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UNITED STATES ENVIRONMENTAL PROTECTION AGEY‘—N'C?Y QJ

8HWM-FF

999 18th STREET - SUITE 500
DENVER, COLORADO 80202-2465

REGION Vil

SEP 2 1993

Mr. Richard Schassburger
Department of Energy

Rocky Flats Office

P.0. Box 928

3o0lden,

Cclorado

80402-0928

Dear Mr. Schassburger:

<J

"l

.

U829

EPA has reviewed the Final Data Validation Plan and has
found that additional information is needed prior to approval of

the document.

This document was developed by drawing from two

other referenced reports that apparently were more extensive and

detailed.

As a result,
explanation of how the numbers in Table 1,
Criteria for Single Sample Plans),

this document must provide a better
(Acceptance/Rejection

were derived and how these

numbers relate to the percentage of samples that are actually

being validated for each inspection level.

In addition,

to

better understand how this table will be implemented at Rockv

Flatsg,

'lncluded

some approximation of the number of SDGs per lot must be
This could be-done by-either submitting the most

recent and projected numbers or by submitting projected maximum

and average SDGs per lot based upon the actual numbers.

I
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|  Another concern is central to the main objective of using a .

graded approach; that is,

to reduce the amount of time in

validating results as well as reduce the costs for validation.
It is not clear that the process proposed in this plan will

actually provide savings of either time or money.

According to

‘this plan, all data packages that are actually validated must
Elrst go through an inspection process that was not previously

erformed.

In addition none of these inspections would be

@erformed until after the entire monthly output for each lab has
been determined or received and a random selection from each set

of SDGs has been applied.
and waiting until month's end might actually cancel out the time

and money saved in reduced validation.

jsituation,
lof the tightened level packages
process results for computing operational defects would probably

be ‘more eff1c1ent than applylng a- separate 1nspectlon step

Therefore,

of data in a lot that has an SDG rejected.

1442

It might make more sense to take a simpler approach
ivalidating every third or fourth package for the reduced level

every other package as a normal level,
‘Using the actual'validation

.

‘This plan also fails to adecuately address the dlsp081tlon

adding the inspection step

such as

and two thirds

Would all other SDGs
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‘in the lot then be rejected by inclusion or would this trigger
the validation of 100% of the data in such a lot to determine
exactly which would be rejected? This issue must be addressed
prior to approval of a data validation plan.

Page

Page

Page

Page

Page

Page

Page

ifi mmen

1, last sentence: Redefining "100% validation" is
misleading and inappropriate; instead this definition should

~only be applied to the term " graded validationr.

'3j'second sentence: Only one example is given here for
‘highly sensitive projects that would continue to be 100%

validated. A more complete list of such projects must be

~included either here, or as an attachment to this document.

3, Section 4.5: This section states that some data will not
be validated, but is vague about the non-historical types of
data to which this applies. A more specific list of these
data types must be included. In addition, this section must
more clearly state whether there would be any validation at
all of these types of data.

4, Section 4.8, third sentence: It is stated here that
"lots" will be randomly selected every month, but this does
not agree with the ‘definition of a lot and the number of
required inspections shown in Table 1. The sentence makes
sense if "lots" is replaced with "SDGs". In addition, this
sentence and Table 1 must be corrected so that the basis for
numpbers of SDGs selected is the number of SDGs putput by a
lab in a month rather than the number of SDGs submitted to
the lab in a month.

4, Section 4.8: The IAG does not mandate a 30-working day
turnaround for wvalidation activities, it mandates a 21-
working day turnaround for validation. It also lists a 63-
working day time limit for laboratory turnaround regardless
of whether it is radiochemistry or general chemistry. -
Therefore, the statement that this plan will allow a 90-day
turnaround for wvalidated radiochemical data from time of
shipment to completion of validation is only acceptable if
this means 90 calendar days. This must be clarified and -
approval can only be granted for a plan that will allow for
21-working days for validation activities and a total of 84-
working days from time of shipment of samples from the site
to completion of validation. :

4, Section 4.9: A rationale ‘is needed to support the
statement that if 25% of a laboratory's SDGs are validated,
the other 75% is considered validated.

5, Section 4.12: In going from normal to reduced inspection

2



levels, is past performance considered at all or is three
consecutive accepted batches the only criteria? Going from
a tightened level to a normal level on the basis of one
accepted batch seems to be too lenient.

Page 5, Section 4.14: This should be clarified to state that all

SDGs at the sgame inspection level must be equally likely to

be inspected.

Page 9, Attachment 1: It is recommended that the following be
added to the checklist: 1) Failure to follow the holding
time, and 2) Deviation from propexr method. '

Pages 10-19, Attachments 2-4: There is no mention of the chains-
of-custody (COCs) in these checklists. These documents must
be included, as they describe what analytical method was
requested by DOE, and are also legally binding documents.

Page 14, Inspection Checklist for Inorganics: There is no
mention about laboratory control samples.

In summary, EPA encourages DOE to provide the additional
information cited above and make the necessary changes to this
document so that data validation can be made more efficient and
less costly, without sacrificing quality assurance and quality
control. If you have any questions regarding these matters,’
please contact Gary Kleeman of my staff at 294-1071.

Sincerely,

M=ol &

Martin Hestmark, Manager
Rocky Flats Project

cCc: Norma Castaneda, DOE
‘Gary Baughman, CDH - o ) ) ‘ -



