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- * 9-' EXECUTIVE SUMMARY"-

AUDIT NO. 92EA-VP-AU-01
OF THE VITRIFICATION' PROJECTS DIVISION (EM-343)

An audit was performed on July 20-24, 1992, to evaluate compliance to and
the effectiveness of the EM Vitrification Projects Division (EM-343)
Quality Assurance (QA) program as described in the EM-343 High-Level Waste
Quality Assurance Program Description, DOE/EM/WO/02, (QAPD) and the Stan-
dard Practice Procedures for Quality Assurance (SPPs). The audit team
evaluated the 11 QA program elements that are applicable to the EM-343
Headquarters activities.

The audit team commends EM-343 for the excellent progress that has been
made in implementing an effective QA program since the audit of the EM-343
QA program by the DOE Office of Civilian Radioactive Waste Management
(OCRWM) in August 1991. While several deviations were identified during
this audit and there is room for further improvement in the coming months,
the audit team was impressed with the maturity of the EM-343 QA program
that has been achieved to date.

The OCRWM audit conducted in August of 1991 concluded that only two (2) of
the 11 QA program elements that were evaluated at that time were Ef-
fective." In that audit, seven (7) of the 11 QA program elements were
"Ineffective' and two (2) were Indeterminate." In comparison, this audit
determined that none of the same 11 QA program elements were "Ineffective"
and only three (3) specific procedures were considered Indeterminate'
(i.e., peer reviews, annual assessments, and differing staff opinions &
allegations). The results of this audit can be summarized as follows:

1:
2:

2a:
3:
4:
5:
6:
7:

15:
16:
17:
18:

Organization
Quality Assurance Program
Training and Qualification
Design Control
Procurement Document Control
Instructions, Procedures, and Drawings
Document Control
Control of Purchased Items and Services
Control of Nonconforming Items
Corrective Action
Quality Assurance Records
Audits

Effective
Effective
Marginally Effective
Effective
Effective
Effective
Marginally Effective
Effective
Effective
Marginally Effective
Effective
Effective

In summary, except as noted in this audit report, the areas examined during
this audit were found to be in compliance with the requirements of the EM-
343 QAPD/SPPs and effectively implemented.
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AUDIT REPORT

AUDIT NO. 92EA-VP-AU-01
OF EM VITRIFICATION PROJECTS DIVISION (EM-343)

QUALITY ASSURANCE PROGRAM

VITRIFICATION PROJECT DIVISION OFFICES
GERMANTOWN, MARYLAND

JULY 20-24, 1992

I. AUDIT SCOPE

This audit evaluated compliance to and the effectiveness of the EM
Vitrification Projects Division (EM-343") Quality Assurance ("QA") program
as described in the EM-343 High-Level Waste Quality Assurance Program
Description, DOE/EM/WO/02, ("QAPD") and the Standard Practice Procedures
for Quality Assurance ("SPPs").

1. LIMITATIONS:

The following limitations should be noted regarding the scope of this
audit:

a. This audit only addressed the Vitrification Projects Division (EM-
343) located in Germantown, MD; it did not evaluate the Field
Offices.

b. This audit only addressed the QA/programmatic aspects of EM-343;
it did not evaluate EM-343 from the standpoint of technical ade-
quacy. It should be noted, however, that each of the auditors has
at least a bachelor of science degree in an engineering dis-
cipline, and several are registered professional engineers. As
such, the audit team, individually and collectively, has the back-
ground to understand the quality of the work products evaluated
during this audit from both a technical and QA-related standpoint.

c. The following QA program elements of the EM-343 QAPD were not
evaluated during this audit since they are implemented by the
Field Offices rather than by EM-343:

Section 8: IDENTIFICATION AND CONTROL OF ITEMS
Section 9: CONTROL OF PROCESSES

Section 10: INSPECTION
Section 11: TEST CONTROL
Section 12: CONTROL OF MEASURING AND TEST EQUIPMENT
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Section 13:
Section 14:

HANDLING, STORAGE, AND SHIPPING
INSPECTION, TEST, AND OPERATING STATUS

2. PROGRAMMATIC REQUIREMENTS:

The following QA program elements of the EM-343 QAPD were evaluated during

this audit with respect to implementation and effectiveness:

Section 1:
Section 2:
Section 3:
Section 4:
Section 5:
Section 6:
Section 7:
Section 15:
Section 16:
Section 17:
Section 18:

ORGANIZATION
QUALITY ASSURANCE PROGRAM
DESIGN CONTROL
PROCUREMENT DOCUMENT CONTROL
INSTRUCTIONS, PROCEDURES, AND DRAWINGS
DOCUMENT CONTROL
CONTROL OF PURCHASED ITEMS AND SERVICES
CONTROL OF NONCONFORMING ITEMS
CORRECTIVE ACTION
QUALITY ASSURANCE RECORDS
AUDITS

Selected personnel within EM-343 and the support contractors (i.e.,
BDM/SAIC; MACTEC; and PDC) were interviewed, and applicable records and

files pertaining to the above QA- program elements were reviewed by the
audit team members.

3. PROGRAM-DEFINING DOCUMENTS:

The QA Program requirements and implementation documents listed below were
used as the basis for this audit:

a. Office of Civilian Radioactive Waste Management ("OCRWM" or "RW")
Quality Assurance Requirements Document (QARD"), RW-0214, Rev-
ision 4, and ICN 4.1

b. OCRWM May 8, 1992, draft Quality Assurance and Requirements
Description (used as "look-ahead" guidance)

c. EM-343 Quality Assurance Program Description, DOE/EM/WO/02, Rev-
ision 1

d. EM-343 Standard Practice Procedures for Quality Assurance
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II. AUDIT PARTICIPANTS

1. Audit Manager: J.T. Conway QA Program Manager, EM-343

2. Audit Team:

T.R. Colandrea, Colandrea & Associates, Inc. Audit Team Leader
G.S. Braun, Colandrea & Associates, Inc. Auditor
C.R. McFarland, Independent Consultant Auditor
W.M. Morrison, Independent Consultant Auditor
P.S. Stuart, Colandrea & Associates, Inc. Auditor

3. Observers:

W.L. Belke, NRC
R.D. Brown, CER, (RW-3)
C.D. Morell, CER, (RW-3)
J.G. Spraul, NRC

4. Personnel Contacted:

A listing of the persons who attended the Pre-Audit Conference and Post-
Audit Conference is provided in Attachment 1 to this report. Also iden-
tified in the listing are personnel contacted during the audit.

III. PRE-AUDIT CONFERENCE

The audit team held a pre-audit conference on July 20, 1992, at 8:00 am.
Mr. Ken Chacey, Division Director, Vitrification Projects Division, EM-343,
presented the opening remarks and introduced the attendees at the meeting.
He also presented an overview of the EM-343 QA program including a discus-
sion of the DOE/EM organization; EM-343 QA program goals; hierarchy of the
EM-343 QA controlling documents; EM-343 QAPD; QA implementing procedures;
EM-343 management QA responsibilities; and the status of the EM-343 QA
program. Mr. Tom Colandrea, Audit Team Leader, reviewed the audit scope
including the controlling documents and the criteria to be evaluated. He
also discussed the definition of the term "audit"; the difference between
quality system adequacy, quality system implementation and quality system
effectiveness; observer protocol; and the manner in which audit results
would be categorized. Remarks were invited from the NRC and the RW obser-.
vers. Identification of escorts and audit contacts were arranged and the
meeting came to a close at 9:30 am.
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IV. POST-AUDIT CONFERENCE

The audit team held a post-audit conference on July 24, 1992, at 2:00 pm.
Mr. Tom Colandrea, the Audit Team Leader, presented a summary of the audit
team's findings including a discussion of good practices/positive points,
deviations, and observations/recommendations. The results of the audit were
also discussed in terms of the extent to which each QA program element
within the applicable sections of the EM-343 QAPD was considered effective
by the audit team. The audit team summarized the status of the EM-343 QA
program by indicating that (a) EM-343 is to be commended for the excellent
progress that has been made since August 1991 in implementing an effective
QA program, and (b) while there is room for further improvement in the
coming months, the audit team was impressed with the maturity of the EM-343
QA program that has been achieved to date. Comments were then invited from
the NRC and the RW observers. The timing for issuing the audit report was
discussed and the meeting came to a close at 2:45 pm.

V. GOOD PRACTICES/POSITIE POINTS

1. Commitment Trackin & Revorting System: The audit team was impressed
with the Commitment Tracking and Reporting System ("CTRS") used by EM-
343 for tracking EM-343 evaluation and assessment ("E&At) activities. A
CTRS report is issued on a monthly basis and provides meaningful
visibility to EM-343 management regarding the current status of E&A
activities (e.g., audits) and findings (e.g., DCARs).

2. Cooperative. "Can-Do" Attitude: Throughout the course of the audit, the
audit team observed a cooperative, "can-do" attitude on the part of EM-
343 and contractor support personnel. This was displayed in the rapid
response to requests for information from the audit team and the timely
action taken during the audit to address potential problem areas.

3. Emeraing Team Sirit: The audit team observed what appeared to be an
emerging team spirit between all concerned within the EM-343/support
contractors staff. This was exemplified in terms of more of a we"
attitude rather than the "they" posture which reportedly was the stance
taken in the not-too-distant past within and between the EM-343/support
contractor organizations.

1 Strictly speaking, a deviation' is limited to a departure from specified requirements.
Within this report, however, the term deviation' is used in a broader context to describe any
condition adverse to quality.
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4. Appropriate OA Emphasis: The audit team was pleased to note that EM-343
management places considerable emphasis regarding the responsibility
for effectively implementing the QA program on those doing the work
rather than on the QA Program Manager ("QAPM"), QA Specialists or other
QA staff. This approach was readily apparent to the audit team during
discussions with EM-343 personnel.

VI. DEVIA!IONS AND OBSERVATIONS/RECOMENDATIONS

1. DEVIATIONS:

The following three (3) deviations were identified during this audit:

a. Lead Auditor Certification Process: Problems were en-
countered with the Lead Auditor certification process as
administered by EM-20 and described in QAP-EM-1-2.1 for
Lead Auditors within EM-343: (1) out of a sample of five
EM-343 Lead Auditor certifications, two contained errors
which invalidated the certification; and (2) QAP-EM-1-
2.1 does not address a provision in the applicable RW re-
quirements for each prospective Lead Auditor to have par-
ticipated in at least one nuclear QA audit within the
year prior to the date of qualification. A Deviation and
Corrective Action Report ("DCAR") was issued to address
this condition adverse to quality (see DCAR 92EA-VP-AU-
01-01, Attachment 2 to this Audit Report).

b. SPP Training: Training regarding the June 1992 revisions
to the Standard Practice Procedures was not given to all
personnel within EM-343/support contractors whose ac-
tivities affect quality. This was caused by an ad-
ministrative error in that the SPP controlled distribu-
tion list was used for issuing reading assignments
rather than referring to the Training Needs Matrix. A
DCAR was not issued to address this condition adverse to
quality since it was corrected during the course of the
audit: specifically, training in the form of reading
assignments was performed during the audit for those
additional EM-343/support contractor personnel who req-
uire training on the June 1992 SPP revisions.
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c. Storaae of Training and Oualification Records: The EM-
343 training and qualification records had not been
placed into the Records Center (and therefore had not
been provided the protection of dual records storage)
nor had they been afforded the protection of a one-hour
fire-rated container required for temporary storage. A
DCAR was not issued to address this condition adverse to
quality since it was corrected during the course of the
audit: specifically, copies of the EM-343 training and
qualification records were placed into the Records
Center during the audit.

None of these deviations was considered to be a significant condition
adverse to quality.

2. OBSERVATIONS/RECOMMENDATIONS:

During the course of the audit, a number of observations related to the EM-
343 QA program were identified by the audit team and documented in the
audit checklists. Of these, the following observations and recommendations
deserve particular attention by EM-343 management:

a. Organization: Section 1.1.4 of the EM-343 QAPD requires
that the QAPM have no other duties or responsibilities
that could compromise the independence required in
managing the EM-343 QA Program. It was not possible to
verify this from a review of the position description
for the QAPM since the duties assigned in his position
description are extremely broad (including the statement
"Perform other duties as assigned"). It is recommended
that EM-343 consider clarifying the assigned duties in
the QAPM's position description or SPPs to remove any
possible question about conflicting responsibilities.

b. Resolution of Differences of Opinion: An apparent con-
flict exists between Section 1.3 of the EM-343 QAPD,
which requires that differences of opinion involving QA
matters be brought to the EM-343 Division Director for
resolution, and SPP 10.03, which requires that differing
opinions (including those relating to QA matters) be
documented and submitted to his or her manager for
resolution. During the course of the audit, the EM-343
Division Director agreed to resolve this apparent con-
flict.
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c. Criteria for Stonning Work: Regarding Stop Work Orders
("SWOs"), the only criteria within SPP 5.03 for stopping
work appears to be that contained in the definition for
"Unsatisfactory Condition," Section 3.b.(1). This defin-
ition by itself does not appear to be sufficiently
definitive to satisfy the intent of Section 1.5 of the
EM-343 QAPD nor to guide the users of this SPP in a
meaningful manner. Also, this definition appears to set
too low a threshold for stopping work because it covers
unsatisfactory work that would be routinely handled by
nonconformance control procedures, not by SWOs. It is
recommended that EM-343 consider including more precise
criteria, possibly with examples, in SPP 5.03.

d. Stop Work Authority: SPP 5.03 requires that the QAPM
obtain the concurrence of the EM-343 Division Director
in order to issue a SWO. It is recommended that EM-343
consider establishing provisions giving the QAPH the
authority to elevate SWO disagreements to a higher level
if necessary.

e. Distribution of Comoleted "Emplovee Differing- Staff
Opinion/Allegation Form": In SPP 10.03, the completed
"Employee Differing Staff Opinion/Allegation Form"
("Form") is considered significant enough to be main-
tained in the quality records system. However, the EM-
343 Division Director is not required to review or even
receive a copy of the completed Form (i.e., he only
receives the Form if the originator of the Form is not
satisfied with the Program Manager's proposed resolution

Section 4.b.(5)). During the course of the audit,
the EM-343 Division Director agreed that a copy of each
completed Form should be sent to him.

f. Records Regardina Differina Staff Oinions/Allegations:
SPP 10.03 provides for records to be generated regarding
differing staff opinions and allegations but does not
specifically state who processes these records when the
concerned individual works for the Systems Engineering
Program Manager (who doesn't appear to have a QA
Specialist assigned to him). It is recommended that EM-
343 consider clarifying the issue as to who processes
the records generated by SPP 10.03 for Systems En-
gineering.
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g. Role of the OAPD in Providina Implementina Details: The
EM-343 QAPD contains provisions and implementing
instructions that are not addressed in the SPPs. The EM-
343 Division Director indicated that it was his intent
that the EM-343 QAPD provide implementing instructions
to EM-343 personnel when separate implementing details
are not provided in an SPP. Based on discussions with EM-
343 personnel (including the instructor who provides the
training regarding the EM-343 QAPD) this intent does not
appear to be well understood by the users of the QAPD.
In part, this may be attributable to a statement within
Section 0.3 of the EM-343 QAPD which indicates that the
QAPD only provides descriptions of the QA program re-
quirements. Also, the approved instructor's notes on
page 2 for course number SPP FY 92-01, Revision 0,
states: "The commitments of the QAPD are implemented
through the Standard Practice Procedures." It is recom-
mended that EM-343 consider clarifying the QAPD so that
the users understand the intent as expressed by the EM-
343 Division Director. It is also recommended that EM-
343 consider including statements from the QAPD in
selected SPPs in those cases where they are needed to
provide complete instructions within the SPPs.

h. Time-Line Secifics in SPPs: There were several instan-
ces within the SPPs where it was vague as to specifical-
ly when certain actions were to be performed. For ex-
ample, SPPs 3.01, 4.01, 8.02, and 8.03 identify who is
required to perform certain actions but do not specifi-
cally indicate when these actions are to be performed.
SPP 3.01, for instance, states that the QAPM "Con-
solidates the EM-343 training requirements and prepares
and annually updates a Training Needs Matrix...." (em-
phasis added). It is recommended that EM-343 consider
including time-line specifics where they are needed to
adequately describe when certain actions are to be
performed.

i. Standard Practice Procedures: SPP 2.01 provides for a
two-year review cycle for the SPPs. The audit team felt
that this was an unrealistically long cycle, considering
the typical pace with which changes take place. It is
recommended that EM-343 consider shortening the review
cycle to an annual basis.
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j. Effective Date of Revisions to OAPD and SPPs: During the
course of the audit, it was determined that the effec-
tivity dates for Revision 1 of the EM-343 QAPD (issued
on June 4, 1992) and the SPPs that were distributed on
June 25, 1992, were not clearly defined. Furthermore,
there did not appear to be a uniform understanding
within EM-343 as to when these documents actually became
effective (i.e., did they become effective on the date
they were revised? ...on the date they were distributed?
... on some other date?). To address this matter, the EM-
343 Division Director issued two memos on July 21, 1992.
In one, the effective date for the EM-343 QAPD was es-
tablished as July 13, 1992. In the other, the effective
date of the revised SPPs was established as July 20,
1992. It was agreed that future issues of controlled
documents would identify effectivity dates.

k. Indoctrination & Training: Section 2.1.7 of the EM-343
QAPD requires that personnel assigned to perform ac-
tivities that affect quality receive appropriate in-
doctrination and training. SPP 3.01 entitled "Training
Needs Assessment" appears to be responsive to this
requirement. For example, the Purpose and Scope section
of this SPP states: To provide instructions and assign
responsibilities and actions for developing and main-
taining a training needs matrix to identify the training
that employees performing quality affecting activities
need in order to maintain proficiency." In practice,
however, the audit team observed several instances where
EM-343 personnel (including contractors) who perform
activities affecting quality had not been systematically
identified and trained (e.g., see the deviation on SPP
training described earlier in this report). It is recom-
mended that EM-343 consider applying the controls within
SPP 3.01 in a more rigorous manner in order to assure
that personnel performing activities affecting quality
are appropriately identified and trained.

1. Effectiveness of Indoctrination: Although indoctrination
on Revision of the EM-343 QAPD was provided to EM-343
personnel, copies of the QAPD were not furnished to
personnel attending these sessions. The audit team felt
that the effectiveness of this training would have been
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improved if the attendees had received a copy of the
QAPD for review either before or during the training
session. It is recommended that, in the future, EM-343
consider providing copies of relevant documents to
personnel attending indoctrination or training sessions
prior to the start of the sessions.

m. Evaluation and Assessment Schedules: The quarterly E&A
Schedules are not always issued in a timely manner. For
example, the latest schedule was not issued before much
of the period covered by the schedule had passed. It is
recommended that EM-343 consider issuing each E&A
Schedule prior to the start of the time period addressed
in the schedule.

The effectiveness of the E&A Schedules is also impacted
by not always reflecting specific dates for evaluations
and assessments within the schedules and difficulty in
obtaining the required information from the Field Of-
fices. It is recommended that EM-343 consider taking
steps to obtain the required information from the Field
Offices in a more timely manner and to make the E&A
schedules more date-specific.

The audit team also questioned the value of the annual
evaluation and assessment schedule since it did not
appear that it would be very informative toward the end
of the one-year time period described within it. During
the course of the audit, EM-343 management agreed to
issue the annual evaluation and assessment schedule on a
"rolling' three-month basis in order to provide an on-
going schedule of evaluations and assessments that looks
ahead at least nine months into the future.

n. OA Proaram Progress and Status Reports: Section 3.a. of
SPP 8.03 specifies that a summary of required management
and QA overview results will be included in QA Program
Progress and Status Reports. This summary was not fully
provided in the QA Program Progress and Status Report
for the period January 1, 1992, through March 31, 1992.
Several other aspects of this report could also have
been improved. For example, the input prepared for the
report concerning the Defense Waste Processing Facility
was not in a format similar to Attachment A of SPP 8.03
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(as specified in Section 4.a.(3) of SPP 8.03). Further-
more, other than listing the number of findings, the
attachments to the report concerning Field Office ac-
tivities did not contain enough detail to give a clear
indication of overall status. It is recommended that EM-
343 consider changing the format and content of the QA
Program Progress and Status Reports to make them more
useful to EH-343 management and more in line with the
objectives of SPP 8.03.

o. Timely Closure of DCARs: During the course of the audit,
it was observed that some of the DCARs have been open for
up to two (2) years (it should also be noted, however,
that EM-343 management has good visibility regarding the
status of the open DCARs through the Commitment Tracking
and Reporting System). EM-343 should strive to reduce
the length of time that DCARs remain open. It is recom-
mended that EM-343 consider (1) establishing realistic
target dates for closure of DCARs; (2) issuing a
separate DCAR for each new deviation rather than cou-
pling the new deviation to a DCAR that has already been
issued for the same/similar problem during a previous
audit or surveillance; (3) allowing DCARs to be closed
prior to verification of the corrective action described
within it (in the past, DCARs have been held open until
all corrective action for that DCAR has been
accomplished, even if those actions may not take place
for many months); and (4) escalating open DCARs to
successively higher levels of management the longer the
DCAR remains open.

p. Trend Analysis: The results of trend analysis do not
appear to provide EM-343 with consistently useful data.
It is the audit team's understanding that EM-343 will be
revising their approach to trending shortly to address
this area. EM-343 management also indicated that it will
address the audit team's recommendation that trend
analysis be performed by a few qualified" people in
order to categorize the input data in a consistently
acceptable manner.

q. Criteria for Timely Storage of ualitv Records: In the
opinion of the audit team, the current practice employed
by EM-343 for entering documents into the QA records
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system does not always appear to be timely and could
possibly result in records not being adequately protec-
ted. Specifically, in many cases, EM-343's practice is
to only declare a ackage of documents as a QA record
when the package has been completed rather than to treat
the individual documents within the package as QA
records prior to that time. For example, in the case of
an audit, EM-343 has tended to only consider the com-
pleted audit package (i.e., audit plan, filled-out check-
lists, report, closed-out DCARs, etc.) as a QA record.
The audit package is only officially considered to have
been completed" when the EM-343 Division Director signs
a closure memo for the audit.

The problem with this approach is that the individual
documents that make up the document package remain
outside the QA records system until the package is
complete. In the case of an audit, this would not take
place until the audit is closed which, in some cases,
could take a matter of years. For example, the audit
team noted that one audit file was still open after two
years while waiting for the DCARs from that audit to be
closed out. In the interim, the individual documents
making up a document package are not placed into the
Records Center in a timely manner (and are therefore not
provided the protection of dual records storage).
Similarly, they are not afforded the protection of a one-
hour fire-rated container required for temporary storage
of quality records. In order to assure that quality-
related documents are not inadvertently lost, destroyed,
or damaged, it is recommended that EM-343 consider
taking action whereby the individual documents are (1)
processed into the records system in a timely manner; or
(2) maintained in a one-hour fire-rated container while
waiting to be assembled into a records package.

r. Administration of Personnel Certification. Oualification
and Trainina Records: Section 3.a of SPP 3.05 requires
that documentation be prepared to support certification
of personnel qualification. Not all of the documentation
needed to accomplish this was located in one place
within the EM-343 training files. John LeVea indicated
that this matter is in the process of being addressed.
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VII. QA PROGRAM CONTROLS CONSIDERED INDETERMINATE

During the course of the audit, the audit team identified several controls
where it appeared that sufficient work had not been done to determine
whether or not the control had been effectively implemented. The controls
which were rendered Indeterminate" in this regard are the following:

1. SPP 4.08 - Administration and Conduct of Peer Reviews: No peer reviews
have been performed within the past 12 months.

2. SPP 8.02 - Annual Assessment of the OA Program: No management assess-
ments have been performed within the past 12 months.

3. SPP 10.03 - Differing Staff Otinions and Allegations: There have been
no differing staff opinions or allegations within the past 12 months.

VII. QA PROGRAM EFFECTIVENESS

Based on the results of this audit, the extent to which the EM-343 QA
program has been effectively implemented can be summarized as follows:

1. Organization Effective

2. Quality Assurance Program Effective

2a. Training and Qualification Marginally Effective

"Marginally Effective" due to the followings
a. Problems with Lead Auditor Certification (see

DCAR 92EA-VP-AU-01-01, Attachment 2);
b. Several instances where personnel performing

activities affecting quality have not always
been systematically identified and trained
(e.g., not all the appropriate personnel had
been trained in the June 1992 SPP revisions);

c. Attendees at a QAPD Revision I orientation
were not given copies of the document.

3. Design Control Effective

4. Procurement Document Control Effective
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5. Instructions, Procedures, and Drawings Effective

6. Document Control Marginally Effective

"Marginally Effective" due to the following:
a. Outdated procedures were in use at Bellmead

Records Center;
b. The effective dates of the QAPD and SPPs were

neither clearly defined nor understood.

7. Control of Purchased Items and Services Effective

15. Control of Nonconforming Items Effective

16. Corrective Action Marginally Effective

"Marginally Effective" due to the following:
a.DCARs remained open for long time periods.

17. Quality Assurance Records Effective

18. Audits Effective

In summary, except as noted in this audit report, the areas examined during
this audit were found to be in compliance with the requirements of the EM-
343 QAPD/SPPs and effectively implemented.

IX. CONCLUSIONS

EM-343 is to be commended for the excellent progress that has been made in
implementing an effective QA program since the time of the audit of the EM-
343 QA program by OCRWM in August 1991. While there is room for further
improvement in the coming months, the audit team was impressed with the
maturity of the EM-343 QA program that has been achieved to date.

X. AUDIT OBSERVER INQUIRIES

During the audit, observers from the NRC and OCRWM presented inquiries to
the Audit Team Leader regarding questions and concerns of interest to them.
Each inquiry, whether verbal or in writing, was addressed to the satisfac-
tion of the observer who raised the issue. A listing of the observer
inquiries is provided in Attachment 3 to this report.
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XI. AUDIT TEAM MEMBERS CONCURRENCE:

T.R. Colandrea,.Audit Team Leader

a7 e/9
Date

G.S. Bra , Audit Team Member Date

e- of
C.R. McFailand, Audit Team Member

>-z -Z 2
Date

/tV4lw ( i
W.M. Morrison, Audit Team Member Date

P.S. Stuart, Audit Team Member Date
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AITACHMENT 1

LIST OF AUDIT MEETING ATTENDEES AND CONTACTS

A - ATTENDED PRE-AUDIT CONFERENCE
B ATTENDED POST-AUDIT CONFERENCE

C CONTACTED DURING AUDIT

NAME ORGANIZATION a

J.
M.
R.
W.
C.
G.
R.
K.
T.
J.
S.
B.
A.
B.
R.
B.
T.
J.
D.
B.
V.
J.
D.
T.
J.
J.
D.
B.
C.
T.
C.
C.

ALLISON
ANDERSON
BAEZA
BELKE
BETTS
BRAUN
BROWN
CHACEY
COLANDREA
CONWAY
CRAWFORD
CREVASSE
DASTI
EASTHAM
ERICKSON
GREENE
GUTMANN
HENNESSEY
HICKS
HOBACE
KAMINSKY
KNIGHTLY
KOUTSANDREAS
LANDY
LEFMAN
LEVEA
LOWDER
McCLANAHAN
McFARLAND
McINTOSH
McKEE
MORELL

DOE/EM-343
BDM/SAIC
BDM/SAIC
NRC
PDC
COLANDREA & ASSOC.
DOE-RW-3(CER)
DOE/EM-343
COLANDREA & ASSOC.
EM-343
BDM/SAIC
MACTEC
BDM/SAIC
BDM/SAIC
EM-343

BDM/SAIC
DOE/EM-343
EM-343
MACTEC
BDM/SAIC
PDC
PDC
DOE/EM-343
EM-343
BDM/SAIC
BDM/SAIC
MACTEC
BDM/SAIC
CONSULTANT
EM-343
MACTEC
DOE-RW-3(CER)

x x
x

x
x

x
K
x
x
x
K
x
x
K

K
x
x
x
x
K
x
K
K

x
X

x
x

X
X
X
X
x
x
X
x
x
X
X
x

x
x

X
x

x

X
X

x
x
x
x
x
K
K

x
x
x

x
x
x
x

x
x
x
x

x
x
x
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EM-4~ AUDIT NO. 92EA-VP'U-01

ATTACHMENT 1
(CONTINUED)

LIST OF AUDIT MEETING ATTENDEES AND CONTACTS

A - ATTENDED PRE-AUDIT CONFERENCE
B ATTENDED POST-AUDIT CONFERENCE
C = CONTACTED DURING AUDIT

ORGANIZATION a

D. MILLER
W. MORRISON
C. PAYTON
M. RAWLINGS
L. SIRIANNI
J. SMITH
J. SPRAUL
D. STOCKMAN
D. STROTHER
P. STUART
B. TORO
0. TRUSKETT
L. WADE
J. YOCUM

BDM/SAIC
CONSULTANT
PDC
DOE/EM-343
BDM/SAIC
PDC
NRC
BDM/SAIC
PDC
COLANDREA & ASSOC.
BDM/SAIC
EM-343
MACTEC
BDM/SAIC

x
x
x
x
x
x
x
x
x
x

x
x
x
x
x
x
x
x
x
x
x
x

x

x

x
x
x
x
x

x
x
x
x

x
x
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ATTACHMENT 2

Devbdtion Corrective Action RepoW(DCAR)

DCAR No. 92EA-VP-AU-01-01 Revision 0

Dale of discovery 7/22/92 Evaluated Organization EM-341 

Evaluated Organization Representative John LeVea

Remedial action taken immediately See attached

Activity Lead Auditor Certification Location EM-343 Offices. Germantown

Requirement(s) not met See attached

Deviation description See attached

Corrective Actions Required: Yes No
- Root cause analysis . x
- Action to prevent recurrence x
- Action regarding similar work x

ProvideResponseby: Within 0 days from receipt of audit report

Evaluator Date 7/22/c2

Proposed Corrective Actions

Scheduled completion date

Evaluated Organization Representative_ Date

Evaluation of Proposed Corrective Actions Acceptable
Comments Unacceptable

OA Specialist Date

Program Manager . Date

OA Program Manager Date -

Corrective Actions Complete:
Verified by Date

Program Manager Date
Verification Approved
Division Director Date

SPPS.01A1MI/23S2
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DrAR NO. 92EA-VP-AU-01

Requirement(s) Not Met:

(1) Section 2 of the OCRWM Quality Assurance Requirements Document, DOE/RW-
0214, dated October 1990, states in part: The provisions of QA-1
Basic Requirement 2; Supplements 2S-1, 2S-2, 2S-3, and 2S-4; ... shall
apply with the following clarifications and amplifications." There are
no clarifications or amplifications regarding Supplement 2S-3 of NQA-1
("Supplementary Requirements for the Qualification of Quality Assurance
Program Audit Personnel") and, therefore, it is applicable to EM-343.

(2) Section 3.4 of Supplement 2S-3 of NQA-1 entitled "Audit Participation"
states: "The prospective Lead Auditor shall have participated in a
minimum of five (5) quality assurance audits within a period of time
not to exceed 3 years prior to the date of qualification, one audit of
which shall be a nuclear quality assurance audit within the year prior
to his qualification."

(3) Section 2.1.7 (3) of the EM-343 QAPD, Revision 1, dated June 4, 1992,
states in part: EM-343 personnel serving as lead auditors or auditors
are qualified in accordance with ASME NQA-1, Supplement 2S-3 and Appen-
dix 2A-3."

(4) Section 3.a. of SPP 3.03, Revision 1, entitled "Qualification of
Quality Assurance Audit Personnel", states in part: EM-343 Quality
Assurance Audits are led by DOE personnel who are qualified and cer-
tified as Lead Auditors by the Environmental Restoration and Waste
Management Office of Quality Assurance and Quality Control (EM-20) in
accordance with procedure QAP-EM-1-2.1."

Deviation Description:

(a) Contrary to the above, it was not apparent from the EM-20 Lead Auditor
certification documents that either J.E. Hennessey or D.E. Miller had
participated in a minimum of five (5) quality assurance audits within a
period of time not to exceed 3 years prior to the date of
qualification. In the case of J.E. Hennessey, one of the five entries
listed on the certification form was a surveillance instead of an audit
(EM-343 was able to subsequently produce objective evidence indicating
that Hennessey had participated in an additional audit within the 3-
year time period that had not been listed on the certification form).
In the case of D.E. Miller, three of the five entries listed on the
certification form were for audits that exceeded the 3-year time limit
(i.e., he had participated in these three audits longer than 3 years
prior to the date of qualification).

(b) Contrary to the above, the EM-20 procedure QAP-EM-1-2.1 does not
contain a provision requiring that the perspective Lead Auditor par-
ticipate in at least one nuclear quality assurance audit within one
year prior to qualification.
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EM-kd AUDIT NO. 92EA-V]iJAU-O1

ATTACIENT 3

LIST OF OBSERVER INQUIRIES

Effectivity Date: What is the effectivity date of the EM-343 QAPD and the
SPPs? The date it was issued? Some other date? In response to this ques-
tion, the EM-343 Division Director issued two (2) memos which specifically
defined the effectivity dates for these documents.

Verification of Education and ExDerience: How does EM-343 verify the stated
education and experience of personnel performing quality affecting ac-
tivities? Although the process varies from one support contractor to
another, each approach appeared to achieve effective results.

Lead Auditor Certification: (1) How does EM-343 review and approve outside
Lead Auditor certification records? A review of the specific elements
required by'NQA-1 for Lead Auditor certification is performed by EM-343. As
a case in point, EM-343 reviewed the credentials of the Lead Auditor for
this audit (T.R. Colandrea) to determine if they were satisfactory. (2) How
does EM-343 control the EM-20 Lead Auditor certification procedure? Other
than reviewing this procedure to determine if it meets EM-343's needs, EM-
343 doesn't "control' the procedure, per se. (3) Is there objective
evidence of the Lead Auditor examination contents for Hennessy, Dasti,
Stockman, Miller, etc.? Copies of objective evidence regarding the type(s)
of Lead Auditor examination (i.e., oral, written, etc.) were generally
found in the files for these individuals. Objective evidence regarding the
content of these examinations was generally lacking from the files (this is
not at all uncommon, given the requirement to maintain the integrity of
these examinations through appropriate confidentiality of files).

West Valley Audit Team Training and ualifications: (1) Have the auditors
for the upcoming West Valley audit (during the week of July 27, 1992) been
trained to the current revisions of applicable SPPs (including the the June
revision to SPP 4.02)? All of the auditors for the West Valley audit had
been trained to the latest revisions of applicable SPPs prior to start of
the audit. (2) Did the Lead Auditor for the West Valley audit review the
qualifications of the West Valley audit team? There was objective evidence
that the QAPM specifically reviewed the qualifications of the West Valley
audit team; the Lead Auditor for the West Valley audit was not available to
determine if he had also done this.
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*Tiend Analysis: (1) Dn the Trend Report Data bre~& apart the Field Office
activities from EM-343 Headquarters activities? No, this isn't currently
done, although changes in this area are being evaluated. (2) To what extent
are the results of trending being used by EM-343? It was not clear to the
audit team that EM-343 was applying the information gained from the trend
analyses that have been performed to date. On the other hand, it was not
necessarily apparent to the audit team that these analyses were resulting
in any meaningful trends that were worthy of being applied.

Lifetime Records: Why doesn't Revision 1 (April 20, 1992) of the SPP
Working File Index/Active not list any of the records as "Lifetime Records"
but instead shows each record on the index as "on-Permanent"? The audit
team determined that none of the records shown on the index are Lifetime
Records" since they are not needed to provide objective evidence as to the
quality of the waste form or waste form process. Furthermore, even though
the records on the index are designated as Non-permanent," they will all
be turned over to OCRWM at the conclusion of the three-year EM-343 holding
period. In this manner, OCRWM can retain any/all of these records for a
longer period if they feel it is appropriate to do so at the time.

Qualification Audit: What is the significance of the term "Qualification
Audit" as used by EM-343 management? This is an internal term used within
EM-343; it is not to be confused with the same term that has been used by
OCRWM in the past to describe the process used by OCRWM back then to review
and approve Participant QA programs.

Review for Technical Adecuacy: Are EM-343 audits and surveillances addres-
sing the technical adequacy of procedures, etc. as required by the QAPD?
The audit team determined that technical adequacy had been reviewed to what
appeared to be a satisfactory extent during previous audits and surveillan-
ces.
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