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As a result of Qualivty'Assurance (QA) Audit HQ-94-03, the audit team concluded that
the overall implementation of the EM-323 QA program in accordance with the e
OCRWM QARD (DOE/R.W/0333P) and EM-323 implementing procedures is effective.

This audit was conducted to review and assess the effectiveness of nnplementatlon of
EM-323 SPPs (Standard Practice Procedures) prepa.red in accordance with
DOE/RW/O333P requlrements .

The audit team examined ten QA Program Elements: Orgamzatlon QA Program,
Procurement Document Control, Instructions, Procedures, and Drawings, Document

" Control, Control of Purchased Items, Corrective Action, QA Records, Audits, and -

, Appendix A to DOE/RW/0333P.

Implementatron of six of the ten QA Program Elements audrted were determmed tobe
satisfactory, two were unsatlsfactory, one was marginal, and one had a lack of activity.

Four Correctrve Actlon Requests (CARs) were written to document those deficrencres o

~‘which cou]d not be corrected dunng the course of the audit.

Two deficrencres, requiring only remedral action, were corrected dunng the audit. One
deficiency was not processed as a CAR since resolutlon of a QARD Requlrements
Matnx comment is trackmg the condltron :

Four recommendations were written for EM-323 management consideration.

Progress has been made towards full comphance with DOE/RW/0333P OCRWM
" comments to the EM-323 QARD Requirements Matrix are currently in the process of ,
resolution; implementing procedures are being revised to reflect the new EM-323
orgamzatron, and the transition from DOE/RW/0214 to DOE/RW/0333P.

The audit team concluded that significant nnprovement has been made in the -
nnplementatlon of and compliance with the High Level Waste Division (EM-323) QA

* Program since the last OCRWM audit in January 1993. The principal areas of o
unprovement noted were in the areas of Records Management, Audrts and Trammg

The EM oversrght of vrtnﬁcatlon processes could be further cnhanced by conductmg
performance based audits of processes, activities, and items identified as important to
waste production and acceptance. In addition, increased focus should be placed on the
- technical adequacy of the end products being produced .
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SCOPE .
2.1 QA Program Elements

The following QA Program Elements were evaluated during the audrt in
~ accordance with the pubhshed audit schedule ‘

H

1 - Organlzauon ‘

2 - Quality Assurance Program

4 - Procurement Document Control- -

5 - Instructions, Procedures, and Drawmgs

6 - Document Control

7 - Control of Purchased Items and. Servrces

16 - Corrective Action , o .
17 - Quality Assurance Records - T L <

18 - Audits | : : -

DOE/RW/0333P Appendix A

' Requrrements were drawn ﬁom the OCRWM QARD (DOE/RW/0333P) and
BM—323 Standard Practice Procedures _

2.3 ~ Technical Areas A

No Technical Specralrst was assxgned because the audit was c13551ﬁed asa
compllance audit. . .

‘AUDIT TEAM AND OBSERVERS

The followmg is a list of audit team members, (w1th thelr assrgned area of

QA PROGRAM

. TITLE ~  ORGANIZATION . ELEMENT/REQUIREMENT

AUDITORS -
Fred Bearham - QATSS = - - Audit Team Leader
Rob Howard QATSS = 1,2, & Appendix A

Jim George .= .. - QATSS . 1,2, & Appendix A
Tom Swift QATSS 6,16, & 18
. Charles Betts QATSS . - 616,& 18

_Conrad Coulombe  QATSS - 457, & 17
Pat Cotter QATSS 457, &17
OBSERVERS =

© Jack Spre.ul ' | ‘U.SN'RC

- Bruce Mabrito = - USNRC
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AUDIT MEETINGS AND PERSONNEL' CONTACTED

' The preaudtt conference was held at EM—323 contractors’ offices at 20010 Century
Boulevard in Germantown, MD on June 27, 1994. A daily debriefing and
coordination meeting was held with EM-323 management and staff. Daily audit team
- meetings were also held to discuss issues and ‘potential deficiencies. The audit was
concluded with a postaudit conference held in the Century Boulevard Building on July
2,-1994., Personnel contacted during the audit, including those attending the preaudlt
and postaudlt conferences, are hsted in Attachment 1. .

* SUMMARY OF AUDIT RESULTS
51 Program Effectwenes

~ The audit team concluded that in general EM-323 is effectively- xmplementmg
the EM-323 QA Program in accordance with the OCRWM QARD and the
“associated EM-323 nnplementmg procedures o
s. 1 l Program Elements [ | ‘ v
The EM-323 SPPs do not exactly correspond to the 18 cnterla of the

'QARD, therefore Section 5.1.2 addresses implementation of the SPPs in
- addition to the 10 elements 1dent1ﬁed in the scope of the audlt

S12 QA Program Audxt Actn ities

Of the ten QA Program Elements_audited, implementation of six
Elements was determined to be satisfactory, two were determined to be
unsatisfactory, one was marginal, and one had a lack of activity.
Twenty-seven SPPs were included in the audit sample. Implementatlon
of nineteen (19) SPPs was determined to be satisfactory.
Implementation of two SPPs was determined to be unsatisfactory and

two were determined to be marginal. Four SPPs were not evaluated due“ :

"t a lack of actmty m the apphcable areas.
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- RESULTS BY ELEMENT
. QA PROGRAM ELEMENT RESULTS . ‘ "
1 - Orgamzatlon ‘Satisfactory
2 - Quality Assurance Program Unsatisfactory
4 - Procurement Document Control - Satisfactory
5 - Instructions, Procedures, and Drawmgs Marginal
6 - Document Control Satisfactory
7 - Control of Purchased Items and Serwces - Lack of activity
16 - Corrective Action — Unsatisfactory
17 - Quality Assurance Records - ~ Satisfactory
- 18 - Audits S Satisfactory
~ Appendix A Satisfactory
RESULTS BY SPPs
PROCEDURE REVISION RESULTS
SPP1.01 . 10 Satisfactory
SPP 1.02 ' -0 Satisfactory
. SPP 2.01 4 Marginal .
SPP 2.03 3 Satisfactory
* SPP 3.01 -3 Satisfactory
SPP 3.02 3 -Satisfactory
SPP 3.03 -3 Marginal
SPP 3.05 3 Unsatisfactory
SPP 4.01 - 3 Satisfactory
SPP 4.02 - 4 Satisfactory
SPP 4.04 - 3 Satisfactory
SPP 4.08 3 Lack of Activity
- SPP.4.12 - 3 Satisfactory -~
SPP 4.13 3 - Satisfactory
SPP 4.14 . -1 Lack of Activity
-SPP 4.15 -2 .. Satisfactory -
SPP 4.16 1 Satisfactory
SPP 5.01 3 Satisfactory
SPP 5.03 4 Lack of Activity:
SPP 5.07 2 Satisfactory
- SPP 6.05 3 Satisfactory
5 Satisfactory
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PROCEDURE REVISION RESULTS
SPP 7.02 3 : - Satisfactory |
'SPP8.02 3+ Satisfactory
'SPP 8.03 .3 - Satisfactory"
SPP 10.01 3 - Unsatisfactory
SPP 10.03 3 Lack of Activity
52 Stop Work or Immediate Corfective'Actions Taken

‘There were no Stop Work Orders immediate correctlve actlons, or related
addmonal items resulting from thls audit.

QA Program Audit Actmtle

Détails of the audit activities along with the objectlve evidence reviewed are

contained within the audit checklists. The checklists are processed as QA
Records A summary table 'of results is provrded in Attachment 2 ’

'Tech_mcal Actlvltles

_ No technical activities were evaluated during the audit.

Surrlmug' ' of Deficiencies

The audit team identified seven deficiencies. Two of these were corrected

dunng the audit and one was deferred to the QARD Requirements Matrix
review process. Fom' deficiencies were documented on Corrective Actlon

- Reports (CARS). -

A synopsis of the deficiencies documcnted as CARs and those corrected dunng

. the audlt are detalled below

5.5.1- Correctrve Actlon Requests (CARs)
CAsa result of the audit, the followmg CARs were: 1ssued
'CAR-HO-94-021
: Procedures do not describe how education and ercpenence are Vvenﬁed
‘There is no objective evidence that the verification is based on position

description requirements and there is no ev1dence to indicate the method"
of verification. ’
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VSPP 4. 02 The titles of personnel contacted durmg the audit are not
‘being recorded in audit: reports
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There is no ob]ectrve evrdence to indicate the review cnterra consrdered
dunng the review of SPPS. : : :

CAR-H -94-023

The analysis of Adverse Quahty Trends Report for the second quarter of
FY94 does not include inputs requlred by SPP 10.01 Section 4b- :

- Analyzmg Trend Data, paragraphs (1), (2) and (3)
: CAR-HQ-94 024
Several SPPs contaih requirements that are not being implemented:

VSPP 3.03. The Master Survelllance and Review Personnel Qua]rﬁcatlon

Lrst is not mamtamed

SPP 6. 05 Conﬂlct regarding the drsposrtlon of SPP manuals whlch are
no longer required by manual holders. ‘The SPP requires the manuals to
be returned to the QA Program Manager for reassrgnment and a

-subsequent memo directs them to be destroyed

SPP 4 15. Does not address the personnel qualification records to be -
transmitted to the Document Control Center and does not adequately
describe the quallﬁcatlon reqmrement for TRG personnel. .
SPP 4.14. Sectron 2 addresses out of date references

Deficrencles Corrected Dnrmg the Audit

Deﬁclencles that are consrdered 1solated in nature and only require

- remedial action can be corrected during the audit. The followmg
> deficiencies were identified and corrected

. 1. An SPP manual assrgned toa Program Manager did not mclude

. recent SPP revisions. The revised SPPs were in the PMs office
and placed in the manual nnmedrately ‘

2 A surveillance report requiring the signature of the Program

Manager was unsigned. The report was signed during the audit
and it was determined that the lack of a signature had no adverse
: -nnpact on the actlvrty
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3. Verification of Education and expenence for EM-323 staff a.nd ‘
© contractors and documentation of certification of Lead Auditors
does not adequately comply with DOE/RW/0333P. This
deficiency is being tracked through the QARD Requirements
Matnx process ‘

RECOMMENDATIONS

1.

’ The following recommendations resulted from the audit and are presented for
consideration by EM-323 management. _

ASPP 2.01, Rev. 4, Section 4, paragraphs f.(1) and g (1)(c), respectlvely, requlre

the OAPM to "Revrew SPPs within ‘one year of the latest revision” (and)
"processes . . . (the revrew) documentatlon . into the quality records system."

- To date, this annual review has not been accomplfshed nor documented in

accordance with the SPP but the SPPs have been revised more frequently than
annually. The audit team believes that this meets the intent of the requirement,
however, the audit team recommends that the SPP be revised to include
provisions for an "either/or" requirement. - The reqmrement as written, is not
strictly bemg unplemented ‘

SPP 1.02, Rev. 0 Sectlon 3, third paragraph, last sentence, states in part that

- "the MOA, dated 10/30/91, ---- Appropriate technical and QA requirements be

mcorporated into the MOA " The ehronology of the MOA is past tense (the -

-MOA is from 1991 and the SPP was written-in 1993). This appears to be a

mistake and/or typo and EM did not intend to revise the MOA. This item is

* addressed in the new proposed draft SPP 1.02, Rev.'1. The recommendation of
- the audit team is that the technical and QA requ:rements be clarrﬁed or deleted

from the proposed revrsed SPP.

-

SPP 2. 01, Rev 4, Attachment C, Review Comment Record (RCR) does not o
include provisions for a continuation sheet. Consequently, when SPP reviewers

have more than one page of comments, each page is the same format as the
~ lead page. The audit team recommends that SPP 2.01 be revised to require that
- the RCR forms be completed- or provisions included for a contmuatron sheet.

SPP 2.01, Rev. 4, Section 3.a., paragraph 3, requires the change transmrttal

, memorandum accompanymg a new or rewsed SPP to include the effective date

as well as the training or reading assignment necessary. Currently training

- _assignment is specified in a separate memo to be issued within ten days of the

effective date. The audit team recommends that the specified training be

'mcluded on the memorandum wrth the initial transmmal

LIST OF A’I'I‘ACHNIENTS

At_tachment 1:  Personnel Contacted Dunng the Audit -
Attachment 2: ~  Summary Table of Audit Results

o
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| ATTACHMENT.1
Pgrsohnel'Coniacfed During the Audit
~ NAME ORGAN. TITLE PRE | CONTACT | POST
.J. Allison EM-323 | Engineer ‘ X
R. Blaney ‘ EM-33 Deputy Director X X
G. Camasta - | BDM | Records Task Manager X X
J. Conway EM-323 | QA Prog. Mgr. X X X
S. Crawford SAIC | Sr. Quality Engineer - | ' X X
A. Dasti BDM - Staff Member X X
R. Erickson EM-323 | Director’ X X X .
J. Flaherty SAIC QA Specialist ‘ | X
C. Good SAIC | Sr. Records Mgt. Specialist | »
K. Grisham EM-323 | QA Specialit =~ | X X
R. Hartsterm | MACTEC | QA Specialist X . X X
J. Hennessey - | EM-361 | HWVP Acting Prog. Mgr. | . X ', x |
C-Hunter - | MACTEC | QA Specialist - X X x |
R. Jakubik - BDM Sr. Staff Member ' X X
R. Johnson USNRC | Observer . , X X "
L. Ledingham | MACTEC | QA Specialist - X X X
| 3. Lefman SAIC | QA Group Manager X
{ 3. LeVea BDM St. Staff Member X X X
R. Lowder MACTEC | Sr. Consultant X X X
R. Mabrito USNRC | Observer X X X
W. McClanahan | BDM Sr. QA Engineer X' X "X
T. MclIntosh 1EM-323 = | WVDP Progfam Manager X .
J. Mikolajezak | BDM . | SR. Staff Member X
C.Miller | EM-323 | TRG Program Manager X
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Personnel Contacted Dl‘iring the Audit

 NAME ORGAN. . " TITLE 'PRE | CONTACT | POST
W.Moreau - | MACTEC | Specialist x| x | x
R Murthy ~ |RW-3.1 " | QA Specialist Xx | x
K.Picha |EM-323 | DWPF Prog. Mgr. X X X
L. Sirianni -~ | SAIC 'QA Specialist - DWPF X X X
I3 smith | MACTEC | QA Specialist X X X
J. Spraul USNRC - | Observer X X X
| D. Strother MACTEC | Training Specialist X X X
'R Toro | BDM - | Sr. Staff Member X
fHavu EM-323 | DWPF Program Integration ' X
L. Wade | MACTEC | QA Specialist x| x X
o Weber ~ [RW-30  [QASpecialit - | X x|




La

Audit Report
HQ-94-03
' Page 11 of 13
A'ITACHNIENT 2 ' : v

»Summagg Table of Audlt Result
DISCUSSION ‘

' For the ten QA Program Elements evaluated during the audit, the lmplementatlon of six was |
* determined to be satisfactory. Those elements were: 1.0, 4. 0 6.0, 12.0, 17.0, and 18.0. -

Among these seven elements, three deficiencies corrected dunng the audit are reported in

| . paragraph 5.5.2. Element 7.0 was not evaluated‘ due to a lack of activity.

_ "I‘he implementation of Element 5.0 was determined to be margmal due to the adverse
- conditions addressed in CAR HQ-94 022. Section 6.0 mcludes three recommendatlons

relative to-Element 5.0.

The lmplementatlon of Elements 2.0 and 16.0 were determmed to be unsatlsfactory ‘Element
2.0 is the subject of two CARs; HQ-94-021 and HQ-94-024. Element 16.0 is determined to-
be unsatisfactory because of the adverse condition addressed in CAR HQ-94-023. Elements
4.0 and OCRWM QARD Appendlx A are subject to acceptance of the EM- 323 QARD

- Requirements Matrix.

Although the audit team determmcd that the Element 4 and OCRWM QARD Appendix A are

. being satisfactorily implemented, it is not established that these areas are in compliance with
_ OCRWM QARD resolution of comments to the QARD Requirements Matrix. :
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Summary Table of Audit Results . _ Vo
= — ——

o i . AUDIT HQ-94-03 DETAIL SUMMARY | | _ A
ELEMENT | DOCUMENTS | DETAILS - | CARs | - €DA recommenn | Apcovacy | comermamce | overau |
s | REVIEWED | W7LisH | : ' IS . _ 0 J

1. |spPiozRo |Pgsts | R - sar | s |

SPP 1003, R3 | Pgs.13 ‘ o - | Iack of activity o
‘| spp2.03,R3 | Pgs. 13 ' o] o | sar
2 SPP301,R3 - |Ppt8 - | - | . | - | SAT
~ |sep3o2R3  |Pgsts | | S b | - s
|spp303.R3  [Pgs.13 || Hosao2s R _ Marginal o
SPP305,R3  |Pgs. 182 | Hoga021 | 3 S | uwsar _UNSAT
SPP 4.04, R3 | Pages 1&2 N R T e sar |
SPPAa08 - |Pgs.14 . || I = tack of activity |
|sppasamt [pgs.18 | mooseas | . N fack of activity | C
“|sppats,R2_ |Pgs.16 | Hogaoza | 3 S saT '
| SPP4.16,R1 | Pgs. 15 . | R - SAT .
SPP 8.02,R3 . |Pgs.16 - L e _saT
|spp8o3,R3  |Pgs13 | PO DR SAT
SPP 4.12, R3 S TR | . B st . SAT
SPP2.01, R4 . |Pgs.16 | nosanz | 1,34 * | Marginat | Marginal
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© ATTACHMENT 2 (Continued) | T T
 Summary Table of AuditResults -~ ]
R ~ AUDIT Ho. 9. 03 DETAIL summarY ]
CELEMENT | DOCUMENTS | DETAILS. |  CARs cDA RECOMMEND i ADEQUACY | COMPLIANCE | OVERALL
| REVIEWED | iis) | o kB - | i
6 |sPP10t,R1I0 |Pgsts [ | 1 - | sar | sar(C
SPP 6.05,R3 | Pgs. 17 HO94.024 | ‘ N - sar |
| |
16 |SPP501,R3  |Pgs.15 . o o - . sar .
" '|spp5.03,R%  |Pgs. 14 S | - lack of activity
|sppsoz,R2  |Pgs,t4 | - | 7 | . . | sar | uwsar
|spp10a.m3  |pgs.15 - || wooaoas | o N  owsar | I
17 "~ |spp7.01,5 Pgs. 182 | 1 o | | sar | sar
|spP7.02,R3 |Pgs.14 | o - | | - - sAT | | ‘ |
18 SPP 401,R3 | Pgs. 14 - o o L | sar | .
| SPP 402, R4 [Pgs. 15 | H0-94-024 D b sar | sar
SPP4.13,R3 P13 | e - - SAT o
APPENDIXA | Pgs.13 | I R | . sar | sar
. 22 | & a3 | a Effective

"DOCUMENTS REVIEWED" mcludes the tefennced pmoedun or pmeess step and the ssociated recordslobjectlve evidence
CARs.......... . Corrective Action Requests

.CDA.......... ) Corrected During Audit
RECOMMEND.... Recommendations
ADEQUACY.....  Requirements in Procedures

. COMPLIANCE... Procedures I

OVERALL....... Summary of E



