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CERTIFICATE AS TO PARTIES, RULINGS, AND RELATED CASES

Pursuant to Rule 28(a)(1) of the Circuit Rules of the United States Court of Appeals for the District of Columbia Circuit, counsel for the Petitioners, who join in this Brief, certify this 30th day of January, 2004, as follows:

A.
Parties and Amici.  The parties, intervenors, and amici are the following:  

Petitioners:
AMSA, CASA, MAMWA, SCWQA, TAMSA, VAMWA, WVMWAQ, WESTCAS, the WET Coalition, and the Utility Petitioners
Intervenor:
American Petroleum Institute

Respondents:
Environmental Protection Agency

All Petitioners that join in this Brief have previously made the disclosure required by Circuit Rule 26.1.  Nevertheless, pursuant to the Federal Rules of Appellate Procedure 26.1(b), the Petitioners disclose the following:

Corporate Disclosure Statement of AMSA

The Association of Metropolitan Sewerage Agencies (“AMSA”) is a nonprofit corporation membership association that has no outstanding shares or debt securities and has no parent companies, subsidiaries or affiliates which have any outstanding shares or debt securities in the hands of the public.  AMSA is comprised of nearly 300 publicly-owned treatment works members, which operate municipal wastewater treatment plants under federal and state laws and regulations across the nation and which are impacted by the challenged regulation.

Corporate Disclosure Statement of CASA

The California Association of Sanitation Agencies (“CASA”) is a nonprofit public benefit corporation formed under the laws of the State of California that has no outstanding shares or debt securities and has no parent companies, subsidiaries or affiliates which have any outstanding shares or debt securities in the hands of the public.  CASA’s 106 members are local public agencies that provide wastewater collection, treatment, disposal and water recycling service to millions of Californians.

Corporate Disclosure Statement of MAMWA

The Maryland Association of Municipal Wastewater Agencies, Inc. (“MAMWA”) is a nonprofit corporation membership association that has no outstanding shares or debt securities and has no parent companies, subsidiaries or affiliates which have any outstanding shares or debt securities in the hands of the public.  MAMWA is comprised of publicly-owned treatment works members, which operate numerous municipal wastewater treatment plants under federal and state laws and regulations across Maryland and which are impacted by the challenged regulation.

Corporate Disclosure Statement of SCWQA

The South Carolina Water Quality Association, Inc. (“SCWQA”) is a nonprofit corporation membership association that has no outstanding shares or debt securities and has no parent companies, subsidiaries or affiliates which have any outstanding shares or debt securities in the hands of the public.  SCWQA is comprised of publicly-owned treatment works members, which operate numerous municipal wastewater treatment plants under federal and state laws and regulations across South Carolina and which are impacted by the challenged regulation.

Corporate Disclosure Statement of TAMSA

The Texas Association of Metropolitan Sewerage Agencies (“TAMSA”) is a nonprofit corporation membership association that has no outstanding shares or debt securities and has no parent companies, subsidiaries or affiliates which have any outstanding shares or debt securities in the hands of the public.  TAMSA represents 21 of the largest municipal publicly-owned treatment works and water authorities in the State of Texas, which are impacted by the challenged regulation.

Corporate Disclosure Statement of VAMWA

The Virginia Association of Municipal Wastewater Agencies, Inc. (“VAMWA”) is a nonprofit corporation membership association that has no outstanding shares or debt securities and has no parent companies, subsidiaries or affiliates which have any outstanding shares or debt securities in the hands of the public.  VAMWA is comprised of publicly-owned treatment works members, which operate numerous municipal wastewater treatment plants under federal and state laws and regulations across Virginia and which are impacted by the challenged regulation.

Corporate Disclosure Statement of WVMWAQ

The West Virginia Municipal Water Quality Association, Inc. (“WVMWAQ”) is a nonprofit corporation membership association that has no outstanding shares or debt securities and has no parent companies, subsidiaries or affiliates which have any outstanding shares or debt securities in the hands of the public.  WVMWAQ is comprised of publicly-owned treatment works members, which operate numerous municipal wastewater treatment plants under federal and state laws and regulations across West Virginia and which are impacted by the challenged regulation.

Corporate Disclosure Statement of WESTCAS

The Western Coalition of Arid States  (“WESTCAS”) avers that it is a not-for-profit association, whose voting members are municipalities or other governmental entities that have no parent corporation.  WESTCAS has not issued stock.
Corporate Disclosure Statement of the WET Coalition

The WET Coalition is an unincorporated trade association composed of the Alliance of Automobile Manufacturers, the American Forest and Paper Association, and the Utility Water Act Group.  The purpose of this association is to participate in Environmental Protection Agency (“EPA”) rulemakings relating to the use of whole effluent toxicity (“WET”) test methods.  The goals of the association are to ensure that WET test methods are used successfully as one tier of evaluation in the regulation of toxic discharges into the nation’s waters, and that the methods themselves have been properly validated and based on sound science.  The trade associations that are members of the WET Coalition have members that are impacted by the challenged WET regulation because many of their members own and operate facilities with National Pollutant Discharge Elimination System permits which will be affected directly by the use of  the  EPA-approved WET methods.  The WET Coalition is a trade association within the meaning of this Court’s Rule 26.1(b) and is not a parent, subsidiary, or affiliate of any corporation or other entity which has issued shares or debt securities to the public.

The Alliance of Automobile Manufactures (the “Alliance”) is a trade association composed of 10 car and light truck manufacturers who account for more than 90% of U.S. vehicle sales.  Member companies employ more than 600,000 employees at 250 facilities in 35 states.  The Alliance is especially committed to improving the environment and motor vehicle safety.  The Alliance of Automobile Manufacturers is a trade association within the meaning of this Court’s Rule 26.1(b) and is not a parent, subsidiary, or affiliate of any corporation or other entity which has issued shares or debt securities to the public.

The American Forest and Paper Association (“AF&PA”) is the national trade association of the forest, pulp, paper, paperboard, and wood products industry.  AF&PA represents approximately 550 member companies and related trade associations (whose members are in the thousands), which grow, harvest and process wood and wood fiber; manufacture pulp, paper, and paperboard products from both virgin and recovered fiber; and produce solid wood products.  AF&PA represents the forestry products industry on numerous public policy issues, including environmental issues.  

The Utility Water Act Group (“UWAG”) is an unincorporated trade association composed of 158 individual electric utilities and national trade associations of electric utilities.  The individual utility companies own and operate power plants and other facilities that generate, transmit, and distribute electricity to residential, commercial, industrial, and institutional customers.  UWAG’s purpose is to participate on behalf of its members in EPA’s rulemakings under the Clean Water Act.  UWAG is a trade association within the meaning of this Court’s Rule 26.1(b) and is not a parent, subsidiary, or affiliate of any corporation or other entity which has issued shares or debt securities to the public.

Corporate Disclosure Statement of Edison Electric Institute, et al. (“Utility Petitioners”)

The original Corporate Disclosure Statement for the Utility Petitioners was filed on February 21, 1996.  Since that time, several of the Utility Petitioners have decided not to pursue this Petition for Review, and some of the Utility Petitioners’ name and/or corporate structure has changed.  On May 5, 2003, this Court granted the Utility Petitioners’ Motion to Amend Petition on Review to delete some of the original Utility Petitioners and amend the names of others.  Subsequent to that Order, the remaining Utility Petitioners filed a Revised Corporate Disclosure Statement.  Since the filing of the Revised Corporate Disclosure Statement, the Central Hudson Gas & Electric Corporation elected to discontinue its participation in this proceeding.

The remaining Utility Petitioners are 46 individual electric utilities that operate power plants and other facilities that generate, transmit, and distribute electricity to residential, commercial, industrial, and institutional customers.  Each of the remaining Utility Petitioners is also a member of UWAG.  The Utility Petitioners also include three trade associations of electric utilities:  

(1)
the Edison Electric Institute, the association of the nation’s investor-owned electric utilities; 

(2)
the National Rural Electric Cooperative Association, the association of nonprofit electric cooperatives supplying central station service through generation, transmission, and distribution of electricity to rural areas of the United States; and 

(3)
the American Public Power Association, the national trade association that represents publicly-owned electric utilities in the United States.  

The following chart identifies the individual Utility Petitioners, their parent companies, and any publicly-held companies that own 10% or more of that utility:

	Petitioner
	Parent Company,
if any
	10% Stockholder, if any

	Ameren 
	none
	none

	American Electric Power Service Corporation

Appalachian Power Company

Columbus Southern Power Company

Indiana Michigan Power Company

Kentucky Power Company

Ohio Power Company

AEP Utilities, Inc.
	American Electric Power Company, Inc.
	AEP Co., Inc.

	Constellation Energy Group, Inc.
	none
	none

	Carolina Power & Light Company
	Progress Energy, Inc.
	none

	Cinergy Corp.

Cincinnati Gas & Electric Company

PSI Energy, Inc
	Cinergy Services, Inc.
	none

	Cleco Corporation
	none
	none

	Consolidated Edison Company of New York, Inc.
	Consolidated Edison, Inc
	none

	The Dayton Power & Light Company
	DPL Inc.
	none

	Conectiv Energy
	Pepco Holding, Inc.
	none

	Detroit Edison Company
	DTE Energy Company
	none

	Duke Power Company
	Duke Energy
	none

	Duquesne Light Company
	DQE
	none

	Dynegy Midwest Generation, Inc.
	Dynegy
	none

	Entergy Services, Inc.
	Entergy Corporation
	none

	Exelon Generation Company, LLC
	Exelon Corporation
	Exelon Corporation

	First Energy Corp.
	none
	none

	Ohio Edison Company
	First Energy Corp.
	First Energy Corp.

	Pennsylvania Power Company
	Ohio Edison Co.
	First Energy Corp.

	Florida Power Corporation
	Progress Energy, Inc.; Florida Progress Corporation
	none

	Kansas City Power & Light Company
	Great Plains Energy
	none

	Kentucky Utilities Company
	LG&E Energy
	none

	MidAmerican Energy Company
	MidAmerican Energy Holdings Company
	none

	Minnesota Power, an Operating Division of ALLETE, Inc.
	ALLETE, Inc.
	none

	Northern Indiana Public Service Company
	NiSource Inc.
	none

	Ohio Valley Electric Corporation
	none
	American Electric Power Company, Inc.

Ohio Edison Company

Allegheny Energy, Inc.

	PPL Generation, LLC
	PPL Energy Supply LLC

PPL Energy Funding Corporation

PPL Corporation
	PPL Corporation

	Public Service Enterprise Group, Inc.
	none
	none

	Reliant Resources, Inc.
	none
	none

	Southern Company Services, Inc.

Alabama Power Company

Georgia Power Company

Gulf Power Company

Mississippi Power Company

Savannah Electric and Power Company
	Southern Company
	none

	Tampa Electric Company
	TECO Energy, Inc.
	TECO Energy, Inc.

	Virginia Electric and Power Company (d/b/a Virginia Power)
	Dominion Resources, Inc.
	Dominion Resources, Inc.

	Wisconsin Electric Power Company
	Wisconsin Energy Corporation
	none

	Wisconsin Public Service Corporation
	WPS Resources, Inc.
	none


B.
Rulings Under Review.  The ruling at issue in this Court is EPA’s ratification of several whole effluent toxicity (WET) test procedures, published at 67 Fed. Reg. 69,952 (November 19, 2002), promulgated December 3, 2002, effective December 19, 2002, J.A. ___.

C.
Related Cases.  These cases have been consolidated per this Court’s Order dated April 9, 2003:

· No. 96-1062, Edison Electric Institute v. EPA (consolidated with No. 96-1124, 96-1217, 96-1215, 96-1116, 96-1157), reopened by this Court;

· No 03-1087, Western Coalition of Arid States (WESTCAS) v. EPA;
· No 03-1091, AMSA et al. v. EPA; and

· No. 03-1094, WET Coalition v. EPA.

Case No 96-1062 was originally before this Court in 1996. The parties to that litigation negotiated a settlement.  Upon promulgation of the final rule, the Petitioners concluded that EPA had not fully complied with the agreement reached during settlement negotiations.  Accordingly, the parties to the original litigation requested that the Court reopen the original litigation appealing the rule.  By Order dated April 9, 2003, the Court granted the motion to reopen the proceedings.
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JURISDICTIONAL STATEMENT

Clean Water Act (“CWA”) § 301(a), 33 U.S.C. § 1311(a), prohibits the discharge of any pollutant into navigable waters unless the discharge complies with a National Pollutant Discharge Elimination System (“NPDES”) permit.  Under CWA § 304(h), 33 U.S.C. § 1314(h), Respondent Environmental Protection Agency (“EPA”) promulgates test procedures for detecting and measuring pollutants, incorporating them into its regulations in 40 C.F.R. Part 136.  These procedures are required to be used to measure compliance with NPDES permits.  40 C.F.R. § 136.1.  EPA promulgated the WET procedures (the “Final Rule”) at issue in this appeal pursuant to, among other things, CWA §§ 301 and 304(h).  67 Fed. Reg. 69,952, 69,953 (November 19, 2002),  J.A. ___.  CWA § 509(b)(1), 33 U.S.C. § 1369(b)(1), gives this Court jurisdiction to review “any effluent limitation or other limitation” promulgated under CWA § 301.

For judicial review purposes the Final Rule was promulgated as of December 3, 2002.  67 Fed. Reg. 69,952, J.A. ___.  Petitions for Review were filed within 120 days as required by CWA § 509(b)(1).

Earlier, on October 16, 1995, EPA had published its first regulation promulgating WET procedures (“1995 Rule”) at 60 Fed. Reg. 53,529 (October 16, 1995).  The WET Coalition and WESTCAS (“Original Petitioners”) filed timely petitions for review of the 1995 Rule and then entered a Settlement Agreement with EPA.  On March 5, 1999, this Court terminated the original cases but provided that they could be reopened within 120 days after EPA completed certain steps called for by the Settlement Agreement.  The Original Petitioners moved to reopen within the appointed time.

Petitioners are organizations of municipalities and corporations concerned with regulation of point source discharges under the CWA.  Many of Petitioners’ members have NPDES permits that have and will continue to have permit limits based on WET tests.  Petitioners’ members are substantially impacted by EPA’s approval of WET procedures and will suffer injury from the proven shortcomings in the procedures.  Therefore, Petitioners have standing to litigate this case on behalf of their members.  See Friends of the Earth v. Laidlaw Environmental Services, 528 U.S. 167, 181-83 (2000).

STATEMENT OF ISSUES PRESENTED

The issues here are not about scientific fact but about EPA’s inconsistencies with its own standards and past practice and about serious objections unanswered on the record, about regulation by assumptions instead of facts, and about an important analysis of variability that is inconsistent with the administrative record:

I.
Was EPA’s approval of the WET methods arbitrary and capricious because it acted inconsistently with its approval of other test methods in the past?  In particular, was EPA inconsistent with:

A.
The characteristics of reliable test methods listed in its 1988 Report to Congress?

B.
Its agency wide Quality System and Peer Review Policy?

C.
Its approval of test methods for single chemicals?

D.
Its rule for determining detection and quantitation levels for chemical methods?

E.
Its rule requiring permittees to swear that test results are “accurate”?

F.
The requirement that EPA eliminate “interferences” in Part 136 methods?

G.
The requirement that the limitations of a test method be established so as to ensure proper application of the method?

H.
The law of evidence, which allows defendants to challenge the calibration of test instruments and demands scientific validity?

II.
Does EPA lack substantial evidence in the record for key findings such as that

A.
Chronic WET test results correlate with adverse impacts on receiving waters?

B.
The WET tests can be successfully used by a large number of laboratories across the country?

C.
The WET tests are representative of U.S. waters generally, including low-flow streams in the West?

D.
WET methods have a high degree of precision and do not need detection limits or reference toxicity testing?

III.
Did EPA violate the Due Process Clause by requiring permittees to use test methods that will frequently give false readings of “toxicity” and making them swear to the “accuracy” of those results?

IV.
Was EPA’s action arbitrary and capricious because it failed to follow proper rulemaking procedures?  In particular, did EPA fail to respond meaningfully to several serious objections to the WET methods raised by commenters?

CONSTITUTIONAL PROVISIONS, STATUTES, AND REGULATIONS

The relevant parts of the Constitution, statutes, and regulations appear in the Addendum accompanying this brief.

STATEMENT OF THE CASE

I. Petitioners Challenge EPA’s Approval of Biological Tests for “Toxicity”

This case is about EPA’s approval of “whole effluent toxicity” or “WET” test methods.  WET methods are laboratory tests designed to measure “toxicity” by exposing living organisms to samples of effluents.  Toxicity is not a pollutant; it is a surrogate for the effect of many pollutants.

All laboratory tests have built-in, unavoidable limitations.  WET tests, because they rely on living organisms, are more variable than traditional tests for individual chemicals.  While EPA readily admits that the “accuracy” of WET tests is undeterminable, EPA’s WET tests must be used by states and permittees to assess toxicity.

Of the ten WET test procedures ratified by EPA in the Final Rule, Petitioners challenge the nonlethal endpoints (growth and reproduction) for chronic test methods using the fathead minnow and Ceriodaphnia dubia (water flea) and the test using green algae:  the Fathead Minnow Larval Growth Test Method 1000.0, Fathead Minnow Embryo-larval Teratogenicity Test Method 1001.0, Ceriodaphnia dubia Reproduction Test Method 1002.0, and Green Alga Growth Test Method 1003.0.  See 67 Fed. Reg. 69,972,
 J.A. ___; EPA, Short-term Methods for Estimating the Chronic Toxicity of Effluents and Receiving Waters to Freshwater Organisms (4th ed.) (EPA 821-R-02-013 October 2002) (hereinafter “Chronic Freshwater Manual”), J.A. ___.  Petitioners also challenge EPA’s failure to place proper limitations on all of the methods regarding consideration of dilution and exposure period, essential factors that must be demonstrated for any relationship between the test results and instream effects.

Test accuracy, reliability, and representativeness are vital to permittees because test results, once they are sworn to be “accurate” on a monitoring report, are virtually unassailable in an enforcement action.  See Sierra Club v. Union Oil Co. of California, 813 F.2d 1480, 1492 (9th Cir. 1986), vacated and remanded on other grounds, 485 U.S. 931 (1988), reinstated and amended, 853 F.2d 667 (9th Cir. 1988); Connecticut Fund for the Environment v. Upjohn Co., 660 F. Supp. 1397, 1416-17 (D. Conn. 1987); Natural Resources Defense Council v. Texaco Refining and Marketing, 906 F.2d 934, 936 (3d Cir. 1990); United States v. Aluminum Co. of America, 824 F. Supp. 640, 648-49 (E.D. Tex. 1993).

EPA failed to take essential steps, required of all approved Part 136 methods, to ensure that WET tests can be used for permitting and enforcement.  See 40 C.F.R. § 136.1.  EPA rejected the safeguards, as well as evidence demonstrating the need for them, with no legitimate explanation.

WET tests often show “toxicity” when no toxic chemicals are present.  Unlike all other approved CWA test procedures, a permittee has no means of proving that a WET test result is inaccurate, leaving an irrebuttable presumption of guilt.

EPA expects Petitioners to take comfort that EPA will forgive the expected failures of WET tests on essentially nontoxic effluents by “enforcement discretion.”  This is like a police department telling citizens it will not fine everyone issued tickets for “speeding” based on the department’s defective radar gun.  It is incumbent on a federal agency to promulgate methods that will be used in permitting and enforcement that are accurate, reproducible, and reliable.  Furthermore, even if both state and federal regulators refrain from enforcing when a WET test indicates “toxicity,” the permittee is still subject to citizen suits under 33 U.S.C. § 1365, which in turn subject permittees to civil penalties up to $27,500 per violation.  33 U.S.C. § 1319(d), 40 C.F.R. § 19.4.

The stakes are enormous.  As of the year 2000, some 6500 permits in this country required WET tests.  Comments of the WET Coalition on EPA’s Proposal to Ratify or Withdraw WET Test Methods (“WET Coalition Comments”) 68 (January 11, 2002), J.A. ___.  A WET test can cost $1,000, and a followup study that may be required after a failed WET test costs at least $15-25,000.  Id. 33-34.  Some dischargers have spent over $200,000 trying to identify “phantom” toxicants revealed by a WET test.  Id. 34. 

Moreover, the impact of the Final Rule is immediate.  Permits all over the country already have limits set in toxic units (“TUs”), which can be measured only with EPA-approved test methods in 40 C.F.R. Part 136.  See 40 C.F.R. § 136.1, 122.41(j)(4).  WET methods have immediate impact as soon as EPA approves them.

Thus case is ripe for review because the WET methods impose immediate legal obligations on Petitioners.  Abbott Laboratories v. Gardner, 387 U.S. 136, 152 (1967).  The issues will not likely be reviewable in an enforcement proceeding.  See Chesapeake Bay Fdn. v. Bethlehem Steel Corp., 608 F. Supp. 440, 452-53 (D. Md. 1985).  Since the “error” (variability) at issue here is inherent in the test method, a permittee has no way to prove that an individual measurement is mistaken, particularly as there is no way to test the “accuracy” of a measurement.

In short, this is a quintessential case of an agency set on a course of action that it refuses to change regardless of the facts or the harm to the rights of the regulated community.  EPA approved and then reapproved the WET test methods knowing they are inaccurate, imprecise, uncalibrated, and unrepresentative of real-world “instream” conditions.  EPA has required permittees to use a test of unknown accuracy that cannot be rebutted.  This is arbitrary and capricious and a violation of due process.

Petitioners do not say that EPA should abandon chronic WET tests altogether.  They can be a useful tool for gathering information.  But until the tests are fully validated, they should be approved no more than as a “screening” tool, leading to toxicity identification and reduction programs pursuant to existing EPA regulations.  In addition, EPA must ensure, for all methods (acute and chronic), that dilution and duration of exposure is accounted for in utilizing any of the methods as a means for predicting instream effects.

II. EPA’s Interlaboratory Validation Study Was Inadequate

After Original Petitioners WESTCAS and Edison Electric Institute et al. challenged the 1995 Rule, 60 Fed. Reg. 53,529, EPA agreed to undertake a validation study in accordance with a 1988 Report to Congress (discussed below).  Settlement Agreement ¶¶ 2, 3, J.A. ___.  WESTCAS had already conducted such a study, showing extreme inexplicable variation in toxicity measured in identical samples.  EPA also acknowledged that it had never conducted studies in low-flow streams to show that the chronic endpoints of growth and reproduction predict instream impacts in such streams.  See 67 Fed. Reg. 69,965.  EPA agreed to propose a one percent “false positive” rate for specific tests (consistent with 40 C.F.R. Part 136), Settlement Agreement ¶ 7,  and it committed to cooperate with the Arid West Water Quality Research Project to address issues unique to arid ecosystems.  Id. at 1, J.A. ___.

EPA did conduct an interlaboratory study in 1999 and 2000, but it had little impact on EPA’s decision.  In the Final Rule, EPA withdrew two of the originally proposed methods and ratified the others with changes that were never validated.  EPA refused to set a “detection limit”
 below which test results would be unreliable and performed no studies to correlate WET test results and instream impacts in western waters.  EPA repeated its claims that the WET tests are reliable, easily conducted, appropriate for predicting instream impacts, and sufficient for triggering enforcement action with a single test “failure” showing toxicity.  As in 1995, these claims remain unsupported, requiring this Court to vacate and remand the WET test methods as described in the Relief Requested section of this brief.

STATEMENT OF FACTS

III. The Clean Water Act Requires EPA to Establish Test Methods

The CWA established the NPDES program to regulate the discharge of pollutants through effluent limits in permits.  33 U.S.C. § 1342(a).

NPDES permittees are required to “self-monitor” their discharges.  See 40 C.F.R. § 122.41(j)(4); 33 U.S.C. § 1318(a).  They must report the results in monthly Discharge Monitoring Reports (“DMRs”).  40 C.F.R. § 122.41(l)(4).  EPA and state authorities use DMRs to determine whether the permittee has violated a permit limit and the CWA.  33 U.S.C. § 1318(a).  DMRs must be signed with a sworn certification that the monitoring results are “accurate.”  40 C.F.R. §§ 122.22(b), 122.41(k).

EPA must also prescribe methods for testing wastewater.  33 U.S.C. § 1314(h).  EPA publishes these approved methods as regulations in 40 C.F.R. Part 136.  See 40 C.F.R. §§ 122.41(j)(4), 136.1.

States establish water quality criteria, such as the narrative criterion “waters shall be free from toxic pollutants in toxic amounts.”  See EPA, Method Guidance and Recommendations for Whole Effluent Toxicity (WET) Testing (40 C.F.R. Part 136) 1-2 (EPA 821-B-00-004 July 2000) (hereinafter “Method Guidance”), J.A. ___.  By themselves, such criteria do not tell permittees what limits on their discharges are required.  They must be “translated” into numeric permit limits using WET methods.  See 40 C.F.R. §§ 131.11(a)(2), (b)(2), 122.44(d)(1)(vi).  Once a toxicity limit is in a permit, the WET test is used as a single, pass-fail measure of permit compliance:

Section 309 of the CWA provides that any single violation of an effluent limitation can be subject to an enforcement action, and section 309 applies to whole effluent toxicity limits in the same way as any other effluent limitation.

54 Fed. Reg. 23,868, 23,875 (June 2, 1989), J.A. ___.

IV. EPA Has Established Criteria for Validating Test Methods

The CWA required EPA to submit a report to Congress identifying criteria for validating test methods.  Pub. L. No. 100-4, 101 Stat. 7 (Feb. 4, 1987).  In 1988 EPA submitted the report.  EPA, Availability, Adequacy, and Comparability of Testing Procedures for the Analysis of Pollutants Established Under Section 304(h) of the Federal Water Pollution Control Act (Report to Congress) (EPA/600/9-87/030 September 1988) (hereinafter “Report to Congress”), J.A. ___. The Settlement Agreement provides that “EPA shall evaluate results from the Interlaboratory Variability Studies in accordance with” the criteria in the Report to Congress. Settlement Agreement ¶ 3, J.A. ___.  EPA asserts that it did follow the Report to Congress.  67 Fed. Reg. 69,955, J.A. ___.

EPA’s Report to Congress says that a thorough understanding of a method’s performance characteristics is essential in assessing its adequacy for a given need.  Report to Congress 3-1.  EPA lists nine test characteristics for approving test methods:  detection limit, precision, accuracy, interferences, applicability, dynamic range, analytes, reporting, and analysis time/capacity/cost.
  Id. 3-2 to 3-5, J.A. ___.  EPA developed these characteristics to ensure that data generated by test methods are “of adequate, known quality and legally defensible.”  Id. 4‑14, J.A. ___.  EPA also explains that quality assurance and quality control procedures are essential: 

While a fully validated and standardized method is desirable, it alone is not sufficient for the generation of valid data.  A quality assurance and quality control (QA/QC) program including QA/QC procedures incorporated into methods are [sic] essential to detect and correct problems in the measurement process and to assure that the results generated are of a known and acceptable quality.

Id. 6-1 (emphasis added).  Methods that will be used extensively for regulatory purposes normally require more extensive validation than others.  Id. 3-5.

Chemical test methods and biological test methods (such as WET tests) are subject to similar criteria.  Id. 3-1 to 3-2, 3-10 to 3-12.  In addition, when evaluating biological methods, EPA must account for the natural variability of live organisms and the inherent variability associated with biological test responses and establish methods to ensure organism health.  Id. 3‑11.

In addition to the nine criteria identified in the Report to Congress, EPA has established that for certain uses of a test, additional validation is needed to ensure that the test remains appropriate for the specific circumstances.  Id. 3-6, 3-10.  The purpose of WET tests is to predict the water quality impact of a discharge.  See EPA, Technical Support Document For Water Quality-based Toxics Control 4-11 (EPA 505/2-90-001 March 1991) (“1991 TSD”), J.A. ___.  A critical part of the validation process is a demonstration that the test results have a relationship to instream impacts.  67 Fed. Reg. 69,965-66, J.A. ___.  The test must be correlated to instream impacts to ensure its predictions are valid.  1991 TSD 9, J.A. ___.

Validation studies must have quality assurance and quality control (“QA/QC”) procedures to ensure that data generated by a test are of known and acceptable quality and the test is suitable for its intended purpose.  Report to Congress 6-1, J.A. ___.  An essential part of a QA program is the use of “blind” studies, meaning sending laboratories samples of unknown origin to challenge their ability to perform acceptable analyses.  Id. 6-10; American Public Health Ass’n, et al., Standard Methods for the Examination of Water and Wastewater 1-22 (20th ed. 1998) (hereinafter “Standard Methods”) (validation requires “analysis of independently prepared unknown samples”), J.A. ___; EPA, Study Plan for Determining Interlaboratory Variability of the EPA Short-Term Chronic and Acute Whole Effluent Toxicity Test Methods § 4.4.3 (hereinafter “Study Plan”), J.A. ___.

EPA adopted guidance establishing the need for QA/QC practices in EPA, Guidance for the Data Quality Objectives Process (EPA QA/G-4) (EPA/600/R-96/055 August 2000) (“DQO Process”).   In addition, EPA Order 5360.1A 2 (May 2000), reaffirming Order 5360.1 (April 1984), established EPA’s mandatory Quality System.  Once the intended use of a test is determined, objectives for the quality of the data (“DQO’s”) can be set.  In its report on the WET validation study, EPA identified “necessary” DQOs, particularly the objective that the laboratories in the study should comply with QA/QC procedures.  EPA, Final Report:  Interlaboratory Variability Study of EPA Short-term Chronic and Acute Whole Effluent Toxicity Test Methods (“Validation Study Report”), Vol. 2, Appendix A-6 to A-7 (EPA 821-B-01-005 September 2001); 40 C.F.R. § 130.4(b) (CWA monitoring programs must include QA/QC programs).  As discussed below, EPA set up several requirements for validating test methods that it did not follow for WET tests.

V. Whole Effluent Toxicity Defines and Measures “No Toxicity”

WET tests are unlike other Part 136 test procedures because they measure a characteristic called “toxicity.”  At the same time, they define what “no toxicity” means, namely a measurement of 1.0 TUc.  See 1991 TSD 6, J.A. ___.  Thus, WET tests are both a method of measuring and a water quality standard.  They were developed to fulfill EPA’s wish for a single test capable of predicting whether a mixture of pollutants as a whole poses an environmental threat.  See 1991 TSD xiv, 4, J.A. ___.

A WET test exposes test species (fish, invertebrates, or plants) to various concentrations of a discharger’s effluent.
  See 1991 TSD 4.  Reactions of the organisms to the effluent (“test endpoints”) are measured to analyze the effects of the effluent on the test organism.  For example, the Fathead minnow embryo-larval survival and teratogenicity test counts the number of dead embryos, dead larvae, and deformed larvae at the end of the test, compared to the number of embryos at the start. 

These results are compared to the endpoint of a “control group” of test organisms that have been exposed only to “clean” water.  If there is a statistically significant difference, the results are deemed to show that the effluent is “toxic” at the concentration at which the difference appeared.  The dilution at which no difference from the control occurs defines the level of toxicity.  If the effluent concentration at which “toxic” effects are shown exceeds the effluent concentration allowed of the discharger in his NPDES permit (taking into account the dilution available instream), the toxicity limit for the discharger’s permit is violated.  On intermittent or zero-flow streams where no dilution is available, there must be no toxicity in 100% effluent.
Unlike methods that measure individual chemicals like mercury, “toxicity” is measured by its effects on test organisms:

Toxicity is only defined by its effects on organisms, and it is these effects that are directly measured in the toxicity test.  Because toxicity is inherently defined by the measurement system (a “method-defined analyte”), and toxicity cannot be independently measured apart from a toxicity test, accuracy…is not completely applicable.

67 Fed. Reg. 69,965, J.A. ___.  Because “method-defined” analytes are defined by their test method, “[a]cceptable results can be obtained only by strict adherence to all details” of the method.  Format Guidelines 20, J.A. ___.

Measurements of a method-defined analyte have greater uncertainty than other methods because they depend on many factors and assumptions built into the test method.  For biological methods, factors such as diseases and parasites that weaken the test organisms can cause a water sample to test “toxic” regardless of its quality.  See Standard Methods 8-12 through 8-13, J.A. ___.

Even without these interferences there is considerable variability even when a WET test is used on identical samples.  Individual test organisms differ just as people do, varying in health, lifespan, growth potential, and reproduction ability simply because of their nature as complex living organisms:

A single living organism is far more complex than the most sophisticated analytical instrumentation ever conceived.  Organisms can adapt to their environment, hybridize, mutate, or go dormant during the measurement time period.  

Report to Congress 3-11.  The health of the test organisms at the beginning of the test, the culture water used to raise them, the background quality of the sample water, the sample temperature, and the method of processing the data and evaluating control performance are just some of the factors that can mimic “toxicity.”  To avoid improperly classifying an effluent as toxic, the Report to Congress says that these sources of variability must be accounted for.  Id.
EPA’s essential criterion for method approval is that the data be of “known quality and legally defensible.”  Id. 4-14.  With WET testing there is no way to challenge or confirm the accuracy of the test results because each sample and test is unique.  67 Fed. Reg. 69,965.  Because of the required holding times for test samples, there is no way to re-test the original samples to check whether the effects are really due to toxicity.  Because of the complexity inherent in biological organisms and limitations of WET tests, following the method validation requirements in the Report to Congress and EPA guidance is essential.

VI. EPA’s Validation of the Chronic WET Methods Was Not Consistent with 40 C.F.R. Part 136, the Report to Congress, or the Settlement Agreement

The Settlement Agreement required EPA to conduct an interlaboratory variability study and evaluate the results in accordance with its own Report to Congress.  Settlement Agreement ¶ 3, J.A. ___.  EPA itself acknowledges that several criteria in its Report to Congress and the Part 136 regulations were not met.  EPA argues that they need not be because they are not “applicable” to WET methods.  67 Fed. Reg. 69,964, J.A. ___.  This characterization is at odds with both the Report to Congress and method guidance issued by EPA.  See n.3 supra.
EPA states that accuracy, particularly the “bias” component, cannot be measured for WET tests.  Chronic Freshwater Manual 107, 136, 192, 225 (4th ed.) (EPA-821-R-02-013 October 2002), J.A. ___.  Thus, EPA has attempted to use precision as a substitute for accuracy.  See 60 Fed. Reg. 53,529, 53,535, J.A. ___.  But EPA’s own Report to Congress outlines the steps necessary to demonstrate precision.  Report to Congress 3-2 to 3-3, 3-11, J.A. ___.  Instead of following these steps, however, EPA claims that the methods are sufficiently precise based on a purported comparison of the coefficients of variation of chemical methods and WET methods.  67 Fed. Reg. 69,965, J.A. ___.  EPA also rejected the criteria of detection limit and dynamic range as “inapplicable” to biological methods.  Id. 69,964-65.

EPA claims the other criteria (adequacy, comparability, and interferences) were addressed in the interlaboratory variability study.  Id. 69,965.  However, the interlaboratory study was not performed in accordance with the study plan or applicable DQOs, EPA dismissed peer review comments, and the results of the study were misrepresented.  See Risk Sciences, Comments on Guidelines Establishing Test Procedures for the Analysis of Pollutants (“Risk Sciences Comments”) (January 11, 2002), J.A. ___.  Also, EPA conducted no new studies to show that WET tests predict impacts in western low-flow streams.  67 Fed. Reg. 69,965-66, J.A. ___.

Besides deviating from the criteria identified in its own Report to Congress, EPA then used two new criteria for approving the WET methods:  the need to measure at the EPA-created water quality criterion and the need to have a low probability that a WET test would reduce the chance of identifying toxicity, creating a “false negative.”  67 Fed. Reg. 69,956, J.A.__.  These criteria are unrelated to the basic requirement of method validation that tests produce data of “known quality and legally defensible.”  Report to Congress 4-14, J.A. ___.  EPA added these criteria to avoid setting a detection limit that would restrict the way EPA enforces the test.  EPA also changed numerous method requirements without performing revalidation or demonstrating that the revised method predicts instream impacts.

Therefore, because EPA has not followed its own approval standards as described in the Report to Congress, 40 C.F.R. Part 136, and the Settlement Agreement, Petitioners ask this Court to vacate and remand the WET test methods so that the requirements outlined above may be met.

STANDARD OF REVIEW

VII. Agency Action Must Be Reversed if “Arbitrary and Capricious”

Section 706(2)(A) of the Administrative Procedure Act (“APA”), 5 U.S.C. § 706(2)(A), requires a court to set aside agency action that is “arbitrary, capricious, an abuse of discretion, or otherwise not in accordance with law.”  The court must undertake a “searching and careful” inquiry into the record, deciding whether EPA considered “all relevant factors.”  Citizens to Preserve Overton Park, Inc. v. Volpe, 401 U.S. 402, 415-16 (1971); Motor Vehicle Mfrs. Ass’n v. State Farm Mut. Auto. Ins. Co., 463 U.S. 29, 43 (1983) (a rule is arbitrary and capricious if the agency “has relied on factors which Congress has not intended it to consider, entirely failed to consider an important aspect of the problem, [or has] offered an explanation that runs counter to the evidence before the agency”).

A. Agency Action Is Arbitrary and Capricious if There Is Inadequate Basis in the Record

EPA action is “arbitrary and capricious” if it rests on an inadequate basis in the administrative record.  See Tex Tin Corp. v. EPA, 992 F.2d 353, 355 (D.C. Cir. 1993) (agency action will be reversed if it relies on “conclusory statements” or “unsupported assumptions” in the face of “specific scientific evidence”); NRDC v. EPA, 902 F.2d 962, 968 (D.C. Cir. 1990) (courts must “review the record to ascertain that the agency has made a reasoned decision based on ‘reasonable extrapolations from some reliable evidence’”) (citations omitted).

Moreover, EPA is required to “respond[] in a reasoned manner to significant comments received.”  United States Satellite Broadcasting Co. v. FCC, 740 F.2d 1177, 1188 (D.C. Cir. 1984).  “It most emphatically remains the duty of this court to ensure that an agency engage the arguments raised before it….”  KN Energy, Inc. v. FERC, 968 F.2d 1295, 1303 (D.C. Cir. 1992); see also American Mining Congress v. EPA, 907 F.2d 1179, 1187 (D.C. Cir. 1990); Chemical Mfrs. Ass’n v. EPA, 28 F.3d 1259, 1266 (D.C. Cir. 1994) (EPA may not “disdain[] making any effort” to analyze comments presented to it and continue to hold a “position regardless of any facts to the contrary”); Madison Gas & Elec. Co. v. EPA, 25 F.3d 526, 529 (7th Cir. 1994) (EPA’s response to comments “failed to furnish a reasoned basis for its action”).

B. EPA Must Be Consistent with its Past Decisions

EPA actions are also arbitrary and capricious if they incorporate unexplained deviations from established precedent, since EPA has a particular duty to explain departures from earlier policy decisions.  “Where the rights of individuals are affected, it is incumbent upon agencies to follow their own procedures.”  Morton v. Ruiz, 415 U.S. 199, 235 (1974); see also AFL-CIO v. Brock, 835 F.2d 912, 919 (D.C. Cir. 1987) (“Agencies may not substantially alter regulatory policy without a reasoned explanation.”); MCI Worldcom, Inc. v. General Services Administration, 163 F. Supp.2d 28, 37-38 (D.D.C. 2001).

VIII. Agency Action Must Provide for Public Comment

An agency must provide the public an opportunity to participate in a rulemaking.  5 U.S.C. §§ 553(c). To respond to public comments an agency may include “supplementary data,” but only “so long as no prejudice is shown.”  Solite Corp. v. EPA, 952 F.2d 473, 484 (D.C. Cir. 1991).

IX. Claims that EPA Has Denied Constitutional Protections Are Reviewed De Novo 

As with any strictly legal issue, the courts review de novo challenges claiming that administrative agency actions deprive protected persons of constitutional protections. See, e.g., Crowell v. Benson, 285 U.S. 22, 64-65 (1932).

SUMMARY OF THE ARGUMENT

To be approved under 40 C.F.R. Part 136, EPA’s test methods must be “validated.”  This means that EPA must document that the test produces data “of known quality and legally defensible.”  The nine criteria in EPA’s Report to Congress attempt to achieve this standard.

Despite the terms of a voluntary federal Settlement Agreement, EPA did not follow its Report to Congress criteria.  EPA biased its validation data, disregarded comments of Petitioners and its own peer reviewers, and constructed unsupported explanations of its actions, all in an attempt to ratify WET procedures that are not reliable enough to be used, by themselves, in enforcement and permitting actions to determine CWA compliance.

EPA’s only basis for finding WET variability acceptable is the claim it is no worse than EPA’s chemical-specific procedures, which do incorporate accuracy, detection limits, and calibration procedures.  In addition, EPA arbitrarily sets the chronic endpoints as indicators of toxicity in all waters without data to support that decision.  Finally, EPA’s abbreviated validation of the WET procedures deprived Petitioners of due process under the Fifth Amendment to the Constitution.  The admitted variability of WET methods is so large that there is no way to determine reliably whether a permit toxicity limit is exceeded, and permittees will routinely be subject to arbitrary enforcement.  Furthermore, the WET methods set up an irrebuttable presumption of accuracy that cannot be justified by the rulemaking record.  EPA’s regulations require permittees to swear that WET test results are accurate, while EPA says their accuracy cannot be determined.  Accordingly, EPA’s promulgation of the WET methods deprives the nongovernmental Petitioners of due process.

In any other context, such as ordinary criminal law, tests the government uses to determine compliance with law must be robust, sound, reproducible, and reliable.  Environmental enforcement is no exception.  Yet EPA has required permittees to use a test of unknown accuracy that there is no way to rebut.  This is arbitrary and capricious and a violation of due process.

ARGUMENT

X. EPA Listed the Criteria for Approving Test Methods in its 1988 Report to Congress but Failed to Use Them for the Wet Test Methods

EPA’s failure to follow identified criteria for approving test methods is reviewed under the arbitrary and capricious standard.  5 U.S.C. § 706(2)(A).

EPA’s Report to Congress explains that the purpose of validating a test method is to ensure that the method can produce legally defensible results of known quality.  Report to Congress 3-1, 4-14, J.A. ___.  Establishing a detection limit and an expected error band around the levels to be measured, is necessary because a violation of quantitative standards cannot be found “where the measured departure from the[] [standards] is within the boundaries of probable measurement error.”  Amoco Oil Co. v. EPA, 501 F.2d 722, 743 (D.C. Cir. 1974), see also International Fabricare Inst. v. EPA, 972 F.2d 384, 398 (D.C. Cir. 1992) (recognizing that some methods are too unreliable for regular enforcement use).

Of the nine criteria in the Report to Congress, six are critical:

1.
Detection limits (“A method should contain an experimentally determined, clearly identified and defined detection limit for each analyte and matrix for which the method is applicable.”  Report to Congress 3-2, J.A. __.)

2.
Precision (the ability to repeatedly obtain the same result in consecutive tests.  Id.)

3.
Accuracy (“a measure of the closeness of an individual measurement to the true concentration.  It includes both precision and bias.”  Id. 3-3.)

4.
Interferences (“Interferences that are not accounted for can cause analytical results to be biased ….  This problem often limits the usefulness of methods since the response from the interfering substances may overwhelm [the true response].”  Id.)

5.
Applicability (Ruggedness) (“practical for routine use.”  Id. 3-4.)

6.
Dynamic Range (the range of concentrations over which the method may properly be used to test for the analyte.  It is limited at the lower end by the detection limit.  Id.)

EPA’s Report to Congress also notes that biological methods pose additional challenges not found with chemical methods.
  Additional measures are needed to account for the fact that test organisms are inherently more variable than the instruments used for chemical tests.  Id. 3-11.  For biological methods, “precision statements, detection limits, dynamic range, and inherent biological variability are intricately related,” making them if anything all the more important for EPA’s purpose.  Id. 3-11.

In the Settlement Agreement ¶ 3 (J.A. ___) EPA agreed to evaluate the interlaboratory validation study in accordance with criteria in its Report to Congress.  Nevertheless, EPA arbitrarily ignored three of its six characteristics (accuracy, detection limit, and dynamic range) and deviated substantially from the remaining three.   67 Fed. Reg. 69,964-65, J.A. ___.

To abandon three criteria of acceptability surely requires compensating safeguards to ensure legally defensible results.  Yet EPA offers none.  EPA simply applied a lower standard to WET methods, leaving NPDES permittees exposed to inevitable charges of noncompliance based on misleading WET test results.

A. Abandoning “Accuracy” Is Arbitrary and Capricious

The most basic requirement for any test method is “accuracy.”  Accuracy is a measure of the “closeness of an individual measurement to the true concentration.  It includes both precision and bias.”  Report to Congress 3‑3, J.A. ___.  Precision describes the repeatability of a measurement.  Bias describes the closeness of the measurement to the “true” value.

For WET tests EPA claims that accuracy cannot be evaluated.  67 Fed. Reg. 69,965, J.A. ___.  When EPA has been unable to evaluate accuracy for test methods for other parameters, such as total suspended solids and biological oxygen demands, it has incorporated method limitations, detection limits, and duplicate analysis or reference testing to compensate.  See EPA, NPDES Permit Writer’s Guide to Data Quality Objectives 1-7 (November 1990) (hereinafter “Permit Writer’s DQO Guide”), J.A. ___; TSS Method 160.2, J.A. ___.  No such protection has been provided for WET, even though the WET test suffers from the additional variability inherent in testing living organisms.
Without accuracy, permittees will be penalized for “violations” that are apparent but not real.  Since EPA says that bias and thus accuracy cannot be determined, the permittee has no way to know if a test result is a reliable indicator of true effluent quality.  67 Fed. Reg. 69,965, J.A. ___.

1. EPA’s Regulations Require “Accuracy”

EPA’s abandoning accuracy for WET methods is glaringly inconsistent with its own regulations.  EPA requires NPDES permittees to certify the “accuracy” of self-reported test results, 40 C.F.R. § 122.22(d), yet insists the accuracy of WET methods cannot be tested.
  The government cannot lawfully require a person to swear to something he cannot know to be true.  See Systech Environmental Corp. v. EPA, 55 F.3d 1466, 1470-71 (9th Cir. 1995).

Recognizing this problem, EPA tried to solve it with “guidance.”  See Sutfin, Charles S. et al., U.S. EPA Office of Water, Memorandum to EPA Regional Water Management and Enforcement Division Directors, Certification of “Accuracy” of Information Submissions of Test Results Measuring Whole Effluent Toxicity (March 3, 2000), J.A. ___.  Certifying the accuracy of WET tests, this guidance says, means only that the test was performed according to procedure and the results accurately recorded.  Id. 2.  But EPA cannot change a regulatory requirement by mere “guidance.”  Appalachian Power Co. v. EPA, 208 F.3d 1015, 1028 (D.C. Cir. 2000).

2. Abandoning Accuracy Is Contrary to the Law of Scientific Evidence

“In a case involving scientific evidence, evidentiary reliability will be based upon scientific validity.”  Daubert v. Merrell Dow Pharm., Inc., 509 U.S. 579, 590 n.9 (1993) (emphasis in original).  In order for a court to admit scientific evidence, such as WET test results, the evidence must be demonstrated, not presumed, to be scientifically valid.  Id.  Daubert applies to detection and quantitation issues.

Even in a garden-variety traffic case, the rules of evidence require that radar speed detectors and sobriety tests be calibrated against a standard, and the defendant may challenge the government’s evidence.  “Whether the instrument itself is accurate and is accurately operated must necessarily be demonstrated to the satisfaction of the trier in order to render the evidence produced by it admissible.” Connecticut v. Tomanelli, 216 A.2d 625, 629 (Conn. 1966).  See generally T. Goger, Proof, by Radar or Other Mechanical or Electronic Devices, of Violation of Speed Regulations, 47 A.L.R.3d 822 (1973); State v. Gerdes, 191 N.W.2d 428, 431-32 (Minn. 1971) (where only means of testing accuracy of radar device was internal mechanism that was integral part of unit, speeding conviction could not be sustained).

Consistent with Daubert, Petitioners insisted that EPA ask its peer reviewers whether WET tests should be used for enforcement like other analytical methods.  Of the three peer reviewers, Reviewer X said that the WET tests are not reliable enough:

[T]he actual level of false positives in “real life” as defined by this study can be expected to be higher….

. . . .

… These tests are applied, too often, as decisive when … they are far from such.

Peer reviewer X also said “[t]his level of variability is incredible to say the least.”  EPA, Summary Report:  Peer Review of “Preliminary Report:  Interlaboratory Variability Study of EPA Short-Term Chronic and Acute Toxic Methods” (“Peer Review Report”) 42 (March 2001), J.A. ___.  He was referring to a split sample (that is, two halves of the same sample) tested by a referee lab for which the IC25 results for two measurements were 9.02% (11 TUc) and 64.54% (1.5 TUc).  Reviewer Z observed that some of the methods should not be used “in the regulatory context”:

[T]he results seem to show that some of these tests should not be used in the regulatory context because the successful completion rate is too low and the CV values are too high.

Id. 19.  EPA rejected these comments and claimed WET tests are “appropriate” for NPDES purposes, including enforcement.
EPA has admitted that “[e]nforcement actions initiated by reported self-monitoring data are legally and technically equitable only if the data generated within the NPDES system are of known quality and are intercomparable.”  Report to Congress 6-3.  Without demonstrating accuracy, EPA cannot ensure the scientific validity of any WET test results, which would not be admissible under the Federal Rules of Evidence.  Requiring people to use test methods that presume but do not document test reliability is arbitrary and capricious and beyond EPA’s statutory authority.

3. WET Tests Unlawfully Establish an Irrebuttable Presumption of Test Accuracy

EPA’s approval of the WET methods deprives permittees of due process, and therefore is subject to de novo review.  See, e.g., Crowell, 285 U.S. at 64-65.

EPA’s proposed WET methodology establishes an irrebuttable presumption of accuracy for WET tests.  Because (1) there is no calibration of the WET methods to ensure the test organisms are reacting as expected, (2) retesting an original sample of effluent is not possible because of maximum holding times,
 and (3) there is no objective means to tell whether a particular test result was caused by inherent test variability or by the quality of the effluent, there is no way to challenge test accuracy.
  And the permittee cannot choose a different test method because he is required to use Part 136 methods when available.  40 C.F.R. 136.1.
Under the Federal Rules of Evidence, a party is allowed to demonstrate that evidence is flawed and does not prove a violation of law.  Fed. R. Evid. 301.
  Due process requires that defendants have an opportunity to defend themselves.  Const. Amend. V and XIV.  Therefore EPA’s approval of WET methods as the required and exclusive means of detecting violations of NPDES permit requirements must be vacated because it creates an irrebuttable presumption of guilt, contrary to the Constitution, and because it is arbitrary and capricious in light of EPA’s admission that the test has no such level of absolute reliability.
  Vlandis v. Kline, 412 U.S. 441, 446 (1973) (a permanent irrebuttable presumption violates the Due Process Clause).

EPA has required permittees to use a test of unknown accuracy that there is no way to rebut.  This is arbitrary and capricious and a violation of due process.

4. EPA Arbitrarily Failed to Establish Detection Limits

Another aspect of “accuracy” is sensitivity, meaning how low a method can reliably measure.  As an analytical method measures smaller and smaller amounts of an analyte (toxicity in this case), its reliability becomes less, its variability wider:

Analytical precision varies over the range of a procedure and is worst near the detection limit.

Permit Writer’s DQO Guide 1-6, J.A. ___; see also Memorandum from Marion Kelly, EPA Engineering and Analysis Division, to File 3 (October 16, 2002) (“Comparison Memo”), J.A. ___.  EPA’s guidelines call for a “detection limit” (DL) as part of the DQO process.  DQO Process 5-4, J.A. ___ (“determine the detection limit for each potential measurement method”).
  The DQO Process also requires the selection of “the measurement and analysis methods capable of performing over the expected rate of values….”  Id. 5-2, J.A. ___.  Except for WET methods, EPA’s recent Part 136 methods include a DL, and laboratories must show that they can achieve it before they can use the method for regulatory purposes.  The “dynamic range” “is limited at the lower level by the detection limit.”  Report to Congress 3-4.

For WET methods, however, EPA did not establish a DL or consider dynamic range.  EPA’s justification is that DLs and dynamic ranges apply only to “instruments,” not test organisms.  67 Fed. Reg. 69,964, J.A. ___.  This is a false distinction.  Because test organisms are naturally more variable than glass-and-metal instruments, the need for DLs is at least as great.  EPA’s Report to Congress states that this variability must be accounted for, because “[p]recision statements, detection limits, dynamic range, and inherent biological variability are intricately related.”  Report to Congress 3-11, J.A. ___.  Thus, EPA has to account for these characteristics, not ignore them.

a. EPA Arbitrarily Rejected Methods for Establishing Detection Limits

Detection limits ensure test accuracy by specifying the threshold below which a test method cannot distinguish whether a substance is present or absent.
  40 C.F.R. § 136.2(f).  For WET, it is the threshold between natural variability and effects caused by toxicity.  Results less than the DL are considered to be within the test “noise.”  See 67 Fed. Reg. 69,968, J.A. ___.
If EPA is correct that the variability of WET tests is similar to the variability of chemical analyses, then the risk of decision error is also likely to be similar.  WET Coalition Comments 49-50, J.A. ___.  To be “comparable” (Report to Congress 6-3, J.A. ___), EPA must provide for WET tests the same level of protection against decision errors that DLs provide for chemical methods.

Because the performance (median weight or reproduction) of test organisms varies by plus-or-minus 100% of the median, as EPA’s data indicate, it is important to know when an observed difference is greater than is expected to occur naturally.  WET Coalition Comments 49, J.A. ___.  Absent a DL, small changes in survival, growth, or reproduction may be mistaken for toxicity.  By failing to use DLs for WET methods, EPA has discarded the principal method required under Part 136 and the Report to Congress for ensuring the accuracy of test results.  

EPA’s insistence that WET methods provide “adequate protection from false positives” (67 Fed. Reg. 69,963, J.A. ___) is refuted by the record.  EPA estimates that the false positive error rate is no more than 5%.  67 Fed. Reg. 69,698, J.A. ___.  But there is an abundance of evidence that the false positive rate is actually higher.  Regardless of the exact number, all the studies on this issue show that false positives occur far more frequently at the DL required of permittees (1 TUc
 or zero toxicity at 100% dilution) than allowed by the definition of DL in 40 C.F.R. Part 136.

If the chronic WET test DL was raised to reflect the generally expected range of “toxic” responses that biological organisms may have to a nontoxic sample (for example, 2.5 TUc for Ceriodaphnia, 16 TUc for the alga Selenastrum), the error rate would be 1% or less, equivalent to EPA’s DL requirement.  There is no technical reason EPA could not have adopted such an DL.  EPA’s failure to provide at least 99% certainty that false positive results will not be reported is contrary to 40 C.F.R. Part 136.

Petitioners proposed three ways to determine a “detection limit” for biological methods.  See Risk Sciences, Developing A Detection Level for Whole Effluent Toxicity (WET) Testing (2001), J.A. ___.  EPA ignored them all in favor of the empty distinction that there is no “instrument.”
  See Response to Comments 293, J.A. ___; Report to Congress 3-11, J.A. ___.

b. EPA’s Own Data Show that Detection Limits Are Needed

EPA’s interlaboratory validation study shows that natural variability of WET tests is very high, especially for sublethal effects like Ceriodaphnia reproduction and fathead minnow and algal growth.  For example, Ceriodaphnia reproduction averages about 23 offspring a week but varies from 49 to zero per week.  WET Coalition Comments 48, J.A. ___.  If the normal range of the test organism, even without toxicity, includes “zero” offspring, it is hard to tell whether lowered reproduction is due to pollutants or natural causes.  Other species and biological endpoints have similar natural variability and the same need to determine a detection limit.  WET Coalition Comments 48-49, J.A. ___.

WET tests routinely have an error band of plus-or-minus 100% of the median.
  WET Variability Guidance 3-6, J.A. ___.  That is, if the true toxicity of a sample is 4 TUc, (25% dilution) results can be expected to vary between 2 and 8 TUc (50% and 12.5% dilution).  EPA admits that the expected variability based on data from 75 labs for 23 WET methods over a 12-year period is worse than reported in its interlaboratory study.

For chronic toxicity tests, most laboratories report the NOEC to within two to three concentration intervals, and half the laboratories report most NOECs within one to two concentration intervals for reference toxicants….This outcome agrees with EPA’s expected performance of these methods.

Id.  This is an expected variation of 200-300 percent.  Such “expected” results for identical samples would range from nontoxic to highly toxic (1 TUc to over 20 TUc).

Despite this information, EPA arbitrarily refused to establish a DL to account for false readings associated with test noise or the error band commonly associated with tests for toxic samples.

(1) Blanks Confirm Test Noise

In its validation study, EPA conducted a “blank” study to determine the false positive rate of the WET tests.  It shows test results up to 27.6 TUc for Ceriodaphnia reproduction, 16 TUc for algal cell density, and 2 TUc for fathead minnow growth when no toxicity should have been present and the result should have been 1.0 TUc.  It is well documented that test results for nontoxic samples are as high as 2.5 TUc (40% dilution) for Ceriodaphnia and 16 TUc for algae instead of 1.0 TUc because of test noise.

(2) Reference Toxicants Also Show Excessive Variability

EPA conducted reference toxicant testing using a “marginally toxic sample.”
  67 Fed. Reg. 69,966, J.A. ___.  As shown below, both the IC25 and NOEC endpoints are extremely variable.  (EPA’s sample was supposed to have a 2 TUc impact, but due to excessive sample dilution it was essentially nontoxic).  The following table shows the results, ranging from 1.0 to 20.5 TUc:

IC25 results for Ceriodaphnia dubia reproduction test using reference toxicants

	Test No.
	IC25 (%)

reported by lab
	NOEC (%)

reported by lab
	TUc
based on IC25
	TUc
based on NOEC

	1
	4.9
	12.5
	20.5
	8.0

	2
	6.14
	6.25
	16.3
	16.0

	3
	29.5
	25.0
	3.4
	4.0

	4
	31.9
	12.5
	3.2
	8.0

	5
	43.5
	50.0
	2.3
	2.0

	6
	81.2
	50.0
	1.2
	2.0

	7
	83.3
	100
	1.2
	1.0

	8
	86.8
	100
	1.2
	1.0

	9
	87.1
	100
	1.2
	1.0

	10
	90.8
	100
	1.1
	1.0

	11
	91.4
	50.0
	1.1
	2.0

	12
	93.6
	50.0
	1.1
	2.0

	13
	100
	6.25
	1.0
	16.0

	14
	100
	50.0
	1.0
	2.0

	15-38
	100
	100
	1.0
	1.0

	34-49
	Invalid
	Invalid
	Invalid
	Invalid


All these numbers are from the Interlaboratory Validation Study.

Several labs reported over 16 TUc, while approximately 65% reported the sample as nontoxic.  In several cases the IC25 and NOEC endpoints gave conflicting results.  Moreover, about 13% of the labs reported 4 TUc or higher.  The CVs associated with these data are 0.9 and 0.17, dramatically higher than EPA reported for Ceriodaphnia.

These results show that EPA’s claim that WET tests exhibit “high degrees of precision” (67 Fed. Reg. 69,964, J.A. ___) is erroneous.  The results of essentially identical samples varied from nontoxic to extremely toxic and confirmed a peer reviewer’s observation that variability was “incredible to say the least” (Peer Review Report 42, J.A. ___).  They are consistent with EPA’s acknowledgement that a 200-300% variation in test results for identical samples is expected, itself a startling admission for tests that are to be used for regulatory decisions.  WET Variability Guidance 3-6, J.A. ___.

In addition, EPA’s reported coefficient of variation (“CV”) (a mathematical expression of precision) for Ceriodaphnia was 0.35.  67 Fed. Reg. 69,955 Table 1, J.A. ___.  This means the error band is 60‑90% at the 1 TUc level and that a nontoxic sample at 100% effluent could provide a reading of up to 2.5 TUc (observed effects up to 40% dilution).  We would not tolerate elevators that stopped at the right floor only between 10 and 40 percent of the time.  In an enforcement environment, this enormous range is even more inconceivable, as are EPA’s claims that the test “demonstrates high degrees of precision” and does not require a DL.  67 Fed. Reg. 69,964, J.A.___.  Dischargers on low flow streams will periodically violate their permits simply because of the inherent uncertainty in the test results, not because of toxicity in their effluents.

c. The Legal Consequences of Variability Are Severe

Over the standard five-year term of an NPDES permit, permittees on low-flow streams with an effluent limit of 1 TUc will violate that limit repeatedly simply because of the “noise” of the WET test.
  If the WET test is done monthly, as many permits require, EPA’s 5% (1 in 20) false positive error rate means about three violations per permit term.  This makes the permittee not just a violator, but a repeat violator.  

d. The WET Methods Ignore Accepted Error Bands

The possibility of statistical measurement error “deprives the agency of the power to find a violation of the standards, in enforcement proceedings, where the measured departure from them is within the boundaries of the probable measurement error.”  Amoco Oil Co., 501 F.2d at 743 (emphasis in original).  And “if the test methods…raise a greater potential for error than is practical or necessary, a reviewing court may order revisions.”  Id.

Test results between 1.0 and 2.5 TUc for nontoxic samples and plus-or-minus 100% of the reported result are within the documented “measurement error” of the test (actually 200-300% variation is expected by EPA).  EPA should have acknowledged the error band by allowing a reading of “no toxicity in 25% effluent” (4 TUc), for example, to be reported as “no toxicity in 12.5% - 50% effluent” (2-8 TUc).  If the permit limit were more restrictive than the reported range (say, 1 TUc in this example), then a permit violation would be established.  If the permit limit were within the range or above it (say, 6 or 9 TUc, corresponding to 16% or 11% effluent), there would be no violation.

As adopted, the WET methods produce data that will regularly fall within the range of expected measurement error when determining permit compliance.  As a result, this Court should find that EPA’s approval of the WET tests is arbitrary and capricious and vacate the tests until EPA makes appropriate revisions.  No chronic test result less than 2.5 TUc should be considered reliable, and EPA should be required to account for the expected 100% variation.

By failing to calculate detection limits or their equivalents, EPA has failed to satisfy the criteria set forth in its Report to Congress and its own regulations, contrary to Morton v. Ruiz, 415 U.S. at 235.

B. EPA Did Not Demonstrate Acceptable Precision

One of EPA’s six critical characteristics in the Report to Congress is “precision.”  EPA says it has validated the WET test methods well enough (there being no such thing as accuracy, dynamic range, or detection limits), because it has measured precision.  67 Fed. Reg. 69,965.  The only basis for claiming acceptable precision is the claim that the test is no more variable than chemical-specific methods, as measured by coefficients of variation (“CVs”).

1. Precision Does Not Demonstrate Test Reliability or Accuracy

EPA’s claim that precision alone proves test reliability is incorrect.  As EPA acknowledges, precision is merely “the agreement among a group of experimental results, and implies nothing about their relationship to the true value.”  Permit Writer’s DQO Guide 1-6, J.A. ___.  Precision measures how close together repeated measurements of the same quantity are clustered.  A method that measures the same sample five times and gets readings of 1.0, 1.0, 1.0, 1.0, and 1.0 is very precise, but if the true value is 5.0, it is biased and not accurate.  EPA admitted it did not assess WET test bias.  Furthermore, an EPA peer reviewer questioned EPA’s focus on CVs and said that quoting the percentage of values within one concentration of the median was “misleading and not useful.”  Peer Review Report 16, J.A. ___.  Consequently, EPA’s use of CVs does not provide substantial evidence of test accuracy.
  Industrial Union Dep’t, AFL-CIO v. American Petroleum Inst., 448 U.S. 607, 653 (1980).

2. EPA Failed To Meet the Precision Requirements Specified in its Report to Congress

EPA’s Report to Congress clearly requires more than a mere comparison of method variability to support the contention that biological methods meet the “precision” standard.  EPA establishes a series of requirements for demonstrating test precision in the subsection entitled “Precision” in “Criteria for Determining Adequacy of Biological Methods”:


The precision of toxicity measurements is similar to that of finely tuned instruments operating at detection limits.  The users of biological methods must account for the inherent variability in response.  Typically for toxicity test methods, this means using replicate exposures at each concentration and running parallel tests with each sample or batch of test organisms using a standardized toxicant so that the ‘health’ or sensitivity of the test organisms can be independently measured.  It also means that the natural variability in sensitivity will have to be accounted for.  More importantly, this variability must also be accounted for when permit limits, criteria, or standards are set.


…As with chemical methods, variability is an essential criterion for assessing the adequacy of a test method.… 


Precision statements, detection limits, dynamic range, and the inherent biological variability are intricately related.  

Report to Congress 3-11 (emphases added).

According to this subsection, demonstrating precision for biological tests requires at least four separate elements:

1.
Accounting for inherent test variability (i.e., noise and error band);

2.
Running parallel tests with reference toxicants to ensure an independent confirmation of the organism health (i.e., the machine is operating as expected);

3.
Accounting for the natural variability associated with the endpoint used (i.e., the level of natural variability in growth or reproduction must be considered in a determination that toxicity is demonstrated); and

4.
Ensuring that the permit and standards program accounts for these factors.

Id.

EPA’s analysis of “precision” for WET tests, which at best compared only CVs, meets none of these objectives.  It is therefore arbitrary and capricious.  Motor Vehicle Mfrs. Assoc., 463 U.S. at 42-43.  Moreover, as discussed below, EPA’s refusal to use reference toxicant testing as a requirement for ensuring biological precision was patently unlawful.

3. EPA’s Sole Basis for Finding Acceptable Test Variability Lacks Evidentiary Support

EPA’s primary basis for asserting the test methods produce data “of known quality and legally defensible” is its claims that WET procedures are no more variable than chemical-specific procedures
 and that analytical variability is accounted for in developing permit limits.  Response to Comments C.4.a. (p. 264).  Neither assertion is supported by “substantial evidence.”

a. EPA’s Variability Comparison Is Not Persuasive

Although EPA has used the argument that WET tests are “no more variable than chemical analytical methods” for some time (60 Fed. Reg. 53,535), the record includes only one comprehensive attempt to compare chemical-specific and WET variability, EPA’s Comparison Memo.  The Comparison Memo is the only quantitative evaluation of EPA’s central claim and EPA relies on it in the Response to Comments.  Response to Comments C.4.c (p. 270).

The Comparison Memo uses WET CVs developed in EPA’s Variability Study.  Beyond EPA’s selective management of Variability Study data and EPA’s admission that true accuracy of WET procedures cannot be determined, supra, the Comparison Memo if properly developed would have supported the opposite of EPA’s claim that WET variability is no worse than chemical-specific variability.

For at least four reasons, EPA’s claimed CVs for chemical-specific procedures do not represent the precision of current relevant methods:  (1) EPA used old chemical-specific data not relevant to the NPDES program today;
 (2) more modern chemical-specific procedures demonstrate better variability;
 (3) EPA used multiple methods for a common analyte (the chemical measured) to obscure the real variability;
 and (4) CVs, which vary with analyte concentration, are not at the detection level WET methods use.
  EPA has staged a comparison of WET and chemical-specific CVs, with the latter chosen to support EPA’s preordained result.  For all these reasons the Comparison Memo was poorly done and is far from persuasive.  

b. EPA’s Claim that WET Variability is Accounted for in the Development of Permit Limits Is Without Merit

In response to numerous comments that WET procedure variability is excessive for use in NPDES permits, EPA claims that variability is “accounted for appropriately in the development of permit limits derived according to the [1991 TSD].”  Response to Comments § C.4.a. at 264, J.A. ___.  First, the accuracy of analytical procedures should stand on its own, without reference to compensatory statistical procedures in derivation of permit limits.  None of EPA’s chemical-specific procedures relies on such implementation procedures to achieve acceptable accuracy and, as previously discussed, DMRs may not be challenged based upon this information.

Second, the variability that the 1991 TSD addresses in the development of permit limits is effluent variability
 – temporal differences in effluent quality, rather than analytical variability.  Those procedures are identical for WET and chemical-specific limits. 
  EPA does not explicitly consider analytical variability in setting permit limits.  1991 TSD Responsiveness Summary 20, J.A. ___.  EPA’s attempted reliance on the 1991 TSD implementation procedures is erroneous and does not save its flawed WET procedures.

4. EPA Has Deprived Permittees of a Way to Calibrate WET Tests

Measurement devices that produce evidence must be demonstrated to be “calibrated.”  EPA recognizes that calibration is essential to establish the accuracy of Part 136 test methods, including biological ones such as WET tests.  “The health of test organisms … cannot be ‘calibrated’ before the experiment in the same way as analytical instrumentation …  For these reasons, the biological procedure must include biological standards (e.g., standard reference toxicants) in order to ensure data integrity.”  Report to Congress 3-11 (emphasis added).  If the reference toxicant testing shows that the “instrument” (i.e., the WET test organism) is not operating as expected, the results are discarded and the sample rerun with a calibrated “instrument.”  D. Grothe et al. (eds.), Whole Effluent Toxicity Testing:  An Evaluation of Methods and Prediction of Receiving System Impacts (“SETAC Report”) 32 (1996), J.A. ___.

Despite the admitted importance of reference toxicant tests, EPA refused to make them a mandatory basis for discarding data.  As EPA says, “[f]ailure of reference toxicant tests do [sic] not necessarily invalidate a [WET] test…EPA has clarified that reference toxicant test results should not be used as a de facto criterion for rejection of individual effluent or receiving water tests ….”  67 Fed. Reg. 69,966.

Thus EPA has provided no objective means for ensuring individual WET test precision.
  By failing to require standard reference toxicant testing for WET methods as EPA has done for other methods, EPA cannot ensure the scientific validity or accuracy of any specific WET test results, leading to arbitrary enforcement.
  As such results would be inadmissible under to the Federal Rules of Evidence and Supreme Court precedent, EPA may not dictate accuracy by federal regulation.
There can be no rational basis why a regulatory agency would recommend accepting tests from a flawed “test instrument,” whether the instrument is glass-and-metal or biological.  EPA has offered no explanation, let alone a “reasoned basis” or “satisfactory explanation” for accepting tests for which reference toxicant testing has been rendered meaningless, unlike other methods.  Motor Vehicle Mfr. Assoc., 463 U.S. at 42-43.

By failing to invalidate WET test results that reference toxicant testing demonstrates were not properly “calibrated” and therefore not accurate, EPA has promulgated plainly inaccurate WET tests to be used in civil and criminal compliance determinations.  This is arbitrary and capricious.  See U.S. v. Independent Stave Co., 406 F. Supp. 886, 887-89 (W.D. Mo. 1975) (issuance of a notice of violation based on “completely erroneous” data was invalid, and defendants could challenge its validity).

C. EPA Did Not Adequately Address the Remaining Criteria in the Report to Congress

EPA also failed adequately to address the remaining characteristic identified in its Report to Congress as essential for test validity, namely “interferences.”  Identifying and addressing potential interferences is a central component of any method approval.  Ordinarily, when a test procedure is known to be subject to interference, EPA adopts limitations on applying it:  “each [Part 136] test method should contain a discussion of known interferences and provide procedures for handling each.”  Report to Congress 3-4, J.A. ___; see also Format Guidelines 15, J.A. ___.

Natural characteristics of some waters affect WET test organisms just as toxicity does, and the WET tests measure these natural characteristics as “toxicity.”  These include water hardness, total dissolved solids, conductivity, pH, and ionic imbalance, characteristics that are prevalent in waters throughout the western United States.  WET Coalition Comments 51-54, J.A. ___; WET Method Guidance 6-5 (ionic imbalance occurs in arid areas), J.A. ___.  Since waters throughout the West exhibit these confounding characteristics, applying WET tests to them is plainly biased and causes false positive results.  The SETAC Report acknowledged these concerns and said that the “protocols should be carefully evaluated [so that] interferences are eliminated.”  SETAC Report 32, J.A. ___.

Contrary to its guidelines, EPA failed to analyze the size of the interferences for specific test methods and failed to limit use of the methods so as to avoid such interference.
  Failing to adjust the methods for interferences in this manner is reversible error.  An agency must examine relevant data and explain its action, drawing a “rational connection between the facts found and the choice made.”  Motor Vehicle Mfrs. Assoc., 463 U.S. at 43 (citations omitted).  EPA has offered no explanation, let alone a “reasoned basis” or “satisfactory explanation,” for failing to properly consider known interferences with WET test organism performance or for failing to limit the use of the WET tests in the arid West.  Id. 43.  This failure renders the use of WET tests for such waters “arbitrary and capricious.”  Id.
XI. EPA Improperly Considered Factors Unrelated to Test Performance and Reliability 

EPA’s consideration of factors unrelated to test performance and reliability is reviewed under the arbitrary and capricious standard.  5 U.S.C. § 706(2)(A).

To overcome the objections to the high variability of WET tests described above, EPA added two more factors that it claims justify accepting unreliable test methods, setting no detection level, and allowing no way to rebut WET test results.  The first factor is the instream water quality criterion of zero toxicity (1 TUc).  EPA approved the chronic WET methods based on the objective of protecting instream water quality, regardless of the performance characteristics of the WET tests themselves. 

The second new factor is EPA’s desire to reduce the odds of missing toxicity, that is, of having a WET test show no toxicity for a water sample that really is toxic.  This type of mistake is called a “false negative.”  If a regulator wants to err in the direction of finding more rather than fewer violations, at the cost of finding more apparent violations that are not violations in fact, he adjusts the “nominal error rate” upwards.  That is what EPA did, using a 5% error rate instead of 1% in the definition of MDL in 40 C.F.R. Part 136 Appendix B.  

Neither of these two factors has anything to do with ensuring data “of known quality and legally defensible.”  Report to Congress 4-14.  Nor do they appear in EPA’s Report to Congress.

A. To Approve the WET Methods EPA Used the Instream Water Quality Criterion

One TUc (zero toxicity) is the lowest toxicity that can be conceived, given a particular WET test, let alone measured.  EPA refused to set a higher “detection limit” and expects permittees and government enforcers to measure down to 1.0 TUc with the WET methods.

Unlike every other analytical method that EPA has ratified, this “detection limit” of zero toxicity (1.0 TUc) is not based on the performance of the analytical method itself.  For all analytical methods except WET methods, EPA attempts to find a concentration level above which it is 99% sure the analyte, if measured, is really present.  See 40 C.F.R. Part 136 App. B.

For WET chronic tests, on the other hand, the 1.0 TUc detection limit is based on the level EPA needs to measure.  The 1.0 TUc criterion is applied “to prevent any chronic toxicity in the receiving water outside the mixing zone.”  1991 TSD 35.  EPA simply decrees that WET tests can measure this low.

This is inconsistent with EPA’s past practice.  When the original method for measuring mercury was approved, for example, it could not measure down to the then-current water quality criterion of 12 parts per trillion.  The method’s detection limit was based on the performance of the method, not on the levels that need to be measured to be protective.  To address this, EPA developed a new mercury method that measures lower concentrations.  64 Fed. Reg. 30,417.

In short, for all methods except WET tests, EPA determines how low the method can detect by measuring how the method performs in practice.  For WET tests, EPA simply assumes the method can measure down to 1.0 TUc (effectively “zero” toxicity) because that is the level that needs to be measured.

B. EPA Also Approved the WET Methods Based on a Target Rate of False Negatives

EPA originally recommended a nominal error rate of 5% for the WET methods.  67 Fed. Reg. 69,956, J.A. ___.  By the Settlement Agreement, EPA agreed to propose reducing this to 1%, consistent with the 1% in the definition of MDL.
  In the final rule, however, EPA refused to adopt the proposed 1% error rate because it would “reduce confidence in results that do not identify toxicity.”  67 Fed. Reg. 69,956, J.A. ___.  This consideration is irrelevant to the detection limit determination process.  No other analytical method, so far as we know, has been approved using this rationale.

What we have, then, is a detection limit for chemical methods that is designed to give false positives only 1% of the time and a policy to enforce, with chemical methods, only down to the higher “quantitation” level (ML), where the rate of false positives should be even lower.  In contrast, what EPA has decreed for WET tests is a detection limit of zero and a test designed to be wrong 5% of the time in order to avoid false negatives.  This apparent scheme of approving WET methods is inconsistent with EPA’s established procedures and the basic purpose of method validation.  EPA’s new decision factors are therefore arbitrary and capricious.

XII. EPA Failed to Establish that the Methods Could Be Used by a Broad Range of Laboratories

EPA’s failure to complete a proper validation study, and failure to explain its deviations from the study plan in the record, are subject to an arbitrary and capricious standard of review.  5 U.S.C. § 706(2)(A).

An important criterion in the Report to Congress is “applicability” or “ruggedness” (sometimes called “robustness”).  EPA calls it “available and applicable” in the Federal Register notice.  67 Fed. Reg. 69,955, J.A. ___.  The Settlement Agreement provided that “EPA shall assure that all of the laboratories selected for participation in the interlaboratory studies are representative of laboratories throughout the United States that routinely conduct WET testing….”  Settlement Agreement, Ex. B ¶ 4.

However, EPA designed the study not to be “blind” and gave the laboratories special tending.  Even then many could not complete the tests according to the written procedures. Thus, EPA has not completed a proper validation study, and it has not demonstrated the “applicability” of the WET methods.

A. The Study Was Not a Blind Study

The laboratories in the validation study knew that its purpose was to validate the WET test methods.  It was easy for them to distinguish blanks from reference toxicants based on conductivity (a measure of water’s ability to conduct electricity).  Indeed, EPA and its contractor used conductivity to identify samples that were cross-labeled accidentally.  As a peer reviewer put it:

Laboratories knew weeks ahead that important samples were coming on a specific day.  Representatives of the laboratories came together in a meeting to discuss the process.  They likely optimized their culture preparation and were more focused than the ordinary laboratory would be for a routine sample.

Peer Review Report 52, J.A. ___.  In short, the study was not “blind,” as required.  Study Plan for § 4.4.3 (laboratories will receive “blind samples”), J.A. ___; see also Validation Study Report § 2.2.1, J.A. ___.

B. Laboratories Were Supposed to Follow the Test Procedures but Failed

The Settlement Agreement required EPA to conduct the study “using the specific test protocols promulgated at 40 C.F.R. Part 136.”  Settlement Agreement, Ex. B, p. 1.  The Study Plan identified data quality objectives (DQOs), including following “procedures identified in the … method manuals” and the test acceptability criteria (TACs).
 

Accordingly, EPA instructed all laboratories in the study to conduct every test “in accordance with the … method specific requirements … in the methods manuals.”  Validation Study Report, Vol. 2, A-21, J.A. ___.  EPA also told its peer reviewers that the labs followed the written procedures:

Following initial review of data packages for completeness, SCC personnel performed a detailed review of data reports to ensure that data were accurate and generated in accordance with the required procedures.
Id. Vol. 1, 59 (EPA 821-B-01-004), J.A. ___.

Despite these groundrules, the labs did not carry out the procedures as required.  Letter from Steven J. Koorse to Geoffrey H. Grubbs, Director, EPA Office of Science and Technology (Sept. 18, 2001), J.A. ___.  Nevertheless, EPA reported that a large percentage of the tests were “completed successfully.”  See Validation Study Report, Vol. 1, Chapter 9, J.A. ___.  But this included tests that did not comply with required steps in the procedures:

A valid test was defined as a test that met the required test acceptability criteria for the method as stated in the WET method manuals.  Tests that deviated from specified test conditions were identified with data qualifier flags … but were not excluded as invalid tests.

Validation Study Report, Vol. 1, 65 (emphasis added), J.A. ___.

EPA allowed the labs to change the approved test protocols.  This is inconsistent with EPA’s quality guidelines, the Settlement Agreement, and the basic purpose of the validation study.  The methods use the words “shall,” “must,” and “may not” to indicate steps and procedures required for producing reliable results.  Settlement Agreement 2, J.A. ___.  Furthermore, method-defined analytes require strict adherence to the details of the method.  60 Fed. Reg. 47,325, 47,328 (changes to analytical protocols for method-defined analytes “have the potential of changing the numerical value of the results”), J.A. ___; see also Format Guidelines 20, J.A. ___.  EPA considered test results to be valid even when the laboratory had deviated from the mandatory requirements in the test method protocols (other than TACs).
  The degree to which such deviations affected test results is, of course, unknown.

On average, fewer than 50% of the tests conformed to the mandatory method specifications and met applicable Test Acceptance Criteria, as shown here:

Deviations from Mandatory WET Test Methods In EPA’s 
Interlaboratory Validation Study

	Test Method
	Tests Initiated
	Failed TAC
	Method Deviations
	Total Invalid
	Valid Tests (%)

	
	
	
	
	
	
	
	
	Excluding Method Deviations
	Including Method Deviations

	Ceriodaphnia - Acute
	107
	5
	5%
	49
	46%
	54
	50%
	95%
	50%

	Ceriodaphnia - Chronic
	125
	22
	18%
	60
	48%
	82
	66%
	82
	34

	Fathead Minnow - Acute
	111
	2
	2%
	44
	40%
	45
	41%
	100
	32

	Fathead Minnow- Chronic
	105
	2
	2%
	70
	67%
	71
	68%
	98
	59

	Selanastrum -
	96
	33
	34%
	74
	77%
	82
	85%
	66
	15


WET Coalition Comments 62, J.A. ___; Risk Sciences Comments 5, J.A. ___.

A subsequent reanalysis by EPA staff and the principal researcher for the variability study acknowledged that 74-82% of the laboratories encountered difficulty with the Ceriodaphnia and fathead
 minnow chronic tests.  Risk Sciences Comments 5-6, J.A. ___.  These updated results were never reported to EPA’s peer reviewers.

C. EPA Misrepresented the Rate of Successful Test Completion

In the Final Report for the study, EPA reported that the tests were conducted in accordance with required procedures:

Except where indicated in the SOPs provided to participant laboratories, each test was conducted in accordance with the general guidance and method-specific requirements for effluent testing included in the WET methods manuals.

Validation Study Report, Vol. 1, 40, J.A. ___.  See also Risk Sciences Comments 7, J.A. ___.

These reported completion rates are correct only if one abandons the DQOs identified at the beginning of the study and redefines “successful initiation and completion” to include tests that do not, in fact, adhere to required procedures.

D. Allowing Laboratories to Change the Test Methods in the Validation Study Is Different from How WET Tests Are Used in the Regulatory Program

Allowing laboratories to change test procedures does not reflect how WET tests are done in the regulatory process and does not validate the WET methods “as adopted.”  In the real world of regulatory compliance, permittees will not be able to deviate from the mandatory written test procedures.  40 C.F.R. § 136.1; 67 Fed. Reg. 69,952.  The Format Guidelines also requires “strict adherence” to details.  Format Guidelines 20, J.A. ___.

EPA’s decision to overlook deviations from the QA/QC requirements in its test protocols is inconsistent with applicable guidelines, the purpose of the ruggedness requirement, and the Settlement Agreement:

[T]est methods manuals … distinguish between requirements (by use of the compulsory terms “must” and “shall”) and recommendations and guidance (by use of the discretionary terms “should” and “may”) so as to indicate the instances when the analyst has flexibility to optimize successful test completion and when standardization is necessary to assure the predictability of the methods to provide reliable results.

Settlement Agreement 2, J.A. ___.  

Mandatory language shows where standardization is “necessary…to provide reliable results.”  If the mandatory language in EPA’s test procedures is not necessary to provide reliable results, then the procedures need to be revised and should not have been approved.
  If the mandatory language is necessary, then EPA allowed the labs to violate essential requirements.  Letter from Steven J. Koorse to Geoffrey H. Grubbs, Office of Science and Technology (Sept. 18, 2001), J.A. ___.

Either way, EPA’s chronic WET tests must be vacated and remanded.  The record contains no information explaining why so many laboratories deviated so frequently from mandatory procedures.  Nor does EPA have information confirming that the deviations had an insignificant impact on test results.  Allowing method deviations does not validate the adopted methods which preclude such deviations.  EPA’s Validation Study is fatally flawed.

E. EPA Deviated from its Standards for Peer Review

Peer review is an essential component of method validation.  Method Approval Guidance 17.  However, to be meaningful, the peer reviewers must receive accurate information, and EPA must receive accurate information and EPA must heed their advice.  Neither of these things occurred.  Letter from Steven J. Koorse to William A. Telliard, Chief of Analytical Methods Branch (Dec. 11, 2000), J.A. ___.

First, EPA refused to inform its peer reviewers that the “completion rates” had been manipulated, as described above.  Id. Enc. 1, ¶ 3, J.A. ___; Charge to Peer Reviewers:  Interlaboratory Variability Study Report of EPA Whole Effluent Toxicity, Test Methods 2, J.A. ___.

Second, EPA ignored its peer reviewers’ conclusions that the validation study probably underestimated the false positives, that test reliability was worse than EPA reported, and that ruggedness was not demonstrated.  Peer Review Report 16-18, J.A. ___.

Because the peer reviewers were misinformed about completion rates and because their advice was ignored, EPA defeated the peer review process.  On this ground alone the WET methods should be vacated and remanded.  When an agency contradicts the advice of its own experts, its action is arbitrary and capricious.  See Humana of Aurora, Inc. v. Heckler, 753 F.2d 1579, 1583 (10th Cir. 1985) (“When an agency adopts a regulation based on a study not designed for the purpose and which is limited and criticized by its authors on points essential to the use sought to be made of it, the administrative action is arbitrary and capricious and a clear error in judgment”) (citing Almay, Inc. v. Califano, 569 F.2d 674 (D.C. Cir. 1977); Kent County, Delaware Levy Court  v. U.S. EPA, 963 F.2d 391, 399 (D.C. Cir. 1992) (finding EPA action arbitrary and capricious and at odds with agency’s own experts); Pac. Coast Fed’n of Fishermen’s Ass’ns, Inc. v. Nat’l Marine Fisheries Serv., 265 F.3d 1028, 1037-38 (9th Cir. 2001) (agency acted arbitrarily and capriciously by ignoring its own experts’ advice where no contrary recommendations existed in the record).

XIII. EPA Failed To Demonstrate that the Chronic Test Endpoints Predict Instream Impacts

EPA’s failure to demonstrate that the chronic test endpoints predict instream impacts is reviewed under the arbitrary and capricious standard.  5 U.S.C. § 706(2)(A).

States may adopt enforceable water quality criteria (including criteria based on biological monitoring methods), 33 U.S.C. § 1313(c)(2)(B), but ordinarily EPA may not.  EPA has authority only to publish “information” on water quality criteria for toxic pollutants.  33 U.S.C. § 1314(a)(8).  Nevertheless, EPA has set a de facto criterion by adopting the WET methods.

A WET test not only measures the characteristic known as “toxicity,” it defines it.  And by defining it the WET test also defines the level (zero, or 1 TUc) above which water exceeds the common water quality criterion “no toxic pollutants in toxic amounts.”  See 40 C.F.R. § 122.44(d)(1)(v); see also American Paper Inst. v. EPA, 996 F.2d 346, 350 (D.C. Cir. 1993) (acknowledging EPA’s use of WET methods to implement narrative toxicity criteria).

EPA also relied on the SETAC evaluation as a peer reviewed document justifying its position.  67 Fed. Reg. 69,965-66, J.A. ___.  That document is replete with conditions that are necessary to ensure the test is properly run.  EPA ignored those conditional statements, as discussed above.

This reasoning would be circular without some external standard; toxicity is what a WET test measures, and if it measures any toxicity the water exceeds the acceptable level of zero toxicity.  So EPA has stated that in order for WET methods to be approved, they must be shown to be “representative” of instream impacts:

EPA documented and considered the representativeness or comparability of WET methods.  Prior to approving the WET test methods in the 1995 WET final rule, EPA conducted several studies that demonstrated the ability of WET tests to predict impacts of effluents on the biological integrity of receiving waters (USEPA, 1991).

67 Fed. Reg. 69,965, J.A. ___; see also 67 Fed. Reg. 69,955 (“EPA has confirmed that the methods ratified today are…representative (i.e., predictive of receiving system impacts) .…”), J.A. __. 

The administrative record does not support EPA’s claim that the chronic WET tests at the 1.0 TUc level for growth and reproduction predict instream impacts.  To the contrary, the record shows that the correlation between chronic “toxicity” units and instream impacts varies from speculative to nonexistent.  Consequently, EPA’s claim that the WET tests are “representative” is arbitrary and capricious and not supported by substantial evidence.

A. EPA Has No Studies for Algae or Marine Species Tests Showing Correlation with Instream Impacts

The field validation studies that EPA relies on to show a correlation between WET tests and instream impacts used primarily fathead minnows and Ceriodaphnia.  No study documents a correlation between instream impacts and WET test results for algae or marine species.  Thus nothing in the rulemaking record indicates that the WET methods are necessary to protect aquatic life from the test’s definition of “toxicity.”  Without such studies, a critical characteristic for approving the methods, “representativeness,” is missing.  And when an agency does not have substantial evidence to support its action, the action is arbitrary and capricious.  Industrial Union Dept., 448 U.S. at 653.  Consequently, the chronic WET test methods for the algae and marine species should be vacated.

B. EPA’s Validation Study Did Not Address the Specific Chronic Endpoints as Adopted

For the Ceriodaphnia and fathead minnow WET tests, EPA’s claims of correlation with instream impacts are still unsupported.  EPA relies entirely on eight studies, entitled the Complex Effluent Toxicity Testing Program (CETTP) Studies (see Record WET-X, C10-17), done before EPA approved the WET methods the first time in 1995, to confirm the correlation between WET tests and biological/ecological impairment. 1991 TSD 7-11.  These pre-1995 studies were conducted on Eastern perennial streams, with Enid, Oklahoma, being the westernmost place studied.  None of the eight studies was conducted on Western waters that are effluent-created or -dependent, meaning streams that have little natural flow and depend on industrial wastewater.
  EPA conducted no new studies since the 1995 adoption of the WET methods.

To justify approving the WET methods, EPA must explain how it can extrapolate from eight studies on Eastern perennial streams to rivers, streams, and dry washes throughout the country.  Edison Electric Inst. v. EPA, 2 F.3d 438, 446-47 (D.C. Cir. 1993) (exposure conditions regulated must be “similar to those simulated”).

WET testing is essentially an experiment in which a water sample and a control sample are both tested on the same species of test organisms to see if there is a statistically meaningful difference.  The conditions of the control must be similar to the natural stream if relationships are to be developed.  Evidence of an experiment is not admissible in court unless there is “substantial similarity.”  Ramseyer v. General Motors Corporation, 417 F.2d 859, 864 (8th Cir. 1969); Lever Bros. Co. v. Atlas Assur. Co. Ltd., 131 F.2d 770, 777 (7th Cir. 1942).

EPA’s eight studies do not provide substantial evidence of EPA’s claimed nationwide correlation to instream effects for several reasons.  First, the correlations in the pre-1995 studies were not based on the WET methods EPA adopted in 2002.  Second, the correlations were not based on the low levels of toxicity for which the tests will be used.  Third, the other organisms in natural waters are not similar to the WET test organisms.  Finally, there are factors known to confound the correlation.  Therefore, since EPA’s claimed correlation and necessity for use of the chronic Ceriodaphnia and fathead minnows methods ignored all of these factors, the approval of the WET test was arbitrary and capricious.  Motor Vehicle Mfrs. Assoc., 463 U.S. at 43.

C. The Chronic Methods Adopted for Four Species Are Not the Methods EPA Studied in the CETTP

Because toxicity is a method-defined analyte, any change in a WET procedure may change the test result.  Method Approval Guidance 19, J.A. ___.  The chronic procedures EPA claims to have correlated to instream impacts (and thus validated for “representativeness”) were those existing in 1989, not the ones adopted in 2002.

In the midst of the process leading up to its 1995 Rule, EPA revised the then-existing chronic test manuals,
 making changes that significantly changed test results relative to those of the earlier tests claimed to be representative.  Specifically, the growth endpoints for four of the chronic species – fathead minnow, inland silverside, mysid shrimp, and sheepshead minnow – were changed.
  In response to comments prior to the Final Rule, EPA confirmed that it made the change to the biomass endpoint because it is a more sensitive result.  EPA stated “[results] using the biomass endpoint were always lower (i.e. more biologically sensitive) than [results using the prior] growth endpoint.”

There is no document in the record showing that the chronic tests, as adopted with EPA’s acknowledged more sensitive endpoint, were correlated to instream effects.  Therefore, because EPA confirms that the Final Rule endpoints are different and more sensitive than the ones it claims to have validated as to representativeness, its decision to apply a more restrictive endpoint is unsupported.  Edison Electric Inst., 2 F.3d at 446-47; see also Ethyl Corp. v. EPA, 541 F.2d 1, 28 (D.C. Cir. 1976) (An agency cannot regulate based on “hunches or wild guesses”).

D. The WET Methods Adopted Were Not the Ones Correlated with Instream Impacts

Commenters have repeatedly challenged EPA’s characterization of its eight field studies as demonstrating that low level chronic effects measured by the test as “toxicity,” are correlated to instream effects.  The eight studies focused on circumstances where acute toxicity was present in the effluent and receiving waterbody, causing organisms to die.  Of course, acutely toxic effects will also indicate the lesser chronic toxicity effects are present (once dead, you can no longer grow or reproduce).  However, EPA has no studies documenting that its current version of chronic toxicity accurately predicts instream impacts in the absence of concurrent acute toxicity.
  Therefore, the only tests documented to correlate to instream effects are the acute test methods for fish and invertebrates.

To demonstrate that the chronic test endpoints (growth and reproduction) being imposed by the rule are “representative” and consequently that the 1 TUc level is required to protect aquatic life, EPA would need studies showing that small changes in growth or reproduction “measured” by the test as toxicity actually cause adverse impacts in the receiving waters.  NRDC v. EPA, 806 F. Supp. 1263, 1274 (E.D. Va. 1992) (in setting water quality standards, the harm associated with varying doses must be assessed).  No such studies exist; thus, EPA’s claims of correlation regarding the chronic tests to instream impacts are unsupported.  Tex Tin Corp. v. EPA, 935 F. 2d 1321, 1324 (D.C. Cir. 1991) (court cannot defer to agency expertise that is never explained); Chemical Mfrs. Ass’n v. EPA, 28 F.3d 1259 (D.C. Cir. 1994) (an agency cannot rely upon documentation which is not available to commenters); Edison Electric Inst., 2 F.3d at 447.

E. Ceriodaphnia Are Not Demonstrated to Be Representative of All Waters

Ceriodaphnia, unlike fathead minnows, do not inhabit flowing waters.  They do not inhabit western low-flow streams.  Nevertheless, EPA claims that Ceriodaphnia is representative of all waters.  It would require some record evidence to confirm that Ceriodaphnia are predictive of all types of ecosystems.  Such record evidence does not exist.

EPA claims that organisms like Ceriodaphnia that cannot physically inhabit streams and are negatively affected by the natural characteristics of Western waters, such as high hardness, are nevertheless an acceptable indicator of impacts in such waters.  But there are no data showing that Ceriodaphnia are representative of stream biota in these settings; consequently EPA’s position cannot be attributed to reasoned decisionmaking.

F. No Data Show the Chronic Test to Be Representative of Streams in the Arid West, Which Exhibit Dramatically Different Physical and Chemical Characteristics

Assuming, for the sake of argument, that EPA’s eight field studies did demonstrate that the chronic endpoints were appropriate for some waters, the studies still are not indicative of waters in the arid West.  Comments to EPA noted critical differences regarding waterbodies in the West, including (1) natural local water chemistry affecting species richness and abundance, and the representativeness of the WET test organisms as surrogates for species in the receiving waterbody, and (2) naturally high or low hardness, TDS, conductivity, alkalinity, or other ionic imbalance associated with such waters.  Western aquatic habitat is also characterized by low-flow or intermittent streams that become “perennial” (always flowing) streams because of effluent discharged by municipal and agricultural return flows.  EPA’s refusal to address these basic ecological differences was arbitrary and capricious,
 especially in light of the Settlement Agreement.  Edison Electric Inst., 2 F.3d at 446-47; Columbia Falls Aluminum v. EPA, 139 F.3d 914, 923 (D.C. Cir. 1988) (once challenged, an agency “must provide a full analytical defense” to its model).

First, EPA’s assertion that the WET tests are predictive of all waters, including Western streams, is admitted by EPA to be unsupported by specific studies.
  Second, record documents do, however, confirm that Western waters have very different characteristics from Eastern perennial streams, such that application of the Ceriodaphnia and fathead minnow chronic endpoints are inappropriate.
  EPA has acknowledged that arid region streams can have an ion imbalance.  Method Guidance 6-5, J.A. ___.  The natural ionic condition of Western waters is well within the range reported to cause adverse effects to Ceriodaphnia dubia, as explained above.  This biases the test toward a finding of “toxicity.”

EPA’s Response to Comments does not address the fact that no correlation studies involved effluent-dependent or -dominated streams where high hardness, TDS, and conductivity occur.  Response to Comments 299-309, J.A. ___.  Nor does EPA address how the test results should be interpreted where natural conditions, unrelated to effluent toxicity, cause the test to indicate toxicity.  There is no evidence in the record that the WET test methods have similar predictive capabilities between the predominantly Eastern perennial streams tested by EPA and the Western streams that EPA failed to assess.  EPA’s claims are conclusory and contrary to the specific evidence.  They are therefore arbitrary and capricious.  Tex Tin Corp., 992 F.2d at 355; Humana of Aurora, Inc., 753 F.2d at 1583.

G. EPA Failed to Include Essential Limitations on Method Usage

EPA’s claim that the test methods (acute and chronic) are “representative” is not without limitation, although EPA has placed no limitations to ensure proper application in its methods.  The correlation studies demonstrate “representativeness” only if the conditions under which the methods apply are “similar” to the conditions permitted.  Because the correlation studies measured the instream level of toxicity after mixing, all of the studies accounted for available dilution.  

Consequently, EPA has repeatedly explained that the methods are predictive of instream effects only if the available dilution is accounted for in setting the permit limitations:  “Therefore, a discharger’s chance of being charged incorrectly with causing instream toxicity is low if and only if dilution in the receiving water is considered.”  1991 TSD 8, J.A. ___; accord, SETAC Report 273, 281 (1996) (reviewing historical problems in WET test usage).

EPA insists that the approved WET methods be used for WET limits in NPDES permits.  40 C.F.R. § 136.1.  Accounting for the available dilution is an extremely important factor for ensuring that the test results are indicative of instream impacts (i.e., representative).  Parties have repeatedly requested that EPA address this issue.  SETAC Report 55-56, J.A. ___; WET Coalition Comments 92-93, J.A __.  All of the methods, acute and chronic, should have included this limitation on usage.  EPA’s failure to include this essential limitation to WET method usage was arbitrary and capricious.  The methods should be remanded and EPA directed to include this essential limitation.

H. EPA Has Unlawfully Usurped State Water Quality Standard Authority

EPA’s WET methods are a de facto water quality standard.  EPA asserts that WET methods should be adopted because they are an accurate measure of instream impacts on aquatic life and are necessary to protect aquatic life.  67 Fed. Reg. 69,953, 69,965, J.A. ___.  No other Part 136 method has sought to make a similar claim, and such analyses are part of water quality standard development, not test method approval.  See 33 U.S.C. §§ 1313(c), 1314(a), 40 C.F.R. § 131.2.

The CWA does not allow EPA to broadly dictate water quality standards to state agencies.  NRDC v. EPA, 806 F. Supp. 1263, 1273 (E.D. Va. 1992) (states have lead role in water quality standard adoption and EPA “should be flexible enough to accommodate regional variations”) (citations omitted).  Only where a state program is ruled underprotective of water quality may EPA impose a water quality standard at the federal level.  40 C.F.R. §§ 131.21, 131.22.  EPA has made no such ruling in this case and published no such finding for review in the Federal Register, as required by the Act and its implementing regulations.  40 C.F.R. § 131.22(c).

By burying the WET water quality criteria in the Part 136 WET methods and forcing the use of that test methodology for all narrative criteria implementation, EPA has violated the procedures for standards adoption contained in CWA § 303, robbed the public of its opportunity to contest the adoption of such standards, and foreclosed the consideration of information confirming that the 1 TUc level or the test organisms chosen do not, in fact, demonstrate that the receiving water is impaired.  

EPA implements the WET methods as if they are a water quality standard.  State programs that seek to use alternative endpoints of different species for narrative criteria compliance are routinely told that only one approach is authorized because of the adopted methods.
  EPA’s response, now that the methods are adopted, is that states should forego field studies showing a healthy ecosystem and adhere to the predictions associated with the WET methods.  Response to Comments 344, J.A. ___.  This is irrational and violates EPA’s own regulations stating that site-specific information, such as field studies, may be used in determining whether or not a narrative criterion violation has occurred.  American Paper Inst. v. EPA, 996 F.2d 346, 352 (D.C. Cir. 1993); see also 40 C.F.R. § 130.7(b)(5), (c)(1)(i).

To EPA, the narrative criterion of “no toxicity” and the 1 TUc level as measured by the adopted methods are one and the same.  Now that EPA has again adopted the chronic WET methods, EPA may enforce this de facto standard through NPDES permits.  40 C.F.R. § 136.1.  Previously this Court deferred action on this issue because it was not ripe.  NRDC v. EPA, 859 F.2d 156, 190 (D.C. Cir. 1988).  As the method requirements and implementation are now certain, the issue is ripe for review.

EPA’s action is ultra vires because the Act does not authorize EPA to impose water quality standards in such a fashion.  It is also arbitrary and capricious to the degree that EPA asserts that WET methods may be used to deny a discharger the opportunity to collect relevant, site-specific information proving that narrative criteria are not exceeded regardless of the predictions from the WET tests.  Morton v. Ruiz, 415 U.S. at 235.

RELIEF SOUGHT

EPA’s actions violated duties set out in the Settlement Agreement, the Report to Congress, EPA’s regulations, and the Constitution.  Petitioners respectfully request that the Court:

(1)  Vacate and remand EPA’s approval of the chronic WET methods using growth and reproduction of Ceriodaphnia, fathead minnow, marine species, and algae using nonlethal endpoints (growth and reproduction).

(2)  Direct EPA, for all WET tests, to evaluate precision at the levels regulated (including the IC25, NOEC, and NOAEC in 100% effluent) to establish a detection limit for all test endpoints consistent with its other methods.  Reference toxicants must be run with every test, and nonconforming tests must be discarded.

(3)  Direct EPA to specify that WET methods not be used for regulatory decisions in waters with known interferences such as in Western waters unless the test method adequately eliminates bias caused by such interferences.  

(4)  Direct EPA to, in every WET test procedure’s “limitations” section – which is part of the method itself and part of what EPA has approved – to tell users under what conditions a WET test should not be used and what safeguards should be used with it.  EPA also must state in the methods “limitations” sections that the methods should not be used to measure compliance with permit limits for permitted discharges unless available dilution and exposure duration sufficient to cause adverse impacts in the receiving waters are established.

(5)  Direct EPA to not apply the WET methods in habitat limited waters, such as those in the arid West absent new studies demonstrating a correlation between the endpoint selected and instream effects.

(6)  Direct EPA to use the methods only as a “screening” tool to determine the need for further investigation until EPA has done a complete validation of the method.

CONCLUSION

It is hard to appreciate the enormity of what EPA has done by approving the WET methods unless one sees how they fit into the regulatory system.  First EPA approves test methods.  Then EPA requires permittees to use only these approved test methods.  EPA also requires permittees to swear under oath that the results of the test methods are “accurate.”  Finally, courts refuse to hear evidence that test results are misleading or erroneous once the certification of accuracy has been signed as required.

Thus EPA’s process for validating test methods is crucial.  The accused has no other protection before the law.

If the Court considers EPA’s actions in total, including its attempt to convert its perceived need for WET tests at a perfect one TUc into a validation criterion, the harmfulness of what EPA has done becomes clear.  EPA was determined to promulgate and ratify these tests regardless of their quality and of their impact on permittees.

This is why EPA’s ratification of the sublethal endpoint procedures in the chronic WET methods and all other invalidated endpoints must be reversed and remanded.  Because EPA’s actions were arbitrary and capricious and taken without required APA procedures and because they deprive Petitioners of Fifth Amendment due process rights, this Court should vacate and 

remand the procedures.  On remand EPA will be able to account for the variabilities and other infirmities of the procedures so as to render them acceptable for CWA purposes as specified in 40 C.F.R. § 136.1 and EPA’s other regulations.

Respectfully submitted,
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* Authorities upon which we chiefly rely are marked with asterisks.


� Throughout this brief we will cite only the precise page of the notice and not repeat the first page, 69,952, with every citation.  All cites to the C.F.R. are to the 2003 edition.


� A “detection limit” is the lowest pollutant concentration at which the test can distinguish whether a pollutant is present.  See 40 C.F.R. § 136.2(f).  Any test reading below the detection level should be reported as “less than” the detection limit. See EPA, Technical Support Document for the Assessment of Detection and Quantitation Approaches, Ch. 2 (EPA-821-R-03-005 February 2003) (providing history of EPA’s use of detection levels), J.A. ___; EPA, Availability, Adequacy, and Comparability of Testing Procedures for the Analysis of Pollutants Established Under Section 304(h) of the Federal Water Pollution Control Act (Report to Congress) 3-2 (EPA/600/9-87/030 September 1988), J.A. ___.


� Several Part 136 guidance documents show the importance of performance characteristics such as detection limit.  For example, EPA, Guidelines and Format for Methods to be Proposed at 40 CFR Part 136 or Part 141 (July 1996) (hereinafter “Format Guidelines”), explains that “[t]he elements given in these Guidelines … are mandatory for all methods proposed at 40 CFR part 136 or 141.”  Id. 1 (emphasis added) (format elements include discussion of MDL’s, method limitations, restrictions, interferences, and calibration).  In addition, EPA, Guidelines and Format for Methods to be Proposed at 40 CFR Part 136 or Part 141 (July 1996) (hereinafter “Method Approval Guidance”), states that standardized Quality Control (“QC”) tests are a “mandatory component of all new methods.”  These documents uniformly describe the test method components that must be assessed and accounted for in establishing method measurement and detection capabilities for all Part 136 methods, both chemical and biological.


� Exposure concentrations are usually 100%, 75%, 50%, 25% and 12.5%.  If the sample shows zero toxicity in 100% effluent, it is said to have 1 chronic Toxic Unit (“TUc”), according to the formula TUc = 100/NOEC, where the no observable effect concentration (“NOEC”) is the highest concentration of toxicant, in terms of percent effluent, to which the test organisms are exposed that causes no observable adverse effect.  1991 TSD 4-6, J.A. ___.  If a water sample shows no effect at 25% effluent, it contains 4 TUc.  A peculiar feature of toxicity units is that one toxic unit means zero toxicity.


� EPA’s Report to Congress distinguishes between measurement methods that require “instruments” and biological methods, some of which do not, such as “a field survey” of the number and types of weeds along a stream bank.  Report to Congress 3-11, J.A. __.  But EPA’s point was not that it could ignore detection limits but that the nature of the detection limit is different for noninstrumental methods.  For the field survey the “detection limit … is based on the visual acuity and knowledge of the observer.”  Id.


� Petitioners do not agree that there is no way to test accuracy and no substitute for it.  Test “noise” may be established using pure water (“blanks”) known to be nontoxic, organism response can be calibrated against “reference” toxicants known to be toxic, and test results can be corroborated with instream evaluations.  Whether these measures could qualify WET methods adequately for testing permit compliance remains to be seen, because, as explained below, EPA failed to qualify the WET methods by any of them.


� Peer Review Report 16, 18, J.A. ___.


� Because of the maximum holding times in the WET procedures, chronic toxicity test samples cannot be held longer than 36 hours (up to 72 in limited circumstances).  After that the permittee cannot retest the samples to check whether a test was erroneous.  This is the only case in 40 C.F.R. Part 136 for which a permittee cannot choose to confirm or deny a particular test result by retesting the same sample. 


� EPA says that in WET testing each individual sample and test is [sic] unique.  67 Fed. Reg. 69,963, J.A. ___.


� See also Garvey v. Nat’l Trans. Safety Bd., 190 F.3d 571, 579-80 (D.C. Cir. 1999) (a presumption was valid only if it shifted the burden of production, not the burden of proof).  


� Chronic test variability typically ranges 200-300% around the correct value.  EPA, Understanding and Accounting for Method Variability in Whole Effluent Toxicity Application Under the National Pollutant Discharge Elimination System (EPA 833-R-00-003 June 2000) (“WET Variability Guidance”) 3-6, J.A. ___; 65 Fed. Reg. 44,528 (July 18, 2000), J.A. ___.


� EPA is conducting a rulemaking to change slightly how it calculates Part 136 detection limits (MDLs) and quantitation levels (minimum levels or MLs).  See 68 Fed. Reg. 11,770 (March 12, 2003), J.A. ___.  As the preamble to the proposed rule says, “[i]nformation about method sensitivity is critical when deciding which method is needed to accomplish a specific measurement objective.”  Id. 11,774, J.A. ___.  Some of Petitioners disagree with EPA’s method of setting detection and quantitation limits.  There is no question, however, that such limits need to be established.


� EPA defines the DL as the level of a substance that can be measured with 99% confidence that it is present (i.e., a 1% chance of a false positive).  40 C.F.R. § 136.2(f).


� As noted above (n.4), a “toxic unit” is essentially the reciprocal of the percent dilution at which the endpoint occurs.  Thus if the NOEC is 25% effluent (3 parts pure water and one part effluent), there are 100% ( 25% = 4 toxic units.  The lower the percentage of the no-effect effluent, the higher the toxic units.


� In March 2003, in its proposal to amend the detection limit and quantitation level provisions of 40 C.F.R. Part 136, EPA was still saying “[a]mong considerations for approval of a test method…are the demonstrated performance characteristics of precision, bias, and sensitivity (e.g., detection and quantitation).  EPA generally evaluates each of these characteristics to determine if the test method will yield results at concentrations of concern that are reliable enough to meet EPA needs for permitting and compliance monitoring.”  68 Fed. Reg. 11,770, 11,773 (March 12, 2003), J.A. ___.


� In the manual for the chronic freshwater methods EPA says that with a dilution factor of 0.5, the NOEC could be considered to have a relative variability of ( 100%.  Chronic Freshwater Manual § 4.14.6 at 14, J.A. ___.


� See Validation Study Report, vol. 1, ch. 9, J.A. ___.


� The interlaboratory validation study included 38 reference toxicant tests using the chronic method for Ceriodaphnia.  The laboratories spiked clean water with a chemical expected to cause slight toxic effects.  Surprisingly, two-thirds of the laboratories reported that the sample spiked with the toxin was “nontoxic.”  WET Coalition Comments 32, J.A. ___.  EPA later reclassified the samples as nontoxic.  EPA’s insistence on approving the Ceriodaphnia test in the face of these puzzling results is irrational.


� Boldfaced type shows where the IC25 and NOEC values disagreed as to the presence or absence of toxicity.  See Validation Study Report, vol. 1, ch. 9, J.A. ___.


� Validation Study Report, vol. 1 at 81-82 (EPA 821-B-01-004 September 2001), J.A.___.


� This is a conservative, best�case estimate.  EPA’s Interlaboratory study, a non-blind study, actually demonstrates a higher false positive rate when all the data EPA collected is considered consistent with the adopted methods.  Letter from Steven J. Koorse to William A. Telliard, Chief of Analytical Methods Branch (Dec. 11, 2000), J.A. ___.


� EPA also did not assess the expected precision at the required reporting levels as required.  WET Coalition Comments 36-37, 86-88, 122-123, J.A. ____.  Consequently, EPA’s CV analysis fails to demonstrate that the precision of the required endpoints is acceptable.  Moreover, EPA admits that it failed to assess variability of the NOAEC endpoint: 


… NOAEC values were not calculated in the WET Interlaboratory Variability Study because the . . . approaches . . . do not support analysis of data sets with only two replicates.  NOAEC values used for compliance . . . should be calculated from tests with a minimum of four replicates.


Response to Comments C.3.i (p. 262), J.A. _____.  While this explains why NOAEC endpoints in particular were not analyzed, it in no way justifies that lapse or presents any substantive basis to believe that precision of this endpoint has been demonstrated.  


The purpose of a validation study is to demonstrate reliability at the  reporting level, not assume its existence.  EPA assumed that the lower concentrations of toxicity required to be reported would have the same level of precision.  That conclusion, unsupported in the record, is arbitrary and capricious.  The Court should vacate the endpoints for which  EPA failed to assess precision and remand with instructions to assess precision at the intended detection level.


� See 67 Fed. Reg. 69,955, 69,965, 69,967; 60 Fed. Reg. 53,535.  CV is a measure of typical or expected variability, relative to the true value and to an average of multiple WET results.


� EPA’s chemical-specific CVs are from Appendices A, C, and D of 40 C.F.R. Part 136.  Appendices C and D have not changed since 1990, and Appendix A has not changed in any relevant way since 1986.  See Federal Register citations following the respective Appendices.  There is no indication that these data represent current analytical capabilities.


� EPA recently promulgated its Method 1631 for mercury.  64 Fed. Reg. 30,433 (June 8, 1999).  EPA’s stated CVs for mercury analyses in wastewater are 3% and 4.5%, Method 1631, Table 3 (Proposed Rule, 63 Fed. Reg. 28,867, 28,882 (May 26, 1998)) (stated as “Percent Relative Standard Deviation”), substantially better than EPA’s claimed median chemical-specific CVs of 17% and 28%.  Comparison Memo 2.


� For example, copper, a common metal for NPDES permittees, is listed by EPA for three different test procedures:  200.7, 220.1, and 220.2.  Comparison Memo 3-4.  EPA’s stated CVs are, respectively, 7, 13, and 27 percent.  A permittee would have the opportunity to use method 200.7 with its 7 percent CV (showing minimal variability), because it properly analyzes for concentrations as low as those in which a permittee will have an interest, usually near 10 μg/l.  The discrepancy in precision is not surprising, since Methods 220.1 and 220.2 are 30 years old.  38 Fed. Reg. 28,758 (October 16, 1973).  The availability of less sensitive measurement methods is irrelevant, and EPA’s use of their CVs can only be for the purpose of inflating the chemical-specific CVs.


� As the discussion above points out, the Ceriodaphnia reproduction toxicant data for spiked samples that were only slightly toxic had CVs from 0.9 to 1.7 larger than the 0.35 CV at Comparison Memo 10, J.A. __.


� 1991 TSD ch. 5, esp. § 5.1.1, J.A. ___.


� Id., esp. § 5.4 (“EPA recommends that the statistical permit limit derivation procedure described in this chapter be used for…both chemical-specific and whole effluent toxicity limits for NPDES permits”), J.A. ___.


� EPA’s contract laboratories, such as ENSR, understand that failure to obtain a result within the expected bounds of the test when assessing a reference toxicant is simply “a statistical anomaly which, as unfortunate as it is, we would expect to periodically occur during WET tests,” justifying that prior test results remain valid.  Apparently the unexplained organism sensitivity to the reference sample is simply the regulated entity’s misfortune if it tested its samples with the same batch of organisms.  Letter from ENSR to NPDES Dischargers re: DMRQA Study 23 (Nov. 25, 2003), J.A. ___.


� As EPA admits, “[e]nforcement actions initiated by reported self-monitoring data are legally and technically equitable only if the data generated within the NPDES system are of known quality and are intercomparable.”  Report to Congress 6-3.


� Even if a CV analysis were appropriate, in one instance EPA’s CV was calculated from inadequate data.  EPA calculated the CVs for some of the WET methods without having six complete data sets, the minimum required.  66 Fed. Reg. 49,793, 49,804, 49,806 (Sept. 28, 2001).  For the Selanastrum chronic test EPA argues that the number of “data sets” is more than six.  67 Fed. Reg. 69,966, J.A. ___.  EPA is mixing test endpoints with test laboratories.  The consensus standard, ASTM D 2777, says that precision and bias statistics should be based on data from at least six laboratories. ASTM D 2777 § 7.2.3, J.A. ___.


� For example, WET Method 1002, Ceriodaphnia Dubia Survival and Reproduction Test § 13.3, fails to address natural characteristics (e.g., hardness) present in certain waterbodies that are known to interfere with the survival and reproduction of the test species.


� The Settlement Agreement ¶ 3 says that EPA will identify “additional performance characteristics,” if any, that are appropriate for WET methods.  But the instream criterion is not a “performance characteristic.”


� See 40 C.F.R. § 136.2(f).  “Historically, nearly every detection limit approach has set the criterion for detection at 99 percent confidence (i.e., the lowest level at which a pollutant will be detected with a probability of 99 percent).”  68 Fed. Reg. 11,777-78 (March 12, 2003).


� The “objectives” of the WET test validation study are stated in Section 2 of the study plan for the test.  Validation Study Report, Vol. 2, App. A.


� For one test, the Ceriodaphnia chronic test, a third of the laboratories were unable to meet the Test Acceptance Criteria for control survival and reproduction.  WET Coalition Comments 68, J.A. ___.  EPA suggests the failures were anomalous and concentrated in eight labs with “poor culture health.”  Id.  But EPA offers no evidence to prove this hypothesis, and commenters specifically rebutted it.  Id., J.A. ___.


Even if the organisms were in poor health, EPA does not explain why the “poor culture health” in a third of the best laboratories it could find will not occur in at least as many laboratories that will use Ceriodaphnia routinely now that it is ratified in Part 136.  It is no answer to say that completion rates will improve when laboratories are allowed to run the tests only when the cultures are healthy.  66 Fed. Reg. 49,793, 49,806 (Sept. 28, 2001), J.A. ___.  Timing of sample collection will be required by permit, and laboratories will have to test the samples when they arrive; they will have no more flexibility in timing than the laboratories had in the interlaboratory study.


� Preliminary Report: Interlaboratory Variability Study of EPA Short-term Chronic and Acute Whole Effluent Toxicity Test Methods (EPA-821-R-00-028A October, 2000) excerpts from Tables 9.2 to 9.10 in vol. 1, J.A. ___.


� For the Selanastrum test, five successful tests were run on blanks (nontoxic water) without EDTA.  For the growth NOEC, one of the five pure water samples tested 6.25%, or 16 toxic units instead of the 1.0 that would be expected for nontoxic water.  Validation Study Report, Vol. 1, 105.  This means that 20% of the successful tests showed significant toxicity in nontoxic water.  For the IC25 test without EDTA, two of the six tests showed 11.7% and 24.6% (8.5 and 4 TUc instead of the expected 1.0), for a false positive rate of one in three.  Id.


A permittee using this IC25 test once a month on pure water containing no pollutants would have two violations in six months and after a year might well meet EPA’s definition of “significant noncompliance,” which is used to trigger enforcement actions.


� Even if EPA modified the procedures after the study, the revised methods were not what was validated.


� EPA relies on a SETAC evaluation as a peer reviewed document to justify its position.  67 Fed. Reg. 69,965-66.  But the SETAC document is full of conditions that are necessary to ensure that a WET test is done properly.  EPA ignored these conditions, as discussed above.


� WET tests “must be reasonably related to determining whether the discharge could lead to real world toxic effects.” In the Matter of Metropolitan Dade County, Miami-Dade Water and Sewer Authority (NPDES Permit No. FL0224805), 1996 EPA ALJ LEXIS 80 at *20 (October 3, 1996)).  Water quality criteria specify pollutant levels “necessary” to protect uses such as protection of aquatic life.  33 U.S.C. § 1314(a)(2); 40 C.F.R. § 131.2.  See also NRDC v. EPA, 16 F.3d 1395, 1402 (D.C. Cir. 1993) (“The court agrees with EPA that its duty…is to ensure that the underlying criteria, which are used as the basis of a particular state’s water quality standard, are scientifically defensible and are protective of designated uses”).  EPA is not authorized to impose requirements beyond that level.  Cf. Leather Industries of America, Inc. v. EPA, 40 F.3d 392, 400-01 n.14 (D.C. Cir. 1994).


� EPA also references DeVlaming (1999), but it was not included in the record for public comment.


� Chronic Freshwater Manual, J.A. ___; Short-Term Methods for Estimating the Chronic Toxicity of Effluents and Receiving Waters to Marine and Estuarine Organisms (EPA/600/4-91/003 1994).


� See 67 Fed. Reg. 69,960 (explaining this change results is a “more sensitive measure” than the original methods for assessing growth), J.A. ___.  The change biases the test result, indicating “toxicity” where it otherwise does not exist (the lower “growth” rate), because it ignores the justified assumption of the original test that some level of test organism mortality is natural and expected.


� Response to Comments B.11.b at 191-92, J.A. ___ (referring to Petitioners’ data in Markle, P.J., et al., “Effects of Several Variables on Whole Effluent Toxicity Test Performance and Interpretation,” Env. Toxicology and Chemistry 19:123-132 (2000).


� EPA’s logic is akin to claiming that small changes in weight pose a significant health threat to a person based upon data showing that very large changes in weight are correlated to health problems.  The greater event does not prove the significance of the lesser event.


� The Water Environment Research Foundation (“WERF”), an independent organization of environmental science experts, reached a similar conclusion.  Critical of the eight studies conducted in the 1980s, Diamond and Daley stated:  “[T]here is nearly a 50% probability that toxicity exhibited in WET tests may not be reflected instream, even for those effluents exhibiting a relatively high failure rate (>90%) …. A surprising result of this study was the lack of relationship between Ceriodaphnia acute or chronic WET endpoints and instream biological results.”  Diamond and Daley, “What Is The Relationship Between Whole Effluent Toxicity and Instream Biological Condition?,” Environ. Toxicol. Chem. 19:158, 162 and 167 (2002), J.A. ___.


� The Settlement Agreement’s fourth “Whereas” clause states:


EPA commits itself to continue to address issues unique to arid ecosystems in cooperation with Petitioner Western Coalition of Arid States (“WESTCAS”), primarily through the Arid West Water Quality Research Project.


“The Arid West Water Quality Research Project” was funded by Congress in 1995 to assess habitat characterization and other unique conditions of effluent dependent and dominated Western streams to ensure proper environmental requirements are established.


� EPA’s September 11, 1996 response to a Freedom of Information Act request admitted that it had no information demonstrating the “direct relationship between laboratory data on effluent toxicity and its adverse effect on aquatic life in receiving water where the receiving waterbody was effluent-dependent, effluent-created, or effluent-dominated, or an agricultural drain/ditch, a stormwater channel, or a man-made water conveyance.”  J.A. ___.  No studies have been conducted since then. 


� The July 2001 draft “Habitat Characterization Study” (pages 4-10 to 4-28) compared WET testing water chemistry to arid study area streams in five Western states.  J.A. ___.  The data confirmed that chemical constituents creating “ionic strength” (TDS, hardness and conductivity) in these sites were significantly different from the standard WET testing water chemistry and well within the range that interferes with test organism performance.


� See, e.g., Letter from J. Palmer, Jr., Regional Administrator, EPA Region 4, to C. Earl Hunter, Commissioner, South Carolina Dep’t of Health and Environmental Control, Enclosure 4�5 (Dec. 23, 2002), J.A. ___.
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