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SATISFACTORY FINDINGS:

GED CARs issued from 2004 to date (mid 2007) were evaluated on the level of the effectiveness of
corrective actions undertaken to preclude recurrence of identified problems. A continued recurrence of
like or similar issues, or an observed potential for such recurrence, could possibly indicate a less than
desirable level of corrective action effectiveness and a possible weakness in the GED QA program.
This review has concluded that no such situation is currently evident and that the GED corrective action
system appears to fulfill its intended purpose.

Seven CARs were generated in the studied time period; one each in 2004 and 2007 and five issued
concurrently during the 2005 CNWRA internal QA audit. A few of the 2005 CARs appear to be of a
somewhat lesser significance than the others. It appears possible that if the same problems had been
identified under different circumstances they may not have met the usual criteria for the issuance of a
CAR. Indeed, none of the problems identified in the seven CARs appear to be at a level of significance
that could be considered critical; that is, that would actually or potentially affect the overall adequacy,
implementation, or effectiveness of the QA program or the quality of GED work products. Given the
reviewed time period of 372 years, even seven issues of a somewhat higher level of significance may
not be evidence of ineffectiveness if corrective actions resulted in corresponding quality improvement.

The seven CARs are summarized below:

2004-01

This CAR identified the use of several software programs that were not under GED control/validation.
Corrective action included the necessary control/validation of the subject software, procedure revision,
staff training, and a documentation improvement. No re-submittal of deliverables was necessary.
Software use is specifically surveilled at least four times per year and is also randomly evaluated during
GED organizational surveillances. Only individually isolated occurrences have been subsequently
identified. Another CAR (2005-4) did identify similar software problems but at a much lower level of
significance and most of the issues raised had been appropriately dealt with by this CAR (see below).

2005-01

Failure to issue nonconformance reports (NCRs) for out of calibration measuring and test equipment
(M&TE) was the subject of this CAR. Corrective actions included the issuance of the necessary NCRs
and the assignment of a full-time calibration custodian to coordinate this process for the Division.
Subsequent assessments have reported that assigning this primary responsibility to a single individual
has greatly improved the overall management of M&TE. Also see 2005-03 below.
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2005-02

Sample control issues, mostly concerning sample labeling, resulted in this CAR. While additional
sample control problems have been identified in a subsequent CAR (see 2007-01 below), the issues
are somewhat different and do not appear to be a direct result of an ineffectiveness in the corrective
actions taken for this CAR. Note; a currently open NCR has identified possible similar issues that may
yet require an elevated level of management attention and which may affect the stated conclusion for
this subject area.

2005-03

This CAR identified inadequate labeling of M&TE. Corrective action included application of appropriate
labels and additional staff training. The assignment of a GED calibration custodian (see 2005-01
above) and an increased vigilance by staff has appeared to have eliminated this problem. No
subsequent assessment activities have identified similar issues.

2005-04

Most of the software management issues identified in this CAR were subsequently (and adequately)
explained or had been otherwise mitigated by earlier events. The originally identified problems do not
therefore appear to be evidence of an inefficiency of previous corrective actions in this area. Also see
2004-01 above.

2005-05

This CAR concerned personnel training issues, most of which turned out to be not as serious as first
perceived in the audit. No training issues of note have been subsequently identified. Training will be a
specific part of the next scheduled GED surveillance (for May 2007).

2007-01

The first CAR issued in over a year and a half concerned sample management for a narrowly defined

problem. Appropriate storage space allocation has been completed and this issue does not appear to
be directly related to the effectiveness of corrective actions for CAR 2005-02 (see above).
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