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December 28, 1998

St ephen Sweeney

O fice of General Counse

United States Environnental Protection Agency
Room 513C

401 M Street Sout hwest, Mail Code 2355

Washi ngton, D.C. 20460

Re: VET Settl enent Dear Steve:

WESTCAS has sone remai ni ng concerns over the design of the
interlaboratory variability study, as well as the Charge to Peer
Revi ewers. The focus of those concerns is contained in Attachnent A
hereto, a docunment which was prepared primarily by the WESTCAS
consultants. In particular, WESTCAS wants to ensure that the
interlaboratory studies are indeed “blind”. In a spirit of cooperation,
WESTCAS has suggested a neeting of the litigants’ technical experts in
order to ensure that the process remains “on course” in accordance with
the Settl enment Agreenent.

In addition, WESTCAS would like to knowif EPAis wlling to
rel ease a copy of the comments submtted by the peer review panel once
they are available. Once again, this will allow for an open |ine of
communi cation and ensure that there are no future m sunderstandi ngs.
Finally, | have not received a response to ny correspondence of
Novenber 12, 1998, regarding the DVR certification question. | would
appreciate a status report on this topic.

Since a/ry;'

MIP\ e g//u‘/ V{
cc: Tim Moore

Ji m Egan
St eve Koorse
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“Attachnment A"

Menbers of Westcas have had an opportunity to review the revised design for
the proposed interlaboratory WET variability study. W appreci ate the many
changes EPA nmade based on our earlier comments.

There are still a few issues which continue to cause us great concern. In
particular, we believe the research design is not adequate to assure that
participating |laboratories are “blind” to the true nature and conposition
of each test sanple. This would violate the terns of the Settl enent
Agreenent (Exhibit B, Paragraph 6).

Bi oassay | abs know to expect sone random arrangenent of toxic and non-toxic
sanpl es. Moreover, they also know that the sanples will be a m x of

i ndustrial effluent, municipal effluent, and blanks. It is relatively easy
to distinguish these matrices based on visual or Aromatic inspection. As
such, it is also relatively easy to figure out which sanple should be “non-
toxic.”

Failure to properly “blind” the | aboratories to the true answer underm nes
the representativeness and validity of all subsequent estimates of test
variability. Sone scientists recently criticized our own WET Met hod Bl ank
Study for simlar problens maintaining sanple anonymty. W are concerned
that EPA' s research approach address such criticisns by revising the

met hods as necessary to assure that participating |aboratories cannot pre-
judge sanple toxicity or lack thereof. (On a related note, we certainly
have no objection to a SETAC panel perform ng a peer review of our nethod
bl ank study.)

We recomend that the Agency take several steps to restore adequate
shielding to the study design:

1) (bscure the source of the sanples so that participating | aboratories
do not know that these particular cubitainers are part of EPA s study.
Lift the veil only after results have been received. It would be best
i f each sanple appeared to cone fromreal -world NPDES permt hol ders.
West cas & AMSA nenbers are prepared to assist in EPA's effort to mask
the true nature and conposition of the sanples by acting as
“artificial origins” for the study sanples.

2) Avoi d special instructions which call attention to the unique nature
of these sanpl es.

3) Do not tell the |l aboratories exactly when each sanple wll be
shi pped/received. Commt the |labs to a 90-day w ndow.
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4) Do not send different sanple matrices for simnultaneous testing. This
prevents | abs from making direct visual or aromatic conparison between
sanpl es.

We are al so concerned that the Charge to Peer Reviewers remains too vague.
In our previous letter to Bill Telliard (dated 9/14/98) we provi ded
detail ed recommendati ons regarding the nost critical questions to put
before the Peer Review Panel. Since EPA has focused the study on assessing
the precision of WET test nethods, it is essential to provide peer
reviewers with a quantitative objective for the study. For exanple:

“I's the study design, as proposed, capable of ascertaining whether x%
of the labs will be within y% of the nedian estimate z% of the tine?”

Aski ng the peer review panel whether the proposed design is “appropriate,”
“scientifically credible,” “useful,” “adequate,” or “acceptable” |acks an
objective quantitative threshold for nmaking the assessnent. EPA has
previously identified the essential data quality objectives by which

met hods nust be evaluated. The DQO s are identified in the Agency’ s 304(h)
Report to Congress. The peer reviewers should be given a copy of that
docunent and asked whet her the proposed study design will neet all of the
rel evant and required denonstrations.

Finally, we submtted several inportant questions to EPA as part of our
comments on the original study design (copy attached). W noted that it was
essential to know nore about many critical elenents in the research design
in order to assess its scientific validity and provi de neani ngf ul
recommendations to the Agency. Many of our questions were intended to focus
EPA' s attention on the need to establish objective decision-criteria before
data coll ection begins. To date, we’ ve received no response to our

i nquiries, and henc& we cannot eval uate whet her the proposed approach is
fully consistent with the requirenents set forth in the Settl enent

Agr eenent .

There al so appears to be consi derabl e confusi on concerning the rel evance of
the Settlenent Agreenment to current permtting activities. Several of our
nmenbers say they’ ve been told by regional EPA representatives that the
variability study will have “no inpact” on VET inplenentation. They’' ve al so
been told that the Settlenent Agreenment “proves the validity of WET

met hods” and that there will “be no change in EPA's VET inpl enentation
strategy regardl ess of how the study turns out.” Some of these sane
statenents have been nade to national trade journals and newsletters.
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We believe such comments greatly underm ne confidence in the objectivity of
EPA' s WET variability study. For that reason, an open dial ogue on study

i ssues between the Agency and the stakeholders would significantly reduce
the likelihood that design deficiencies would becone the basis for future
[itigation.

In the spirit of successful inplenentation of the Settlenment Agreenent, we
suggest that EPA convene a neeting of technical experts from UMG Westcas
and the agency to review the final study design. Because testing is
schedul ed to begin in March of 1999, it is urgent that such a neeting be
hel d this com ng January.
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