES 
permit.  The same language is being incorporated into the NPDES 
permit for the Pomona WRP facility, on page F-48 of the Fact 
Sheet, for consistency: 
 

The Permittee may submit a request for a time schedule 
order upon an exceedance of the effluent limitations for 
chronic toxicity in this Order. In determining whether a 
time schedule order is appropriate, and the conditions and 
duration of such an order, the Regional Water Board or 
Executive Officer will consider the following factors among 
other relevant considerations: the facility's history of 
compliance with effluent limitations  for chronic toxicity, 
including the magnitude and duration of any 

None 
necessary. 
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previous Regional Board positions on chronic toxicity 
exceedance enforcement during TIE/TRE processes. 
The Regional Board has the discretion to enforce 
effluent limitation exceedances – it is unclear why the 
issuance of chronic toxicity time schedule orders are 
being considered at this time. We believe this is a 
slippery slope. Further, issuance of time schedule 
orders are resource intensive for Regional Board 
staff, time that may be better suited for other 
programs and projects. Because of these reasons, we 
believe the Regional Board should approach issuing 
time schedule orders for chronic toxicity effluent 
limitation exceedances cautiously as the criteria and 
requirements for crafting these enforcement actions 
are not clearly identified by the Regional Board at this 
time. 
 

exceedances; history of and information acquired from 
past TIEs or TREs conducted for the facility; and the 
efforts of the Permittee to achieve compliance with 
effluent limitations for chronic toxicity. 
 

In addition to submitting a request for a TSO, the Permittee will 
need to provide adequate justification before the Executive 
Officer or the Regional Water Board would issue the TSO.  
Information submitted may include, but is not limited to, a 
proposed schedule with tasks for achieving compliance and 
milestone dates for completing such tasks.  The duration of the 
TSO should be as short as practicable.  However, if information is 
lacking, then the TSO would not be issued.   

 
Comments received from United States Environmental Protection Agency (USEPA) on June 4, 2015 

 

USEPA 1 USEPA strongly support adoption of the chronic 
toxicity requirements in this permit. 
 
USEPA is pleased that the draft permits plainly 
require effluent limits on chronic whole effluent toxicity 
(WET), where there is reasonable potential. 
 
USEPA agrees with the Regional Water Board’s 
decision to use numeric chronic WET WQBELs for 
these POTW permits, which are feasible to calculate 
for the discharges. 
USEPA supports the inclusion of both monthly and 
daily WQBELs for chronic toxicity, as the Regional 
Water Board has determined that such limits are 
necessary to protect against highly toxic short-term 
peaks of acute or chronic toxicity that exceed the 
applicable toxicity water quality standard. 
 
USEPA commented that the draft permits are 
consistent with the nine POTW permits this Board has 

Thank you for your comment in support of this permit. None 
necessary. 
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adopted over the past 12 months, which express both 
monthly and daily chronic toxicity WQBELs 
numerically. 
 
USEPA commented that it is critical that permitting 
authorities explicitly choose and identify the statistical 
approach that will be used to protect their narrative 
toxicity water quality standard and interpret toxicity 
test results required by NPDES permits.  The Los 
Angeles Regional Water Board has chosen to 
measure chronic toxicity for compliance reporting with 
the Test od Significant Toxicity 9TST) bioequivalence 
statistical t-Test approach used to determine if two 
sets of observations - made for the effluent’s instream 
concentration (IWC) and the control concentration - 
are different.  The proposed modifications ensure that 
the subject permits, reissued over the past year, 
contain standardized transparent, clearly expressed, 
enforceable requirements for chronic WET.   
 
It is with that strong context that USEPA strongly 
supports the permit language updating Order section 
VII.J and associated fact sheet language, to result in 
consistency across all non-ocean POTW permits with 
chronic toxicity WQBELs expressed in terms of the 
TST. This provision specifies compliance evaluation 
and reporting requirements for chronic toxicity data 
expressed in terms of the TST and assures 
compliance with the multi-concentration test design 
requirement for NPDES effluents found in EPA’s 2002 
toxicity test methods. Also, it assures that - following 
EPA’s 2002 toxicity test methods – the concentration-
response pattern will be reviewed, as appropriate.  On 
this point, USEPA notes that the National 
Organization of Clean Water Agencies (NACWA) has 
previously submitted comments critical of some of the 
POTW permits the Regional Water Board has 
recently issued.  Bearing this in mind, we wish to draw 
your attention to a January 2006 white paper by 
NACWA, page 10, which states: “The [toxicity] 
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methods do not specifically state that a permittee may 
invalidate a [toxicity] test purely on the basis of the 
concentration-response relationship.  However, 
NACWA believes that, in context of a full Data Quality 
Objectives program, the testing laboratory and the 
clean water agency should consider a test invalid if an 
adequate relationship is not present.”  This position 
places NACWA and its member agencies holding this 
position squarely at odds with EPA’s 2002 toxicity test 
methods rule and pereamble regarding the proper 
role of concentration-response pattern reviews.  After 
statistical analysis of the biological data, 
concentration-response pattern review specified by 
EPA plays a role limited to specific instructions for 
determining that particular endpoints - NOECs, 
LC50s, and IC25s - are interpreted appropriately.  
 
It remains EPA’s position that the determination of 
toxicity is not based on achieving a specified 
concentration-response pattern.  As a result, we 
concur with the proposed modifications to permit fact 
sheets, which correctly state that the appropriate 
interpretation of effluent (or receiving water) sample 
measurement results from the TST statistical 
approach is, by design, independent from the 
concentration-response patterns of the toxicity tests 
for those samples.  When using the TST, we agree 
that the application of EPA’s 2000 concentration-
response pattern review guidance will not improve the 
appropriate interpretation of a TST result, as long as 
your permits require use of EPA’s toxicity test 
methods by which good QA/QC is demonstrated 
through ongoing evaluation and tracking of reference 
toxicant testing and measures (i.e., mean, standard 
deviation, and coefficient of variation) of control 
concentration performance.      
 
Also, EPA commented that provision VII.J takes good 
steps to effectively address our concern that a 
laboratory’s Standard Operating Procedures for 



Page 12 of 12 
June 19, 2015 

Commenter # Comment Response 
Action 
Taken 

chronic toxicity test data analysis and review can be 
used to improperly disqualify a test result. It is EPA’s 
position that applying EPA’s 2000 concentration-
response pattern review guidance and/or inapplicable 
NOEC/LOEC variability criteria (i.e., PMSDs) to the 
TST – an unrelated statistical approach – prior to 
reporting compliance will undercut the transparency of 
the reported toxicity result, shroud potentially non-
compliance result prior to reporting, and diminish the 
reliability and enforceability of the permit and its 
toxicity limits.  The three POTW permits adopted in 
April 2015 took a large step toward addressing EPA’s 
ongoing observation that providing too much WET 
method flexibility on specific procedures has been a 
way for some NPDES permit holders to improperly 
disqualify test results.  EPA supports the inclusion of 
the proposed generic permit condition and fact sheet 
language that takes steps to ensure such practices 
will not be used for the proposed modified permits.  
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SUBJECT: 

FROM: 

TO: 

UNITED STATES ENVIRONMENTAL PROTECTION AGENCY 

WASHINGTON, D.C. 20460 

JUN 1 8 2010 

OFFICE OF 
WATER 

The purpose of this memorandum is to transmit to· you. a copy of the final 
guidance document, "National Pollutant Discharge Elimination System Test of 
Significant Toxicity Implementatioii .Document" (EPA 833-R-1 0-003). This document 
provid~~'~r.?.4clt~_i_cm~:LJ.~2WfJ,~~d~;!t~.\§!l~!}L?-PPf:.Q~~f,B.r.,,~~~~gt~A.t~J,,~~-
used for,.whole.-:effiuent'tmactty, (WET) reasonable.potential -detemunattons _ang,NPDES 
perm.lt ·compliance. · 

EPA developed 'theTST approach to provide an additional scientifically valid, 
statistical application for -assessing WET hypothesis test dafa. The T:ST assesses the 
measurement of toxic impacts from effiuent on specific test organisms' ability to survive, 
grow, and reproduce-and is based on research and peer-reviewed publications. The TST 
examines whether there is a biologically significant difference defined as the measured 
difference which has a detriinental effect on aquatic organisms to tlmve··and survive 
when compared against the n_ormal condition (i.e., a control). Using a WET test, this 
bioiogiCaily significant difference is the comparison between an effluent's in-stream 
waste concentration (IWC), as specified in the permit, and the control. The TST 
recommendations _advance the applied science of the NPDES WET Program by 
addressing both tlie false negative and false positive error rates which have been a 
concern for both permitting auth~rities and permittees. We believe theTST approach 
addresses these false negative and positive concerns and provides an incentive to NPDES 
permittees to provide valid, high quality WET 'test data to enhance NPDES WET 
reasonable potential and pertn.it compliance deterni.inations. 
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Attachment B 

State Water Resources Control Board Letter 
on 40 CFR 136 WET Method 

dated May 14, 2015 



~ 
Water Boards 

State Water Resources Control Board 

May 14, 2015 

Water Docket, Environmental Protection Agency 
Attention: Docket ID # EPA-HQ-OW-2014-0797 
Mail code: 4203M, 1200 Pennsylvania Ave. NW. 
Washington, DC 20460 

State Water Resources Control Board (State Water Board) staff would like to thank the United 
States Environmental Protection Agency (U.S. EPA) for the opportunity to comment on the 
"Clean Water Act Methods Update Rule for the Analysis of Effluent." This letter wi ll focus 
exclusively on the proposed revisions to Methods for Measuring the Acute Toxicity of Effluents 
and Receiving Waters to Freshwater and Marine Organisms, Fifth Edition, Short-term Methods 
for Estimating the Chronic Toxicity of Effluents and Receiving Waters to Freshwater Organisms, 
Fourth Edition, and Methods for Measuring the Chronic Toxicity of Effluents and Receiving 
Waters to Marine and Estuarine Organisms, Third Edition (collectively: toxicity method 
manuals). 

State Water Board staff supports the clarifying edits and updates proposed for the toxicity 
method manuals. In addition, State Water Board staff is requesting a revision to the five­
concentration minimum required for all toxicity test methods in order to comport with the U.S. 
EPA's newest statistical approach, the Test of Significant Toxicity (TST), as it statistically 
compares only the instream waste concentration and a control. 

The benefits of the TST approach have been lauded by numerous academicians. The five peer 
reviewers selected in a blind fashion for U.S. EPA's peer review process agreed that the TST's 
bioequivalence approach is sound, and. that the results of TST analyses are reasonable and 
defensible. The State Water Board also initiated a peer review focusing on the use of the TST 
approach in the draft Policy for Toxicity Assessment and Control. The two researchers, Dr. 
Gerald A. LeBlanc and Dr. Michael C. Newman, concluded that the TST is a " .. . major advance 
from the currently compromised No Observed Effects Concentration (NOEC) approach," and 
" ... is statistically sound, reduces burden.associated with the assays, and, by structuring the 
assay around a hypothesis of significant toxicity, provides incentive for precision in assay 
performance." In addition, four individual articles examining the TST approach have been 
.Published in two respected, peer-reviewed toxico logical journals (Denton et al. 2011, Diamono 
et al. 201 1, Zheng et al. 2012, Diamond et al. 2013), while the State Water Board published a 
report comparative ly analyzing the results of over 3,000 toxicity tests using both the TST and 
"trad itional" hypothesis approaches (State Water Board, 2011). Although this "Test Drive" 
analysis showed that the results of the NOEC and TST are generally the same, it is important to 
note that the TST correctly identified truly non-toxic samples more often than the NOEC did. 
Moreover, the NOEC failed to identify more truly toxic samples than the TST approach. 

FLL I ~II\ M AI!t:',IS, C-lAIR I T HOMAS HOWARD, E>:ECUTlVE OIREClOR 

---- ------- -- - ------- ---
1001 I S lo<'el. Sacrnmenlo. CA 95014 I I.Aoil inq Address, p_o 601 100. Sucramentu. CA 95012·0100 1 www wmerbo"'ris_c• .~uv 
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The TST approach is currently being used to implement Tribal and Territory NPDES permits 
issued by U.S. EPA Region 9, as well as the U.S. EPA Region 9 offshore oil and gas general 
permit (No. CAG280000). The State Water Board has included provisions requiring the use of 
the TST approach in the Caltrans general permit for storm water discharges (Order No. 2012-
0011 -DWQ), the NPDES permit issued to the US Department of the Navy's San Diego Naval 
base (Order No. R9-2013-0,064), the San Diego Regional Water Quality Control Board's general 
permit for discharges from boatyards and boat maintenance and repair facilities (Order No. R9-
2013-0026), and the NPDES permit issued to the US Department of the Navy's San Diego 
Naval base (Order No. R9-2013-0064) . The TST approach has also been incorporated into 
several NPDES permits in Hawaii. 

It is worth noting that the toxicity method manuals clearly state that the statistical approaches 
featured therein are merely recommendations. As such, requiring the use of five concentrations 

. for TST analyses is inherently contradictory. Therefore, State Water Board staff is suggesting 
the addition of the following language (in red) to the "Test Concentration" requirement in the 
toxicity method manuals' "Summary of Test Conditions" tables: 

Effluents: 

Receiving Water: 

5 and a control (required minimum for LOEC and NOEC endpoints, and point estimates) 
1 and a control (required minimum for TST) 
100% receiving water (or minimum of 5) and a control (recommended) 

In addition to the inclusion of the National Pollutant Discharge Elimination System Test of 
Significant Toxicity Implementation Document in the "Cited References" section, State Water 
Board staff believes it would also be helpful to update the sections of the toxicity method 
manuals that discuss "pass/fail " tests with the following language (in red): 

With the exception of the Test of Significant Toxicity (TST), Yuse of pass/fail tests consisting of a single effluent 
concentration (e.g., the receiving water concentration or RWC) and a control is not recommended. If the NPOES 
permit has a whole effluent toxicity limit for acute toxicity at the RWC, it is prudent to use that permit limit as the 
midpoint of a series of five effluent concentrations for the LOEC and NOEC endpoints, and for point estimates. This 
will ensure that there is sufficient information on the dose-response relationship. For example, the effluent 
concentrations utilized in a test may be: (1) 100% effluent, (2) (RWC + 100)/2, (3) RWC, (4) RWC/2, and (5) RWC/4. 
More specifically,. if the RWC =50%, appropriate effluent concentrations may be 100%, 75%, 50%, 25%, and 12.5%. 
Guidance for the TST approach is provided in the National Pollutant Discharge Elimination System Test of Significant 
Toxicity Implementation Document (USEPA 2010). 

These minor revisions will eliminate the extremely wasteful practice of utilizing five test 
concentrations for TST analyses while greatly improving regulatory interpretation. 

Sincerely, 

/~CJ£~. 
Rich Breuer, Assistant Deputy Director 
Office of Information yanagement and Analysis 

---~!!~ ~ --,~--------
Zane Poulson, Chief 
Inland Planning Standards and Implementation Unit 
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UNITED STATES ENVTRON~\'illNTAL PROTECTION AGENCY 
REGION lX 

February 11, 20 15 

Renee Spears 

75 Hawthorne Street 
San Francisco, CA 94105 

Senior Environmental Sc ientist Specialist-QA Officer 
Office of Information Management & Analysis 
Stale Water Resources Control Board 
l OO I T Street, 16-390- Sacramento. CA 95814 
P.O. Box 100- Sncrnmento, Ct\ 95812 

Dear Ms. Spears: 

This lelter ndd rcsscs tbe EPA Region 9 Quality Assurance Office's J\11arch 17,2014 approval of 
the State of California 's relJuest to usc nn Altemnte Test Procedure (ATP). au.t1Jori7.ing the usc of 
two concentr::ll ions in lieu of the five concentrations plus a comrol specified in the \VET test 
methods. when using the Test of Signii'icant Toxicity (TST) statistica l a pproach. EPA is 
withdrawing the approval of the Limited Use ATP. effecti ve immediately. for a number of 
rea;;;ons. Plense note thaL at thi s time. California's February 12. 2014 ATP request is no longer 
pending before EPA and hou!d the Stare wish ro pursue such an ATP. a new ATP applic:-ttion 
would be required. 

As you may know, the March 17,2014 Limited Use ATP approval WilS challenged in the U.S. 
Eastern District Coun of California in June 2014 by the Southem California All iance of Publicly 
Owned Treatment Works (SCAP) and Central Valley Clean \Vater Association (CVCWA). As a 
result oft he litigation. EPA lws become aware of issues related to the State of Cali r ornin' s 
f.'ebrunry 12, 2014 request a well as EPA Region 9 '~ approval. First, v.re note tb:11' 1 he State' s 
request cilecl40 C.F.R. * 136.4. which describes the process ror nationwide ATP approvals, 
rather than 40 C. F.R. ~ 136.5 for a Limited Use A TP. Vl'11ile we continue t·o believe this was n 
simple error, we acknowledge that it has creared uncertninty and confusion among the regu l ::ll~d 

COilllllUilit y. 

Second. there is currently pending a proposed rulemak ing to revise the ATP regulnt ions at 40 
C.F.R. Part 136. Please see hltp://wa ter.era.gc~v/sl'itech/rncthods/cwa/mur20 15.cfm. The EPA 
Administrator signed a proposed rule on February 5, 20 15, relevant portions of which are 
attached. One element of that rulemaking is a proposal to correct an inaJvcrtcnt error in Lhc 40 
C.F.R. § 136.5 regulatory language regarding Limited Use ATPs. In revis iug 40 C.F.R. ~ 136.5 
in 20 12. EPA had inadvertently included the phrase '·or permitting autborit y•· after each instance 
that the phrase "Regional Alternate Tc, t Procedure Coordin:o1tor" or '·Regional ATP Coordinntor" 
appears in Scctio11 136.5 . The effect of this inadvertent inclusion was to authorize State 



permitting authorities to approve A TPs. This wris not EPA' s intention. and EPA lws now 
proposed to delete the phrase "or permitting authority" from Section 136.5. It is EPA's position 
that the inadvertent error is not implicated in its npprovnl decision here. but plaintiffs have raised 
arguments regarding the phra~e "permi11ing au thority" in Section 136.5. To the extent this error 
lws created uncenainry in reg<lrds to the nppropriateness of the March 17. 2014 ATP approv;t l. 
EPA believes it is appropriat e to withdraw that approval. However. withdrawal of the app1oval 
does J?Ot affect any e~spect of the regulat ions at 40 C.F.R. Part 136 but conc~rns only the State's 
Februmy 12. 20 J4 ATP request. 

Thi rd. pl8in tiffs have raised concerns with respect Lo the administ rn!lve record for the ATP 
approval. In light of some of rhe issues raised by plaintiffs, EPA has concluded that it is 
appropriate to withdraw its ATP approval. l f you have any questions regarding thi s act ion. 
please contact me nt (415) 972-3411. 

Sincerely, 

~~ 'fzu_'Zw-(JC:Vf-e-x___ 

Eugenia tvfcNall~)l"ton , Pl1.D. 
Mauager, Quality A. surance Office 

Cc: Rich 13reuer 



This docume111 is .:1 prepublication ver;;ion. signed by EPA Admini>trnlor Gina l'vlcCan hy on FcbiUary 5. 2015. We 
have taken Mtps 10 eJJSure the accuracy of this w rsion, bm it is nut til t:: officiul v~r~ i un . 

.J. Clar~ficaf ions!Correcrions to ATP Pm cedures in -/0 C'F'R 136. 4, 136.5 nnd A llm1'('(! 

;\lod(ftcat ions in 13 6. 6 

40 CFR 136A nnd 136.5 d~!scribe EPA procedun;s for obtaining approval to usc an 

alternate test procedures either on a nali onnl basis. or fo r li mited use by dischargers or facilities 

specifi ed in the npprova l. In the 2012 Method Update Rule, EPA made several c lari fying 

changes ro the lcmguagc o[Lhe!.e se~: t ions . At 1he same time, however. in many places in 40 CFR 

1.16.4 and 136.5 where th e phrase .. Regional Alternate Test Procedures Coordi11ator .. or 

.. Regional !\ TP Coord inator" appears. EPA inad ver!'en tly al so inserted the phrase ·'or perm itting 

authori ty"' fo llowit1g the phrase. Tl1is error resu lted from the use oft he "search and repl ::~ce" 

fu ncrion on the computer. The effect of the change was to inadverrently authorize State 

permitting :J uthorit ies to approve A TPs for I imited use within rhe State. EPA never intended this 

resul t as is ck monstr:Hed by two lacts. First, in its proposa l for the 201 2 Update. EPA did not 

propose rn authorize State N PDES perm in ing authorities to approve limited use A TPs. Second. 

the rule states thc1t the appro\'al m:.~y be restricted ru ~pecific dischargers or fal:il it ics, or to all 

dischargers or r::rc il ilies ·'spec ified in 1he approva l ji7r 1/u.: Region." (emphasis add ed). This 

language evidences EPA· s intent that the IZegion - not the stale - \NOuld be authorized to issue 

any such lim ited use ATP approva l. Fi na l! ~' · as further evidence of EPA ·s in tent. in several 

places. the> t~xt or th-: rule make's more sense if read to autholize only the Reg.ionn l ATP 

Coordinator, and not the State permitling authority. to approve limited use A TPs. For example. 

40 CFR 136.5(d)(l) prov ides as fo llows: 

.. After a rev iew ofth~ uppl icat i ~J II by tht: Alternate Test Procedure Regional ATP 

Coord inator or permitti ng aut horil)' . the rz.egional /\ TP Coord inator or permitting 



I h.s document rs :.1 prepublic:nion wr;ion. signed by Ef>A Administrt.tor Gina ~·1cC'ar<hy on Frbru:rr) 5. 1015. \\'1! 
haY<: tal\en srcps ro ensure the accuracy ofthb vt:r~ i \ln, but it is nnt th.: official version. 

nuthority norifies the applicant nnd the appropriate State agency or approval or 

rejccticHl t1f the use ofthe alternate test procedure ... .': 

As currently written . if th-: Stare is acting on <1 request for approval, the regul:1tion wvuld rc:qu ire 

the Slate to in form itself of its own action in approving or reject in g the AT I'. a somcwlwt 

superll uous req uirement. 

Con~c:q uentl y, EPA proposes to tld~ le all instances of ·'or pennitti11g authori ty" frorn 40 

CFR 136.-t nnd 136.5 Ia correct this error and revise the ru le text to its original intent. Based on 

th i;; rc' i.sion. EPA and EPA alone w~1uld h;.~v..: the authority to ::~pprove limited u<:e ATP~. 

cPA also proposes changes to .:tO CFR 136.4 and I 36.5 to clarify the process f0r 

nationwide approva l and the Regional ATP Coordinator's role in limited use;\ TP approvals. 

These: changes do not sign ific~mlly change the process. the intent is to make wording s impler .and 

clearer. 

Fin:-~lly. EPA proposes to add langu<1ge to 40 CFR l 36.6(b)( l) to clarify rhm if a method 

user i::. unccrta in whether or nClt a •nodi fication is a llo\\'cd under -1-0 CFR 136.6. the user should 

comnct either its Direcwr or EPA Regional A TP Coordinator. 

1\ Changes to Appe11dix B w -10 CFR pan 13n- f)efinilirm and Procedure lor the 

Detcrminofin11 o/'lhe 1\!DL 

EPA proposes rev isions ro the procedure ror determination of the MDL primaril y to 

add ress l abor~ lory blank con 1 ~1n1in:.t l i o n <llld to beti er account fo r intm-lahmatory variabi l ity. 

EPA'!' ~-l)ns ider:n inn of reYisions to t it~ MDL procedure for this rulemnking is spc~ilic to these 

ti:visiuns. and other c!1anges to !11e procedure arc uut5ide the scope of rhis action. The proposed 

changes originated from The National Envimnmental Lftbor:u:ory Accreditation Con lcrem:e 



This document is a prt:publieation \•Cision. sig.uecl by EP1\ r\dminis1ralor Gina !VIcCanhy on February .5. :w 15. Wt~ 

h:~ve taken steps tl1 <>nsure the accuracy oflhic; wrsion, bm it is not the official version. 

5. Section 136. -J. is amended by revising pur<Jgraphs (a) introductory text.Lb). and (cl to read 

as lo llows: 

§ 136.4 Applicatiou fot· and approvn l of a lte rnate test procedm·es fo r nationwide use. 

(a) A writ1cn appl ication for review of an alternate test procedt,J re (alternate 111ethod) for 

nationwide use may be made by letier via emai l or by bard copy in triplicate to Lhe National 

Alternate Test Procedure (A TP) Program Coordinator (National Coordinator). Office of Science 

;md Technology (-f303T). Office o f \Vater, U.S. Environmental Protectio11 Agt'ncy. ~ 200 

Pennsylvania Ave. NW. Washington, DC 20460. Any applit:ation ror an ATP under th is 

parJgraph (~l) sha ll: 

- ~· 

(h) The Narional Coord inator mny request ntidi rional inform:nion and analyses from th e 

applicant in order to evalunt.: whether the alternate test procedure satisfies the ~1pplicab le 

requirement s or this part. 

(c) ;\pproval lor nationwide use. 

(I) After a review o f the uppl ication and any add itional analyses requested from the 

applicant, rhe National Coordinator wi ll notWY the applicant. in writing. ofv.'hether the Nmional 

Coordinator wil l recommend approva l or disapproval or the alternate test procedure fo r 

na1 ion wide use in C\V A programs. 1 f the nppl ication is not recommended fo r approval. the 

. ational Coordinator may specify what addition:1l information mi ght le<1d to a recnnsidem1il•n of 

the appl ication and noti l~' the Regional Allernate Test Procedure Coordinators of the disupprovnl 

re<.:ommendut ion. B~1sed on the Narional Coordinaror's recommended di~approval of a proposl:'d 

a ltcrn:llc test prlKcdurc <1 nd an a::.scssment o f" any cu rrent approva Is t(1r I im ited uses tor 1 he 
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unapproved method. th~ Regional A TP Coordinator may decide to withdraw approval of the 

method for limited use in1h~.: Regim1. 

(2) Where the Nationa l Coordinator llns recommended approval of an applicant's requesr 

for nationwide use of an altemate test pror~dme. the Nationa l Coordinator will notii~y the 

applican t. The National .CoordinatOr \viii also notify the Regional ATP Coordinators that they 

may consider ~1pprova l of this alternate test procedure for limited use in their Regions based on 

the information and data provided in rhe app lication unt il the alternate test procedure is approved 

by public:Hit'll in a final mle in the FeclerJI Register. 

(3) EPA will propose to am~nd 40 CFR part 136 to include the alternCJle 1e~ t proce-dure in 

§ 136.3. EPA shall make available for review ull the factual bases for i t~ proposa l. including th~ 

metlwd. :my performance data submitted by the applicnnr and any avai lable EPA analysis or 

tlw:;e dau . 

(4) Following public comment. EP/\ shal l publ ish i11the FEDFRAL REG!STCR a ti n.1l 

decision on whether to amend 40 CFR p::t11 136 to include the alternate test procedure as nn 

appro\ ed nnalytic:-~ l merhod for nationwide use. 

(5) Whenevenhe Nation:! I Coordin;:nor has recommended approval Llf n11 applicant's ATP 

request for nationwide use. nny perSllllmay request an npprnva l of rhe method for limi ted use 

under § 136.5 from the EPA Region. 

6. Section 136.5 is ameiided by rev i<; ing paragmphs (n). (b). (c), and (d) to read :1!" Cnllo\\s: 

§136.5 Approva l of alternate test procedures for limited use. 

(a) Any person ma) request lhe Regio t1al A TP Coordinator to approve the use or 311 

alternate test procedure in the Region. 

Png\! 145 of390 



Tliis document is a prepublication version. signet! by EPA Admin isrra10r Gi na McC;u1hy on Pebnr:try 5. 2015. We 
lrave ta~cn steps to ensure the accuracy of this version, but it is not the official version. 

(b) When the req uesr for tbe use of nn alternate test procedure concerns use in a Stale with 

an NPDES permit program approvctd pursuanr 10 section 402 of the Act. the requestor shall first 

subm il an nppl ication for I i mited use to the Director of the State agency having responsibility lor 

i·.:sunnce orNPD ES permits within such State (i.e., permirting authority). The Director will 

fo rward the applicmion to the Regional ATP CoorLliJiator with a recommendation for or against 

approval. 

(c) Any :1ppl ication for approval of an alternate test procedure for I imitcd use may be 

m:-~de by let1er via emai l or by harJ copy. The ~pp l icati o n ·h::lll include the fo llowing: 

(I) Provide rl!e name nnd address of 1he applicant and the ap plicable JD number of the 

ex isring or pending perm it(s) ~md issuing agency for'' hich use of the nltcrnnlc test procedure is 

requested. and the discharge serial nuntber. 

* * 

(d) App rova l fo r limited use. (l) The Regional A TP Coordinator will review rhe 

application and notify tlte npplicanl and the Jpproprime State agency of approval or r(:ject ion of 

the use or the alternate test procedure. The npprov::t l may be. re.stricleclto ust' on ly with respect to 

::~specific discharge or faci lity (and its laborntory) or, at the di screti on of the Regi01w l ATP 

Coordinator. tc1 all Jischargers or fuci lilies land their associated labormories) specifi ed in the 

approva l for the Region. If the application is nnt approved. the Regional ATP Coordinator shall 

srecify what add itional inform:nion might le::td to a reconsideration of the application. 

(2) The Regionn I A TP CoorJ ina10r wi II fo rward a copy of every ::~pprcwn l and rejection 

noti fica1ion to the Nation81 !\ lternate Test Pt\}cedure Conrdinntor. 

7. In Section§ 136.G: 
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Clean Water Act ;vtcthods Update Rule fo1· the Ana lysis of Effluent 

list of Subjects in 40 CFR part 136 

Environmental protect ion, Incorporation by reference, Reponing and recordkceping 

requirements , Test procedures, Water pollution control. 

Dated: 
FEB 0 5 2015 

Gina lv!cCan hy, Arlministrator. 
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