SETTLEMENT AGREEMENT

This Settlenent Agreenent, dated this 24th day of July,
1998, is nade and entered into by and between Edi son Electric
Institute, et al., and Western Coalition of Arid States
(collectively “Petitioners”) and the U.S. Environnental
Protection Agency (“EPA").

WHEREAS, on COctober 26, 1995, the U. S. Environnental
Protection agency promulgated a final rule under the C ean \Water
Act (“CWA") that, inter alia, adds whole effluent toxicity
testing nethods to the list of nationally-applicable nmethods in
40 CF. R Part 136 (60 Fed. Reg. 53,529) (the “Final Rule”);

VWHEREAS, Edison Electric Institute, et al. (No. 96-1062) and
Western Coalition of Arid States (No. 96-1124) filed petitions
for review of the Final Rule, which are now pending in the U S
Court of Appeals for the District of Colunbia Crcuit;

VWHEREAS, EPA acknow edges the goal of conducting
interlaboratory variability studies for the whole effl uent
toxicity testing nethods in the Final Rule as resources allow

WHEREAS, EPA commits itself to continue to address issues
unique to arid ecosystens in cooperation with Petitioner Wstern
Coalition of Arid States (“WestCAS’), primarily through the Arid
West Water Quality Research Project;

WHEREAS, in the context of pending EPA efforts to establish
procedures for the devel opnent and approval of alternate test
procedures under 40 C F.R Part 136, EPA intends to devel op
gui dance describing procedures for the devel opnent of whole

effluent toxicity nmethods using test organisns that are



i ndi genous to receiving waters, including waters in the Arid and
Sem - Arid West;

WHEREAS, EPA invited public comment on the need for and the
appropriate forms of water quality-based effluent limtations for
storm wat er di scharges in a rul emaking pursuant to C ean Water
Act section 402(p)(6) proposed on January, 7, 1998, and shal
further consider such issue in the context of whole effluent
toxicity inplementation di scussions;

WHEREAS, EPA acknow edges that test nmethods manual s
i ncorporated by reference in the Final Rule distinguish between
requi renents (by use of the conmpulsory ternms “nust” and “shall”)
and recomendati ons and gui dance (by use of the discretionary
terms “should” and “nay”) so as to indicate the instances when
the anal yst has flexibility to optim ze successful test
conpl eti on and when standardi zation i s necessary to assure the
predictability of the nethods to provide reliable results;

WHEREAS, EPA acknow edges that provisions of this Settl enent
Agreenent, which focus primarily on test nethodol ogy and, to a
| esser extent, interpretation of test results, do not address al
of the Petitioners’ concerns regarding applicability of the whole
effluent toxicity testing requirenents to particul ar waterbodi es
(with specific reference to intermttent or effluent dependent
wat er bodi es |l ocated in the Arid West) and do not address nany of
Petitioners’ concerns regarding regulatory inplenentation of
whol e effluent toxicity control progranms (e.g., toxicity

identification evaluation requirenments, toxicity reduction



eval uation requirenments, conpliance determ nations, and trigger
t hreshol ds) ;

WHEREAS, EPA acknow edges that the Inhibition Concentration
Percentage (“I1CP") statistical procedure may not al ways generate
confidence intervals, but that the inability to generate a
confidence interval does not indicate a confidence interval of
zero, and EPA addresses data confidence concerns el sewhere in the
Final Rule (including the test nethods manual s incorporated by
reference) and under this Agreenent;

VWHEREAS, EPA has commtted to expeditiously resolving an
issue identified by Petitioners regarding D scharge Mnitoring
Report (DVR) certification of WET test results, with specific
reference to what is intended in certifying the “accuracy” of
such results, per 40 CF. R 8§ 122.22(d), through a clarification
menor andum or ot her interpretive docunent to be issued
i ndependently of the provisions of this Settlenment Agreenent;

WHEREAS, EPA acknow edges that the Final Rule, which
i ncorporates the WET test nethods in dispute, does not specify
means to adjust for the frequency, duration, or magnitude of
i nstream exposure conditions, and that such decisions are to be
made by the regulatory authority in the context of water quality
standard setting and/ or NPDES permtting decisions;

WHEREAS, the parties wish to settle this matter w thout
further litigation; and

VWHEREAS, settlenent of all issues is in the public interest.



NOW THEREFORE, wi t hout adm ssion of any issues of fact or
| aw, or waiver of any claimor defense, either factual or |egal,

the parties agree as follows:

Speci fic Provisions

1. EPA shal |l prepare a gui dance docunent descri bi ng
procedures to be utilized by permtting authorities for taking
anal ytical variability into account in determ ning the need for,
the derivation of, and any adjustnment to an effluent limtation
for whole effluent toxicity (“WET"). This guidance shall be
consistent wwth the description set forth on Exhibit Ato this
Agreenment and performed in accordance with the schedule set forth
on Exhibit A EPA shall publish notice of issuance of the

gui dance in the Federal Register.

2. EPA shal |l conduct additional interlaboratory
variability studies to eval uate several of the WET nethods
contained in the Final Rule. These studies (the “Interlaboratory
Variability Studies”) shall be conducted consistent with the
outline and schedule attached as Exhibit B to this Agreenent.

3. EPA shall evaluate results fromthe Interlaboratory
Variability Studies in accordance with the criteria for

eval uating the adequacy of biological nethods described in
“Avai l ability, Adequacy, and Conparability for the Anal ysis of
Pol | utants Established Under Section 304(h) of the Federal Water
Pol | uti on Control Act,” EPA/ 600/9-87/030 (Septenber 1988), and,

to the extent applicable, the “Data Quality Qbjectives” guidance



(fromEPA' s Permt Witers’ uide dated Novenber 1990 and

Gui dance for Planning for Data Collection, EPA/QN G 4). Based on
the Interlaboratory Variability Study results or any peer review
recommendati ons, EPA shall also identify which additional
performance characteristics, if any, are appropriate for
descri bi ng and assessing the adequacy of the test nethods in the
Final Rule. No later than 3 nonths after conpletion of the peer
review of the Interlaboratory Variability Studies, EPA wll
publish a notice of results of the Interlaboratory Variability
Studies in the Federal Register (the “FR Notice”). This FR
Notice shall, for each WET nethod evaluated in the

Interl aboratory Variability Studies, summarize the results for
the WET nethod. The FR Notice al so shall contain, based upon the
test results arising fromwork perfornmed under Exhibit B: (1)
reference to the data and equations used to cal cul ate the
coefficient of variation (or other applicable estimte of
precision) for each test endpoint; (2) a chart of any new
coefficients of variation for the various WET net hods derived
fromthe results of the Interlaboratory Variability Studies; (3)
the rate at which participating | aboratories conpleted tests
initiated; and (4) the percentage of tests perforned on “bl anks”
t hat produced results show ng a toxic response. |In addition, EPA
shall, in the FR Notice, propose to either withdraw or retain
each of the WET nethods evaluated in the Interlaboratory
Variability Studies. 1In the alternative, for those nethods that
EPA m ght otherw se propose to w thdraw, EPA may w thdraw a VWET

met hod wi t hout prior notice and opportunity for public comment



upon a finding of good cause, as provided in 5 U S.C. 8§ 553(b).
For any WET net hods EPA proposes to withdraw, Petitioners may
file a notion with the Court requesting a stay of those portions
of the Final Rule containing the nmethods proposed to be w thdrawn
until EPA takes final action on the proposal. For those WET
met hods EPA proposes to withdraw and which Petitioners seek to
judicially stay, Petitioners may argue and EPA shall concede that
prior application to EPA for the relief sought is not practicable
because, by proposing to w thdraw any net hod, EPA woul d have
inplicitly found that the good cause exenption of 5 U. S.C
8 553(b) would not apply. EPA shall not oppose any such notion
for stay. |If EPA proposes to retain a nethod while at the sane
time proposing to nodify such nethod, EPA shall explain the
reasons why such nmethod shoul d be retained pending final action
on the proposal to nodify.

4. EPA shall solicit and accept public comments on the FR
Noti ce described in paragraph 3 for a period of at |east 60 days.

No | ater than one year after publication of the FR Notice

described in paragraph 3, EPA w il take final action on the
proposals in the FR Notice. This final action shall include a
determnation to either withdraw or retain each of the WET
met hods evaluated in the Interlaboratory Variability Studies.
The final notice shall also contain any nodifications to the
applicable interimcoefficients of variation identified on
Exhi bit A, paragraph 2 (or other applicable estinmate of

preci sion) based upon the public comments received.



5. EPA shall sign a notice of final rul emaking for
publication in the Federal Register on or before 6 nonths from
the settlenent date to correct technical and/or formatting errors
in the test nmethods manuals, including but not limted to
del etion of section 8.3.4.1.2 of the chronic toxicity test
manual s, but only to the extent that EPA determ nes that the
Adm ni strative Procedure Act does not require the Agency to
provi de an opportunity for public comment on the corrections.

6. On or before 18 nonths after settlenent agreenent, EPA
shall sign and forward to the O fice of the Federal Register for
pronpt publication a notice of proposed rul emaking to:

(A) Anend Method 1002 to require that test organi snms be

al |l ocated anong test replicates so that offspring of each

femal e are evenly distributed anong test replicates

(“bl ocki ng-by-parentage”). In the devel opnent of such

amendnent, EPA may consi der recommendi ng an additi onal

statistical analysis of variance which would recognize the
parent as a bl ocking factor;

(B) Revise each of the test nmethod manuals to incorporate

obj ective and readily understandabl e requirenents for the

denonstration of a valid concentration-response relationship
as a prerequisite for the determnation of a valid test
result. The proposed rul emaki ng would al so identify the

ci rcunst ances under which retesting would be required (as

conpared to a finding of no toxicity) due to the lack of a

valid concentration-response rel ationship despite the

satisfaction of all other test acceptance criteria; and



(© Revise each of the test nethod manuals to incorporate a
speci fi ¢ nmet hodol ogi cal procedure or procedures to control
upward pH drift that may occur during the renewal of sanples
during the test (causing pH shock).
EPA shall sign and forward to the Ofice of the Federal Register
for pronpt publication a notice taking final action on such
proposed rul emaki ng on or before 30 nonths after settlenent
agr eenent .

7. On or before 18 nonths after settlenent agreenent, EPA
shal | prepare guidance, sign and forward to the Ofice of the
Federal Register for pronpt publication a notice of availability
t o:

(A) Revise Agency guidance and recomendations in the

chronic toxicity test nmethods manuals to clarify that a

nom nal error rate of either 0.05 or 0.01 is acceptable and

to identify those circunstances and conditions under which

t he recommended nom nal error rate would be 0.01. Such

ci rcunst ances and conditions shall include, but not

necessarily be limted to, the use of enforceabl e subl et hal

endpoi nts for Ceriodaphni a dubia and fathead m nnows or

where there is little or no available dilution in the
receiving waters and where the permtting authority would
derive a limt w thout consideration of dilution. Based on
the results fromthe Interlaboratory Variability Studies,
any recommendati ons of the peer review panel, and other
pertinent information, EPA shall also identify those

ci rcunstances or conditions, if any, in which the Agency



recomends that the nunber of test replicates be increased

to ensure adequate statistical power;

(B) darify the circunstances under which confidence

intervals are not generated (and/or are not capabl e of

generation) when using point estimation techniques,
including, at a mninmum the Inhibition Concentration

Percentage (I CP) procedure. In addition, prior to renew ng

exi sting supplies of EPA test nethod statistical software,

t he Agency shall incorporate into such software appropriate

information to indicate when confidence intervals are not

generated (and/or not capable of generation). At that tine,

EPA shall al so nake avail abl e any resulting new software

specifications for manufacturers of commercial software

packages.
When EPA takes final action on the rul emaking proposed in
paragraph 6 to anend the Final Rule, including the test nethods
manual s i ncorporated by reference, EPA shall also nodify the test
manual s to incorporate the revised gui dance and recomendati ons
in this paragraph, as well as guidance and recommendati ons
regardi ng application of pH shift control procedures, which would
not be limted to circunstances where ammonia i s present.

8. On or before 18 nonths after the settlenent date, EPA
shal | prepare guidance, sign and pronptly forward to the Ofice
of the Federal Register for pronpt publication a notice of
availability to:

(A) Explain the concept of the valid concentration-response

rel ationship by identifying forns of concentration-response



rel ati onshi ps which would and woul d not constitute
accept abl e concentrati on-response rel ati onshi ps;

(B) ldentify the circunstances where the nunber of dilutions
in a series and/or the dilution sequence itself may be

nodi fied to assist in determning the existence of a
concentration-response relationship. Such guidance may
subsequently be nodified to reflect information devel oped
during the conduct of the Interlaboratory Variability
Studi es described in Exhibit B;

(C© Revise the test manuals to clarify what EPA considers to
be acceptable dilution water (i.e., to clarify that the test
met hod manuals, e.g., section 7.1.1.1 of the chronic
toxicity test manual, do allow for the use of standardi zed
control waters of other than noderate hardness when the
objective of the test is to estimate the toxicity of
effluent), with specific reference to matching control water
hardness to anmbi ent water hardness and including a

di scussi on about ionic balance and strength. EPA shal
provi de additional recomrendations regardi ng eval uati ons of
data generated when the test is conducted with dual controls
(1.e., controls using synthetic dilution water and controls
using anbient dilution water) so as to ensure that results
are interpreted using the nost appropriate control waters.
EPA shall further clarify that test organisnms may be
cultured in waters that resenbl e anbi ent receiving water
chem stry, wth specific reference to water hardness and

i oni ¢ bal ance.



When EPA takes final action on the rul emaki ng proposed in
paragraph 6 to anend the Final Rule, including the test nethods
manual s i ncorporated by reference, EPA shall also nodify the test
manual s to incorporate the revised gui dance and recomendati ons
in this paragraph.

Procedural WMatters

9. Upon execution of this Agreenent by the parties,
Petitioners and EPA shall file a joint notion requesting that the
Court extend the stay of this proceedi ng pending conpl etion of
the itens set forth in paragraphs 1 through 8 above. This
Agreenent shall be appended to that joint notion.

10. Except as provided in paragraph 11, if EPA issues the
gui dance docunents specified in paragraphs 1, 7, and 8, conpletes
the Interlaboratory Variability Studies referenced in paragraph
2, and publishes the Federal Register notices referenced in
par agraphs 3 through 8, by the dates set forth in each of those
par agraphs and associ ated Exhibits, Petitioners and EPA will file
a joint notion for dismssal with prejudice of the two petitions,
Case Nos. 1062 and 1124. That notion shall be filed no | ater
than thirty days after publication of the latest of the final
actions referenced in paragraphs 3 through 8.

Petitioners’ Renedies

11. If EPA does not issue the guidance docunents specified
in paragraphs 1 and 7, conplete the Interlaboratory Variability
Studi es referenced in paragraph 2, or publish the Federal
Regi ster notices referenced in paragraphs 3 through 7 by the

dates set forth in each of those paragraphs and associ at ed



Exhi bits, Petitioners’ sole remedy shall be the right to revive
the petitions for review and to seek inposition of a schedule for
briefing in order to obtain judicial review of the Final Rule.
Petitioners wll give EPA ten days notice prior to exercising
their rights under this paragraph. |If one petitioner gives
notice to EPA exercising its rights under this paragraph, EPA may
nove to lift the stay as to all petitions for review, and al

ot her petitioners shall not oppose such a notion.

12. | f EPA does not issue the menorandum described in
paragraph 8 by 18 nonths fromsettlenent or if the nmenorandum
does not include the information described in that paragraph,

West CAS may revive its petition for review and seek inposition of
a schedule for briefing in order to obtain judicial review of the
Final Rule on the limted issue of whether EPA acted arbitrarily
and capriciously, abused its discretion or acted in a manner

ot herw se inconsistent with applicable law by not including in
the Final Rule the information described in paragraph 8.

13. Petitioners may exercise their right under section
509(b) (1) of the Cean Water Act, 33 U S.C. 8§ 1369(b)(1), to file
a new petition for review of any final action taken pursuant to
par agraph 4 follow ng conpletion of the Interlaboratory
Variability Studies. |If Petitioners decide to exercise their
right to file a new petition for review, EPA will not oppose a
request by Petitioners for an expedited litigation schedule in
such proceedi ngs, provided any such schedul e allows EPA at |east

60 days to file its response brief.



General Provisions

14. Nothing in the ternms of this Settlenent Agreenent shal
be construed to limt or nodify the discretion accorded EPA by
the CWMA or by general principles of admnistrative | aw.

15. Nothing in this Settlenent Agreenent shall be
interpreted so as to (1) foreclose the ongoing or future
exam nation, by EPA of any additional test performance
characteristics which are not specifically or conpletely
addressed by the actions taken under this Settlenent Agreenent,
but not limted to, the devel opnent of a detection |imt or its
equi val ent for biological testing or (2) prohibit the use of
ot her appropriate statistical nmethods and procedures to interpret
test data as may be found acceptable to EPA foll ow ng appropriate
peer review and public notice.

16. Nothing in this Settlenent Agreenment shall be construed
tolimt or nodify EPA's discretion to subsequently nodify,
amend, or revise the guidance docunents identified in Paragraphs
1, 7, and 8, or any final action referenced in paragraphs 4 and
6, or to promul gate supersedi ng gui dance, rules, or regulations.

17. No provision of this Settlenment Agreenent shall be
interpreted as or constitute a commtnent or requirenent that EPA
obligate or pay funds in contravention of the Anti-Deficiency
Act, 31 U. S.C. 1341, or any other applicable |Iaw or regulation.

18. This is the entire Settlenent Agreenent between the

parties with respect to the issues raised by Edison Electric

Institute et al. v. EPA No. 96-1062 (D.C. Cr.) and Wstern

Coalition of Arid States v. EPA, No. 96-1124 (D.C. Cr.). A




prior conversations, neetings, discussions, drafts and witings
of any kind are specifically superseded by this Settl enent
Agreenent and may not be used by the parties to vary or contest
the terns of this agreenent, or as evidence of the parties’
intent in entering into this Settlenment Agreenent.

19. The parties may agree in witing to nodify any
provision of this Settlenment Agreenent.

20. This Settlenent Agreenent is being entered into so as
to avoid further litigation. Nothing in this settlenent
agreenent shall be construed to constitute an adm ssion of any
issue of fact, lawor liability by any of the parties. Except as
expressly provided in this Agreenent, none of the parties waive
or relinquish any legal rights, clains or defenses they may have.

21. Each party shall bear its own costs, including
attorneys’ fees, in this litigation, including attorneys’ fees
and costs associated with nonitoring, overseeing, or inplenenting
this Settlenent Agreenent, and including participation in any
adm ni strative proceedi ngs contenpl ated by this Agreenent.

22. The undersigned representatives of each party certify
that they are fully authorized by the party or parties they
represent to bind the respective parties to the terns of this
Agreenment. This Agreenent will be deenmed to be executed and
shal | becone effective when it has been signed by the

representatives of the parties set forth bel ow



COUNSEL FOR PETI Tl ONERS:

COUNSEL FOR EDI SON
ELECTRI C | NSTI TUTE, ET AL: HUNTON & W LLI AMS

James N. Christman
Steven J. Koorse
951 East Byrd Street
Ri chnmond, VA 23219
(804) 788-8771

COUNSEL FOR WESTERN
COALI TI ON OF ARI D STATES: ANDERSOQN, DUDE, PIFHER & LEBEL

Mark T. Pifher

104 South Cascade Ave., Suite 204
P. O Box 240

Col orado Springs, CO 80901-0240
(719) 632-3545

COUNSEL FOR RESPONDENT EPA: LO S J. SCH FFER
Assi stant Attorney General
Envi ronment and Natural Resources
Di vi si on
U.S. Departnent of Justice

Cecilia E. Kim

Trial Attorney

Envi ronnent al Defense Section
U. S. Departnent of Justice
P. O. Box 23986

Washi ngton, D.C. 20026- 3986
(202) 305-0739

Exhi bit A - Qi dance Docunment

1. EPA shal |l prepare a gui dance docunent directed to
permtting authorities describing statistical and/or other
procedures for taking WET anal ytical nethod variability into

account in (1) the determ nation of whether an effluent

limtation for whole effluent toxicity is needed, i.e., whether a



di scharge causes or has the reasonable potential to cause, or
contributes to an instream excursion above a criterion wthin a
State water quality standard and (2) in the derivation of a whole
effluent toxicity limt.

2. The gui dance docunent shall identify an estinate of
precision, including, at a mninum an applicable interim
“coefficient of variation” for each whole effluent toxicity test
nmet hod published (and incorporated by reference) at 40 CFR Part
136.

3. EPA shall make the draft guidance available in a public
docket on or before 12 nonths after settlement date. EPA shal
al so include the “charge” to the peer review panel in the docket,
and shall provide an opportunity for public conment on the
charge. EPA shall anend the charge in response to such conments
to the extent that EPA deens that anendnent is necessary to
ensure that the charge is objective, accurate, and conplete. EPA
shall submt the guidance for technical review by the peer review
panel on or before 13 Y2nonths after the settlenent date and
request that the peer review panel provide coments within 4
months after receipt. EPA shall informthe peer review panel of
the exi stence of a public docket available for their review and
the full range of regulatory uses applicable to the draft
gui dance undergoi ng peer review, including but not limted to,
the potential use of results froma single test to assess
conpliance wwth a 1TU, or 0.3TU, permt limt at end-of-pipe in
instances involving little or no dilution. EPA shall also

provi de the peer reviewers such additional pertinent information



as they may request. EPA shall solicit coment fromthe peer
revi ew panel upon whether the draft guidance is scientifically
acceptable wthin the context (40 CF. R Part 136) of the
i ntended regul atory use.

4. The peer reviewers shall be selected in accordance with
the selection criteria in EPA's current peer review policies.

5. Reviewers shall include experts in the field of aquatic
t oxi col ogy and bi ol ogi cal statistics as denonstrated by
publication in scientific journals or known research. Such
experts shall also be famliar with water quality-based
permtting and whole effluent toxicity. The peer review panel
for review of the guidance docunent may differ in conposition
fromthe peer review panel for the interlaboratory variability
studi es described in Exhibit B. For the purposes of the peer
review described in this Settlenent Agreenent, the peer review
panel shall not include any expert associated with the generation
of the whole effluent toxicity nmethods in the Final Rule either
directly by substantial contribution to the devel opnent or
indirectly by consultation during the devel opnment of the nethods
in the Final Rule. The peer review panel, thus, can be
objectively judgnental. |If any expert has potential conflicts of
interest (real or perceived), such conflicts shall be fully
identified to ensure credi bl e peer review

6. Comruni cati ons between any peer review panel nenber and
EPA' s authorized representative regarding the technical aspects
of the guidance docunment or the studies shall be subject to

public disclosure to the sane extent such information is



avai l able to EPA (except for business infornmation entitled to
confidential treatnment under Agency regulations at 40 CFR Part 2
and any applicable provisions of the Federal Acquisition
Regul ation, and EPA s supplenent thereto, at Title 48 of the
CFR)

7. EPA shall evaluate comments fromthe peer review panel
and any comments submtted to the public docket, revise the
gui dance docunent as appropriate, and issue the guidance docunent
within 4 nonths after recei pt of coments and/or recomendati ons
from peer review panel nenbers, but in no event |later than 21
mont hs after settlenent date. Upon issuance, EPA shall pronptly
forward to the Ofice of the Federal Register a notice of

avai lability of the guidance docunent.

Exhibit B - Interlaboratory Variability Studies

1. EPA (and/or EPA' s authorized representatives) shal
conduct interlaboratory variability studies to eval uate several
of the whole effluent toxicity test nmethods using the specific
test protocols promulgated at 40 CFR Part 136, including, as
appropriate, reference to EPA guidance entitled “Clarifications
Regarding Flexibility in 40 CFR Part 136 Wol e Effl uent Toxicity
(WET) Test Methods” dated April 10, 1996 from Tudor T. Davies to
EPA Wat er Managenent Division Directors and EPA environnenta
Services Division Directors, except that test organisns shall (as
opposed to may) be randomy all ocated anong test solutions. In
addi ti on, Method 1002.0, which would otherw se be term nated

after 3 broods according to section 13.12.1 of that Method, shal



be conducted for 8 days (through to conpletion), wth endpoints
(1 ncludi ng nunber of young per day and nunber of broods at each
recording interval) noted at the end of the sixth, seventh and
eighth day (specifically, at 144 hours, at 168 hours, and at 192
hours, respectively, fromtest initiation), in order to assess
the effect of that test acceptance criterion on test results. No
test shall be termnated prior to the eighth day for any reason
including a failure to neet test acceptance criteria. Finally,
in the conduct of Method 1002.0, test organisns shall be

al l ocated anong test replicates so that the of fspring of each
femal e are evenly distributed anong test replicates (“blocking-
by- parent age”) .

2. EPA shall design the interlaboratory variability
studies to, anong other things, quantify interlaboratory
variability, i.e., to determne an estimate of precision,
including, at a mninmum a coefficient of variation, for each
test endpoint, as well as to determne the rate at which
participating | aboratories successfully conpleted tests initiated
and the rate at which the tests indicate toxicity is present when
measuring reagent water, also known as “bl anks.”

3. EPA shall establish a public docket for the
interlaboratory variability studies on or before one nonth after
the settlenent date. At that tinme, EPA shall include the
“charge” to a peer review panel for peer review on the design of
the interlaboratory variability studies. On or before 75 days
after the settlenment date, EPA shall submt the study design

whi ch shall include the |aboratory qualification criteria, for



peer review and request that the peer review panel provide
comments within 2 nonths after receipt. EPA shall informthe
peer review panel of the existence of a public docket avail abl e
for their review and the full range of regulatory uses applicable
to the Interlaboratory Variability Studies undergoi ng review,
including but not limted to, the potential use of results froma
single test to assess conpliance with a 1TU, or 0.3TU, perm t
[imt at end-of-pipe in instances involving little or no
dilution. EPA shall also provide the peer reviewers such
additional pertinent information as they may request. EPA shal
solicit coment fromthe peer review panel upon whether the
Interlaboratory Variability Studies are scientifically acceptable
within the context (40 C.F. R Part 136) of the intended

regul atory use.

2. EPA (and/or EPA' s authorized representative) shal

select a least 9 |laboratories to conduct each test nethod to be
evaluated in the Interlaboratory Variability Studies. EPA shal
assure that all of the |aboratories selected for participation in
the interlaboratory studies are representative of |aboratories

t hroughout the United States that routinely conduct WET testing
for permttees and shall attenpt to maxi m ze the nunber of
qual i fying | aboratories participating in the Studies. A

| aboratory may participate in a study for the evaluation of nore
than one toxicity test nethod. EPA (and/or EPA s authorized
representative) shall identify |aboratories qualified for
participation in the studies. Subject to such adjustnent in

qualifications as may result fromrecomendati ons of the peer



review panel examning the Interlaboratory Variability Study
design, |laboratories participating in the Interlaboratory
Variability Studies nust denonstrate satisfactory quality
assurance and quality control (QA QC) based on QA QC procedures
in the test manuals. The QA QC prequalification requirenments
shall include, at a mninmum the devel opnent of acceptable
control charts (i.e. cusumcharts) using reference toxicants,
meeting of test conditions and test acceptability criteria, and
the application of appropriate statistical analyses for each test
and test endpoint for which the | aboratory would participate in
an Interlaboratory Variability Study.

3. Petitioner |aboratories which neet the qualifications
referenced in paragraph 4 of this Exhibit shall be allowed to
participate in the Interlaboratory Variability Studies, provided
that the costs of the analysis associated with such participation
shall be the sole obligation of the Petitioners. |In order to
assist Petitioners in the expeditious identification of
additional |aboratories and to afford EPA (and/or EPA's

aut hori zed representative) an opportunity to determ ne such

| aboratories’ denonstrated ability to participate, EPA shal
incorporate the | aboratory qualification criteria into the
Interlaboratory Variability Study design, and Petitioners shal
submt to EPA a |ist of candidate | aboratories within 30 days
after EPA establishes the public docket in paragraph 3 of this
Exhi bit. For each candidate | aboratory identified on the |ist,
Petitioners shall identify each WET test nethod for which the

| aboratory would seek to participate in an interlaboratory study.



6. For each nmethod eval uated, EPA or EPA s authorized
representative shall randomy distribute three “blind” sanples to
each | aboratory for evaluation. The sanples distributed shal
i ncl ude sone conbination of: reference toxicants (of known
chem cal conposition); industrial and/or nunicipal wastewater
ef fluent (of unquantified chem cal conposition); anbient
receiving water; and nethod “blanks,” i.e., noderately hard
reagent water as explained in the test nmethod manuals. The
conbi nations of blind sanples may include nore than one sanple
anpul e of any given sanple type. At |east six sanple ampul es of
each sanple type shall be evaluated for each nethod. Neither EPA
nor EPA's authorized representative shall disclose the nature,
nunber, or conposition of any of the various sanples distributed
to | aboratories participating in the studies. Data generated by
all qualified participating |aboratories shall be considered in
the eval uation of the test nethods.

7. EPA (or EPA's authorized representative) shall provide
each participating |laboratory with specific instructions to
performthe testing in accordance with their routine |aboratory
practices using the applicable test nethod in the Final Rule.
Each participating | aboratory, however, shall be required to
report all data obtained during the course of testing, including
t he response of control sanples.

8. Petitioners, like any nenber of the public, shall be
provided full access to the uncensored database avail able to EPA

that arises fromthe variability studies to be perfornmed. EPA



shal | announce the availability of such data in the Federa
Regi ster as described in Paragraph 3 of the Settl enent Agreenent.
9. EPA shall conduct the interlaboratory variability
studies on the followng toxicity test nethods:
a. fromthe freshwater chronic toxicity manual (3d ed.)
i Met hod 1000: Pi nephal es pronel as (fathead
m nnow), Larval Survival and G owmh Test
ii. Method 1002: Ceriodaphnia dubia (cladoceran),
Survival and Reproduction Test
iii. Method 1003: Sel anastrum capricornatum (green
alga), Gowh Test (with and w thout EDTA)
b. fromthe marine chronic toxicity manual (2d ed.)
i Met hod 1004: Cyprinodon vari egatus sheepshead
m nnow), Larval Survival and G owmh Test
ii. Method 1006: Menidia beryllina (inland
silverside), Larval Survival and G owth Test
iii. Method 1007: Msidopsis bahia (nysid shrinp),
Survival, Gowth, and Fecundity Test
iv. Method 1009: Chanpia parvula (red nacroal ga),
Repr oducti on Test
C. fromthe acute toxicity manual (4th ed.)
i Ceri odaphni a dubi a
ii. Pinmephal es pronel as
ii1i. Cyprinodon variegatus
iv. Menidia beryllina
V. Hol nesi nysis costata (using the test procedures to

measure acute toxicity on Mysidopsis bahia).



10. EPA shall conplete such interlaboratory variability
studi es and nake the results of the studies available in a public
docket on or before 17 » nonths after the settlenent date. EPA
shall also include the “charge” to the peer review panel in the
docket and shall provide an opportunity for public comrent on the
charge. EPA shall anend the charge in response to such conments
to the extent that EPA deens that anendnent is necessary to
ensure that the charge is objective, accurate, and conplete. EPA
shall submt the results of the interlaboratory validation
studies for peer review on or before 19 nonths after the
settlenment date and request that the peer review panel provide
comments within 4 nonths after receipt. EPA shall informthe
peer review panel of the existence of a public docket avail abl e
for their review and the full range of regulatory uses applicable
to the Interlaboratory Variability Studies undergoi ng review,
including but not limted to, the potential use of results froma
single test to assess conpliance with a 1TU, or 0.3TU, perm t
[imt at end-of-pipe in instances involving little or no
dilution. EPA shall also provide the peer reviewers such
addi tional pertinent information as they may request. EPA shal
solicit coment fromthe peer review panel upon whether the
results and report fromthe Interlaboratory Variability Studies
are scientifically acceptable wthin the context (40 C F. R Part
136) of the intended regul atory use.

11. The peer review shall be conducted according to current
Agency peer review policies and the Ofice of Water’s standard

operating procedures for peer review



12. Peer reviewers shall include experts in the field of
aquatic toxicology and bionetrics as denonstrated by publication
in scientific journals or known research. The peer review panel
for review of the interlaboratory variability studies may differ
in conposition fromthe peer review panel for the guidance
docunent described in Exhibit A For the purposes of the peer
review described in this Settlenent Agreenent, the peer reviewers
shal | be selected in accordance with the selection criteria found
in EPA'S current peer review policy. Specifically, the peer
revi ew panel shall not include any experts associated with the
generation of the whole effluent toxicity methods in the Final
Rul e either directly by substantial contribution to the
devel opnent or indirectly by consultation during the devel opnent
of the nethods in the Final Rule. The peer review panel, thus,
can be objectively judgnental. |[|f any expert has potenti al
conflicts of interest (real or perceived), such conflicts shal
be fully identified to ensure credi bl e peer review

13. Communi cati ons between any peer revi ew panel nenber and
EPA' s authorized representative regarding the technical aspects
of the guidance docunment or the studies shall be subject to
public disclosure to the sane extent such information is nmade
avai l abl e to EPA (except for business infornmation entitled to
confidential treatnment under Agency regulations at 40 CFR Part 2
and any applicable provisions of the Federal Acquisition
Regul ation, and EPA s supplenment thereto, at Title 48 of the
CFR)



