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EVALUATION OF AMENDED RESPONSES TO DR YM-96-D-080, YM-96-D-083

‘THROUGH YM-96-D-085 AND YM-96-D-088 RESULTING FROM YMQA AUDIT

YM-ARC-96-18 OF SANDIA NATIONAL LABORATORIES

The Yucca Mountain Quality Assurance staff has evaluated the amended responses to Deficiency
Reports YM-96-D-080, YM-96-D-083 through YM-96-D-085 and YM-96-D-088. The amended
responses have been determined to be satisfactory. Verification of completion of the corrective
actions will be performed after the effective dates provided. Ang' extension to these dates must be
requested in writing, with appropriate justification, q_rior to the date. Please send a copy of
extension requests to Deborah G. Sult, YMQA/QATSS, P.O. Box 98608, Mail Stop 455,
Las.Vegas, Nevada 89193-8608. :

If you have any questions, please contact either Mario R. Diaz at (702) 794-1489 or

Donald J. Harris at (702) 794-1467.
e B ol
-Richard E. Spente -h’z

YMQA:MRD-0115 . Yucca Mountain Quality Assurance
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WASHINGTON, D.C.

RADIOACTIVE WASTE MANAGEMENT

=

8 D Pertormance Report"
E Deficiency Rep_ort

No. TM-96-D080
PAGE 3 ofF 3
QA: L

PR/DR CONTINUATION PAGE

BLOCK 14 - REMEDIAL ACTIONS:

remedial action is required.

BLOCK 15 - EXTENT OF CONDITION:

-to preclude recurrence.

Evaluator had erroneously been given an outdated copy of QAIP 20-1. In fact
Revision 04 to QAIP 20-1 had been approved and issued. As can be seen from
the attached copy of QAIP 20-1, Revision 04, Section 4.2, Step 1, Note 2, we
have updated our QAIP as suggested by the evaluator and the current revision
should be in compliance with QARD, Revision 5, Section 6. 2 7. No further

Investigation showed that the only other procedure that provided for “expedited
changes” is QAIP 1-5 governing Work Agreements. QAIP 1-5, section 4.3, Step
1, does indicate the “level of management” authorized to make expedited
changes and the time limit for processing the change through normal change
processing channels. QAIP 1-5 also states that work will be evaluated if the
normal review process results in a change that is different from the temporary
revision. Since the scope of expedited changes is very limited and clearly
defined, there is no reason to perform a root cause determination or state action

Exhibit AP-16.1Q.3

Rev. 07/03/35
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RADIOACTIVE WASTE MANAGEMENT
U.S. DEPARTMENT OF ENERGY NO. Y8-26-D080- —
C - WASHINGTON,D.C. - erce s or_2.
’ 1L

PERFORMANCE/DEFICIENCY REPORT

™7 Controliing Document. "2 Related Report No. Oy A
QARD, Revision § ‘ ym-ARBo6-184"
3 Responsible Organization: 4 Discussad With:
SNL R. Richards, F.Schelling

5 RequirementfMeasurement Criteria:

Section 6.2.7, Paragraph B., “Implementing documents shall describe the process to control expedited changes
according to the following requirements.”

Section 6.2.7, Paragraph B., 1., “The level of management with the authority to make expedited changes shall be
identified.”

Section 6.2.7, Paragraph B., 2, “The time limits for processing expedited changes through normal change process shall
be specified.” _ -

6 Description of Condition: ‘

Contrary to the above requirements, QAIP 20-1, Revision 03, “Technical Procedures,” Section 4.2, NOTE 2: describes
a process for Expedited Changes; however, 1) The leve! of management with the authority to make expedited changes
is not explicitly identified. 2) The time limit for processing expedited changes through the normal change process is not
specified. 3) The procedure does not provide the evaluation methodology, when the procedure work activity results in a
change that is different from the expedited change. 4) The procedure does not provide the methodology for the Pl to
notify the author and others, as necessary, of the changes.

7 Initiator w‘”‘ } AN 9 Is concition an isolated occurrence?
Donald J. Harris Date 8/1/96 O Yes & No . a Unknown; Must be Yes if PR
10 Recommended Action: (Not requsred for PR)

Revise appropriate QAIP to incorporate minimum requirements as specified in QARD.

110A Revnew /7[ 12 Response Due Date
QAR Donald J. Halks Date ¢ // /? é 20 working days from' issu.ance .
13 Aﬂected Orgsmzabon QA manager Igsuance Approval: (QAR for PR)
Printed Name |Z E S EEHCE - Signature -'! 44\ - Datey 34l
22 Corrective Action Verified 23 Closure Approved by: (N/A for PR) -
QAR . Date AOQAM _ Date

Exhibit AP-16.1Q.1 . : . Rev. 0715/96
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i : . . PR/OR NO. _¥YM=9 5-ne3ﬁo
— 'OFFICE OF CIVILAN = - tace 2 gk
RADIOACTIVE WASTE MANAGEMENT T oA L
U.S. DEPARTMENT OF ENERGY -

PERFORMANCE/DEFICIENCY REPORT RESPONSE

14 Remadial Actions:

See Continuation Page.

See Continuation Page.

15 Extent of Condition: (Not required for PR)

.18 Root Cause Detarmination: (Not required for PR)

Requirod D Yes IB No

17 Action 10 Praclude Recurrence: (Not required for PR)

Roquired D Yes B No

18 Corrective Action Completion Due D\ato:

19 Rssponse by:

mF&L . sor

N/A B’ Initial
O amendsu Dato 7/ y / ¢ Phone $22-5YY
20 Response Accepted .m-u ) C\ 15[{0/9‘ 21 Responss Accepted (N/A 71 PR): -
QAR vy ate AQQAM Aj A' Oate
Exhibit AP-18.1Q.2
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*  Technical Procedures \\_/ ' N QAIP 20-1 :

Revision 04
Page 7 of 10

. 4.0 PROCEDURE, Continued

4.2 Changes
Responsible )
Individual(s) Step . Procedure .
Author a 1 |Upon identifying the need for a procedural change, shall draft

the procedure change(s) and revise the procedure. For all

procedure revisions provide a description of each change.in the

Revision History. Review the Revision History each time a

revision is proposed, to ensure that commitments are not

inadvertently deleted.

NOTE 1: Editorial corrections may be made to documents
without being subject to review requirements. The
following items are examples of editorial corrections:

a) Correcting grammar or speliing,

b) Renumbering sections or attachments in a way
that does not affect the sequence of work, '
¢) Changing the title or number of the document,
and
d) Updating organizational titles (not
responsibilities). ‘
Editorial changes shall be approved by the Pl.

NOTE 2: If a user of the procedure determines an activity
cannot be performed as listed and the change
process would cause unreasonable delays, then an
EXPEDITED CHANGE may be requested by
performing the following steps:

a) The user contacts the responsible Pl.
b) The Pl reviews the hature of the change required

and erther authorizes an epedited change or shall
stop work until the procedure is revied.

Continued on next page
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Technical Procedures . bl QAIP 201 - .
~ ~— Revision04  ~.
Paged of 10 .

4.0 PROCEDURE, Continued

4.2 Changes, continued ,

Responsible
Individual(s) Step Procedure -
Author . 1 . c) If an expedited change is authorized, the

cont.’ procedure is changed at the work location by
taking the following steps: '

1) On the controlled copy of the procedure,
draw a single line through the text to be
~ changed.
2) Insert the corrected text above or adjacent
to the text being changed.

3) Initial and date the change.
4) Notify the Pl of the change completion.

d) Shall initiate an expedited change through the
normal change process within 15 working days
of the approval of the expedited change. The
work activity govemned by the procedure shall
be evaluated if the normal review process
results in change that is different from the
expedited change.

e) ln atimely manner, notifies the affected
personnel and others, as necessary, of the
changes.

2 |Shall obtain reviews and approvals of the TP revision as
specified in section 4.1.

5.0 RECORDS

The following QA records and record packages, including corrections and
changes thereto, generated as a result of implementing this procedure are
submitted to the SNL Loca!l Records Receiving Organization by the records
source in the applicable procedure:

QA Records Procedure
The approved procedure or revision. QAIP 8-1

Non-processed records generated by.-this procedure may be retained by the
Pl in a separate record package. The record package includes Document
Review and Comment Forms (with mark-ups) foy mandatory comments.
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OFFICE OF CIVILIAN ~ ;2:‘;;‘,‘;’;°§e';f,':f"
RADIOACTIVE WASTE MANAGEMENT , -
'U.S. DEPARTMENT OF ENERGY NO. YM-96.-D-080
WASHINGTON, D.C. ' PAGE____ OF ____
' . QA: L

PR/DR CONTINUATION PAGE
YM-96-D-080 Block 14, "Remedial Action Response”

SNL'’s Remedial Action Response failed to address if QAIP 20-1, Revision 3, or early versions (revisions) was used to process
expedited changes. What was the impact of such expedited changes? Did the proper level of management make the changes?
Were the processes through the normal change process within the time limit? Were the changes different from the expedited -
change? If so, what was the impact? ,

Exhibit AP-16.1Q.3 : Rev. 07/03/95
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- OFFICE OF CIVILIAN __~ rognorL- 2Dk
RADIOACTIVE WASTE MANAGEVIENT " oat |
' U.S. DEPARTMENT OF ENERGY -

WASHINGTON, D.C. i

PERFORMANCE/DEFICIENCY REPORT RESPONSE

14 Remedial Actions:

Séi. Qm.%ded ‘?es,oe«nsc Onn'r/MUArLo/J Pﬂés.

15 Extent of Condition: (Not required for PR)

=33 EA’M@\H)g() PE,SPOA\S{ Comuou.q’fl%h-’ @%&

16 Root Cause Determination: (Not required for PR) Required D Yes D No

17 Action to Preclude Recurrence: (Not required for PR) Required D Yes D No

18 Corrective Action Completion Due Date: 19 Response by:
: . " : vprion)
73 '%/K Condinuate n%ﬂ D S8 Rmeapen Keseense C’%f’g 4

mended : Date Phone

20 Response Accepted 21 Response Accepted (N/A for PR):

18/76/ 7% bon B o /ig fax
| car : Date AOQAM ~X 735 Daw | [ig/ae
Exhibit AP-16.1Q.2 i Hev. 07/15/96
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RADIOACTIVE WASTE MANAGEMENT YM-% - D0
U.S. DEPARTMENT OF ENERGY No.
WASHINGTON, D.C. PAGE  OF
' - QA: L

PR/DR CONTINUATION PAGE

YM-86-D080, Amended Response

Block 14 Remedfal Action:

QAIP 20-1 will be revised to specify the Principal Investigator as the “level of
management” authorized to make expedited changes, to specify the time limit for
processing such changes through the normal change process, specify an evaluation
methodology (if the formal change differs from the expedited change), and specify how
the Pl is to notify the author and other affected personnel of an expedited change.

Block 15, Extent of Condition:

Investigation shows that the only other procedure that provides for “expedited changes”
is QAIP 1-5, goveming Work Agreements. QAIP 1-5 does indicate the "leve! of
management” authorized to make expedited changes, but contains wording simitar to
QAIP 20-1 conceming time limitations and is similarly vague conceming mechanisms
for notifying affected parties of an expedited change and how to evaluate differences
between expedited and succeeding formal changes. Action: QAIP 1-5 will be revised
similarly to QAIP 20-1, described above.

Conceming past expedited changes, investigation shows that expedited changes have
only been used for Technical Procedures, four times to date. In each case the
appropriate “management level” (the Pl) authorized them, and there were no
differences between the expedited change and the formal change that followed. It
cannot be detemined, from available records, whether the time limit specified in QAIP
20-1 for initiating the forma! change was adhered to, but ali four formal changes were
approved within a reasonable time (e.g., 40 working days) after the expedited changes
were made. .

No root cause determination is considered necessary for this lnmnted situation, and no
additional action is needed to preclude recurrence.

Block 18, Corrective Action Completion Due Date:
November 30, 1996

Block 19, Response by: :
v Amended Robert R. Richards WA—QA

Date: Oct.1,1986  Phone: 505 848 0786

— psrofit ~ - —
Exhisit AP-16.10,3 4"7’/ G, ODY 7O FF e Rev. 07/03/25
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\_,’"- OFFICE OF CIVILIAN \/ ‘ BDeficiency Report " ]
RADIOACTIVE WASTE MANAGEMENT NO ] _
U.S. DEPARTMENT OF ENERGY . mma—..
WASHINGTQN, D.C. PAGE 1 _ OF_]aA
L

PERFORMANCE/DEFICIENCY REPORT

1 Controling Document. "2 Related Report No.

QAIP 4-1, Revision 07, Procurement YM-ARC-96-18

3 Responsible Organization: 4 Discussed With:

SNL , L. Washumn, R. Richards

S Requirement/Measurement Criteria:

1) Paragraph 4.2.3, Step 7, the QA Procurement Coordinator, “Shall review the PPC form. Sign the PPC form to
indicate that all appropriata QA Requirements are identified. The QA Procurement Coordinator will review the PPC
for correctness and the PR Statement-of-Work (SOW) for inclusion of applicable QA standard clauses and assure

QA requirements are consistent with applicable work agreement for the stated WBS activity to assure the product or
service will meet specified requirements.”

6 Description of Condition:

1) Contrary to the above requirements, the PPC attached to PR AS 0296 to Geokon Inc., dated 5/3/95 did not describe
QA requirements. The attached PPC indicated that QA requirements were not applicable. Specifically, Section 11,
QA Requirements, Items 1) determining if a competitively bid and proposal evaluation plan is required, 2)
determining if SNL QA program will control activities and which SNL procedures apply, 3) determine if contractors
QA program applies and any exception and hold points, 4) determine what QA standard clauses applies, e.g.
subtier suppliers, Rights of Access, Deviations from requirements, Procurement document, Submittal requirements,
Record requirements and Hold Points, was marked “N/A". However, tem 5 was marked to indicate services would
be accepted by the user. The user did not specify calibration documentation as a basis for acceptance.

Note: The PR SOW and Technical Requirements were for Calibration of Rockbolts Load Cells in a manner
which is in accordance with YMP QA requirements. A Certificate of Calibration, which meets YMP QA
requirements for Calibration reports must accompany each instrument.

7 Initiator M;_” 2. { } /J 9 Is congtion an solated occurrence?-
Donald J. Harris Date 8/1/86 . aYes @ No O Unknown; Must be Yes if PR

10 Racommaendad Action: {Not required for PR)

1) Verify the Certification of Calibration for each Load Cell contains all the required information in accordance with QAIP
12-1, Revision 05, Measurement and Test Equipment Control.

2) Annotate Procurement Planning Checklist Records Copy with this‘DR number. initial and date entry.

11 QA Review: 12 Responsa Dus Dats

QAR JMGM \ /fm Date g/, ViZ4 20 working days from issugznce
lj‘ Date} &

13 Affectsd Organization QA mdgjager Issuance Approval: (QAR for PR)
Printed Name | = Signature ‘ *‘ﬂ %!"Hm

22 Comective Action Verified 23 Closure Approved by: (N/A for PR) _
QAR Date AOQAM Date

Exhibit AP-16.1Q.1 . Rev.0715/96



LT . . PR/OR NO. _YM-96-D083
Y OFFICE OF CIVILIAN ~_~ eact. 2 OF 3

RADIOACTIVE WASTE MANAGEMENT oA: L
" 'U.S. DEPARTMENT OF ENERGY
. WASHINGTON, D.C.

PERFORMANCE/DEFICIENCY REPORT RESFONSE

14 Remaedial Actions:

See Continuation Page.

18 Extent of Condition: (Not required for PR)

See Continuation Page.

16 Root Ceuge Determination: (Not required for PRI Raegquired D Yes m No

) ‘_l7 Action 1o Preclude Recurrence: (Not required 1or PR) Rogquired D Yes m No

18 Corrective Action Completion Due Date: |19 Response by: cun 2. Ricreaen S 6‘@ F 5 :a J
September 16, 1996 B tnitint ' - . ST
O amendsu pate 9/v/4¢ Phone V00N (-
20 Response Accepted ~Gowirehts), 21 Response Accepted (N/A for PR):
QAR S AQQAM Date
Exhibit AP-16.1Q.2 { , _ Rev. 07/16/96
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~ OFFICE OF CIVILIAN | % v
RADIOACTIVE WASTE MANAGEMENT 3 T
U.S. DEPARTMENT OF ENERGY NO. YM-96-DO83

WASHINGTON, D.C. PAGE 3 (:; 3;.

PR/DR CONTINUATION PAGE -

BLOCK 14 - REMEDIAL ACTION:

SNL Department 6853 will verify for the cited procurement that the .
documentation (calibration certificates for each instrument) required by the
procurement document was delivered and that those documents contain all the
required information. A revised record copy of the PPC for the cited
procurement, which includes reference to this DR, will be submitted to the Local

- Records Receiving Organization by the QA Department. These remedial actions
will be completed by September 16, 1996.

BLOCK 15 - EXTENT OF CONDITION:

Even through the Procurement Planning Checklist (PPC) for this purchase was-
incorrectly marked to indicate that QA requirements (other than an acceptance
evaluation of services by the user of the service provided) were not applicable,
the Purchase Requisition Form itself included the appropriate QA requirements
for the calibration service included in this procurement of geotechnical monitoring
hardware. Procurement documents for all other purchases of geotechnical
monitoring equipment by SNL Department 6853 are being reviewed to determine
if PPCs were completed correctly or not. Of the 18 procurements initially
reviewed, the majority appear to be completed correctly. Minor errors on several
(e.g. failure to check a box for applicability of QA to the procurement although

- QA requirements were specified, failure to check the applicability boxes on
standard commercial purchases) will be corrected. Because of the minor nature
of this deficiency, no root cause analysis 1s warranted and no additional action to
preclude recurrence is needed.

Exhibit AP-16.1Q.3 _ ' . Rev. 07/03/95
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' RADIOACTIVE WASTE MANAGEMENT Iy
s U.S. DEPARTMENT OF ENERGY NO. YM-96-D-083
- WASHINGTON, D.C. PAGE ___ OF
_ QA: L

PR/DR CONTINUATION PAGE
YM-96-D-083 Block 15, *Extent of Condition" '

SNL committed to review procurement documents for all other purchases of geotechnical monitoring equipment procured by SNL -
Department 6853. When will this review be completed (date), and how will the records be corrected (revised); and will they

include this Deficiency Report number on the record?

Rev. 07/03/85

Exhibit AP-16.1Q.3



RO NO. -D-
__ °  GOFFICE OF CIVILIAN pA@ V0.
RADIOACTIVE WASTE MANAGEMENT . QAL
U.S. DEPARTMENT OF ENERGY - g
WASHINGTON, D.C.

PERFORMANCE/DEFICIENCY REPORT RESPONSE

14 Remadial Actions:

- gﬁz_ ﬂw‘ﬂr\dad Qﬁ«?fﬁmm CQAJTI.U.UWT/AU Fﬁéi

15 Extent of Condition: (Not raquired for PR}

Ses *A’rnenJed Qespzwsc QM/MU/J’/’/M] P AEE

16 Root Cause Determination: (Not required for PR) Required D Yes D No
17 Action to Preclude Recurrence: (Not required for PR} Required D Yes D No
PO [ ke

18 Corrective Actiin Completion Due Date: 19 Response by:

Sz NMWT/NOM/M%@ O miat  SEE AmeDEO LesrpSe cwzu%ai !

[~ ]Z Amended Date Phone

20 Response Acceptad 21 Responss Accepted (N/A for PR):
j0/16/7 =

QAR AIEMJ&Q& k{w Date AOQAM ~J &> 9% 47 Date 1°/18/q¢
Exhibit AP-16.10.2  \} o . Rev. 07/15/36
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PR/DR CONTINUATION PAGE

YM-86-D083, Amended Response

Block 14, Remedial Action:

SNL department 6853 wilt verify, for the cited procurement, that the documentation
(calibration certificates for each instrument) required by the procurement document was
delivered and that those documents contain all the required information. A revised
record copy of the Procurement Planning Checklist (PPC) for the cited procurement,
which includes reference to this DR, will be submitted to the Local Records Receiving
Organization by the QA Department. These remedial actions will be complete by

" October 10, 1996. '

Block 15, Extent of Condition:

Even though the Procurement Planning Checklist for this purchase was incorrectly
marked to indicate that QA requirements (other than acceptance evaluation of services)
were not applicable, the Purchase Requisition form itself included the appropriate QA
requirements for the calibration service provided for this procurement of geotechnical
monitoring hardware. Therefore there is no adverse effect for the cited procurement.

Procurement documents for all other purchases of geotechnical monitoring equipment

by SNL Department 6853 have been reviewed to determine if PPCs were completed

correctly or not. Of the 18 such purchases reviewed, PPCs for the majority are

completed correctly. Minor errors occurred on a number of PPCs (e.g., failure to check

a box for applicability of QA to the procurement in a case where QA requirements were
clearly specified). These documents will be comrected as specified in SNL QAIP 17-1,

and this DR will be cited on the documentation for any comrected records that must be nese
submitted to the YMP Records Processing Center for the purpose of replacing records .
already there. '

 Because of the minor nature of this deficiency, no root cause analysis is warranted, and
no additional action to preclude recurrence is needed.

Block 18, Corrective Action Completion Due Date:

October 31, 1996

Block 18, Response by: o ’
< _\_/ Amended  Robert R. Richards '

Date: Oct. 2, 19956 Phone: 505 848 0786

-

Exhibit AP-15.1Q.3
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-~ OFFICE OF CIVILIAN ~ @Deficiency Report
RADIOACTIVE WASTE MANAGEMENT NO .
U.S. DEPARTMENT OF ENERGY - m“——~ >
WASHINGTON, D.C. PAGE 1 OF._ 2
PERFOR_MANCEIDEFICIENCY REPORT
™ Controliing Documant. 2 Relatod Repor No.

QARD, Revision 5 ' . Audit YM-ARC-96-18

3 Responsible Organzation: 4 Discussed With: .

SNL Nina Garcia, Eloise James

5 Requirsment/Measurement Criteria:

Section 17.2.4, A. states, “Corrections to QA records including documents which will become QA records shall include
the initials or signature of the person authorized to make the correction and the date the correction was made.”

6 Descniption of Condition:

SNL procedure for QA records does not meet the requirements of the QARD for the correction of QA records.

QAIP 17-1, Revision 02, Section 4.4 states in part "“Records created by Record Sources which do not meet the
requirements for corrections shall be processed into the records management system through the completion of an SNL
YMP Record/Record Package Deficiency and Justification Form.” '

Several QA records have been accepted using this method. However, several corrections have been made without
showing the signature or initials and date of the person authorized to make them.

Examples are: RMS SL #150478, 150533, 150505 (Record Package)
SNL-96-D2 (Deficiency Document)

7 Intiator : - . 9 Is conamion an isolated occurrence?
* {‘Mario R. Diaz \p,\ ~ Date 8/1/96 “ O Yes 8 No O Unknown; Mustbe Yesif PR -

1 10 Recommanded Actidn: (Not required for PR)

1. Modify the pertinent SNL procedure in order to comply with this requirement.

2. Review other QA records to evaluate comphance with this requirement and make appropriate corrections of deficient |
records. Provide objective evidence of review. evaluation, and corrective actions.

1
11 QA Review: . t Vg 12 Response Due Date i
QAR Mario R. Di}t > Date 8- |-G0 20 working days from issuance

13 Affected Organization QA managsr Issuancs Approval  (QAR for PR)
Printed Name I Z E S E‘ ' ‘ “ E Signature Dateg 'B(D.
22 Corrective Action Verified 23 Closure Approved by: (N/A for PR) -

QAR _ Date AOQAM Date
Exhibit AP-16.1Q.1 _ Rev. 0715/36




E . ' - ‘ ' PRIOR NO. YM=96=D08%
OFFICE OF CIVILIAN\) ~ PAGE__ 2 - OF_3
. : RADIOACTIVE WASTE MANAGEMENT- . QA: L
s e e u.s: DEPARTMENT OF ENERGY -

WASHINGTON D.C.

PERFORMANCEIDEFICIENCY REPORT RESFONSE

14 Remedial Actions:

| See Continuation Page.

18 Extent of Condition: (Not required for PR)
Based on the fact that no SNL records have been rejected and sent back to SNL
for corrections of the correction of records (e.g. initials, dates, etc.), this
deficiency appears to be limited in scope. Completion of the review process
identified in Block 14, Remedial Action, will provide further evidence of the scope
of the deficient condition but based on the apparent scope and the relatively

~ minor nature of the deficiency, there is no reason to conduct a root cause
|__ determination.

16 Root Csuse Determination: (Not required for PR) Requircd _ D Yes No
17 Action 10 Preclude Recurrence: (Not reawred tor PR) Roguired D Yes . [lﬂ No
an 2
18 Corrective Action Completion Due Date: | 19 Response by: et ¢.Lacsm ()ﬁ P ~—— .
. <
October 1, 1996 X ritind .
’ O ameideu Dato 9/7/96 Prone ET400T(
20 Response Accepted 21 Response Accepted {N/A for PR):
QAR | v / A Date AOQAM /U/ A oete

Exhibit AP-16.1Q.2 _ | Rev. 07/15/96

Isli, Brd o Some.



- < -, e BRI 1o g D4

hd .
Z ksl

— ~ 8 D Performance Rep_ort'
OFFICE OF CIVILIAN ] Deficiency Report
RADIOACTIVE WASTE MANAGEMENT -
U.S. DEPARTMENT OF ENERGY No. ‘TM~06-D084
WASHINGTON, D.C. PAGE 3. _ OF 3
- QA: L

PR/DR CONTINUATION PAGE

BLOCK 14 - REMEDIAL ACTIONS:

The RMS SL#s identified above will be reviewed for the extent of the condition
within each document or package. Record sources will be contacted to make
corrections as necessary. The Participant Data Archive (PDA) staff will make
appropriate changes per the designation letter of July 25, 1996 and/or verify that
any changes previously made by themi are correct and fall within the confines of
the letter. If corrections are required for records previously submitted to the
Records Processing Center, processing of a superseding record will be required
of the record source. Other individual records and record packages that have
been processed by the SNL Records staff but have not yet been submitted to the .
Records Processing Center (RPC) will be carefully re-reviewed and identified
corrections will be properly completed prior to submittal.
QAIP 17-1, Revision 02 has been revised to clarify how “Administrative
Corrections” may be made and how corrections must be indicated. This change
is in the review process now.
The SNL YMP Record/Records Package Deficiency and Justification Form has
been modified to remove the capability to use the form to document corrections.
The section on “completeness” had the following selection option removed, “___
All corrections are reviewed and determined intentional.” This change is part of
the revision of QAIP 17-1 which is currently in the review process.
The SNL records staff was briefed on July 29, 1996 regarding the fact that use of
the form to accomplish “blanket” records corrections is not acceptable. As of
-July 29, 1996, they no longer will aliow the use of or accept submitted forms
utilizing the selection option, “_____ All comrections are reviewed and determined
intentional.” on the form. Completed. -
SNL/CRWM Management signed a memorandum to file on July 25, 1996
designating the Participant Data Archive (PDA) Staff as approved to make
administrative changes per verbal direction of the Record Source/Principal
Investigator. This is a clarification of the presumed role of Record Source
“designee” in the responsibility section of the procedure (copy of memorandum
attached). This memo serves as retroactive approval to the effective date of
QAIP 17-2, Revision 02, “Participant Data Archive (PDA)". Completed.
Records Management personnel attended an implementation briefing on QAIP
17-1, Revision 02, “record correction” process and on the QAIP 17-3, Revision
02, “record review and acceptance” process.

Exhibit AP-16.10.3 - Rev. 07/03/95
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. Sandia National Laboratories

Operated for the U.S. Depsriment of Energy by
Sandia Corporation

Albuquergus, New Mexico 87185-1330

an:  July 25, 1996 . | WBS:1.2.53.5.
. 1.2.11.

QA

subject Deleganon of Authority for Participant Data Archive Staﬁ' for Procedure Implementatxon of
QAIP 17-2, Rev 02 “Participant Data Archive (PDA)” (SCPB .NA)

This memo serves to-clarify and provide Delegation of Authority for Sandia Participant Data .
Archive (PDA) personnel to act as “designee” for YMP Principal Investigators (PI's) for the
following procedure activities within QAIP 17-2, Rev. 02.

Section 4.2 PDA Staff Responsibilities clearly states “Assisting the PI with preparation of data
release” and “Assisting the Record Source in compilation of data sets as record packages”
however, specific procedure activities were not defined. To provide this clarification and to .
document approval of the completion of these activities I submit this clarification to the

record.

Specific procedure activities which may be completed by the PDA staff per verbal direction of
the PI are:

fill out Appendix A - PDA Data Set Opening Index Form's

fill out Appendix B - PDA Data Set Segment Submittal Form's

fill out Appendix C - PDA Data Set Segment Inventory Form's

fill out Appendxx D - PDA Data Set Status Tracking Form's

fill out, sign as “checked by”, Appendix F - Technical Data Information Form (TD]F)

fill out Appendix H - SNL/PDA Computer Magnstic Tape Tile Properties

This memo also serves to provide retroactive Delegation of Authority to the effective date of

this procedure as the origina! intent of the term “designee” as part of the PI Responsibilities
was to include the Pamcxpant Data Archive staff .

YMP: 1.2.5.3.5 and 1.2.11;PM; QA,Pa‘ucxpant Data Archive, Delegatxon of Authonty
YMP CRF

Exceptional Service in the National Interast
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OFFICE OF CIVILIAN [Z] Deficiency Report
RADIOACTIVE WASTE MANAGEMENT -
U.S. DEPARTMENT OF ENERGY NO. YM-96-D-084
WASHINGTON, D.C. PAGE____ OF ___
QA: L

PR/DR CONTINUATION PAGE

YM-96-D-084
Your response cannot be accepted based on the following:

Compliance to procedural requirements is the basis for this adverse condition. However, your answer does not address this topic.
Additionally, the designation letter of July 25, 1996, applies only to those records processes in accordance with QAIP 17-2,
Revision 2. It does not cover those records related to QAIP 17-1, Revision 2, and/or QAIP 17-3, Revision 3.

No effort is made to review additional QA records packages to verify compliance. One of the requirements from the QARD states
that "individuals creating QA records shall ensure that the QA records are accurate, complete, appropriate to the work
accomplished and identifiable to the item(s) or activity(ies) to which they apply.” :

Your statement about records already being accepted by the Records Processing Center (RPC) indicates that the records are in good
shape. This is inaccurate and misleading based on the fact that the implementing procedure for the RPC personnel is YAP-17.1Q,
Rev. 0, which establishes that they are not responsible to ensure that the QA records packages accepted by them meet and comply
with all the requirements of the QARD and associated implementing procedures. This responsibility belongs to the Record Source
or Affected Organization. Their acceptance is related to the records being authenticated, transmitted using a Table of Contents
and the total amount of pages being accurate.

Based on all of the above, root cause plus corrective action to preclude recurrence are required-and should also be part of your -
response.

Exhibit AP-16.1Q.3 ' : Rev. 07/03/95
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PERFORMANCE/DEFICIENCY REPORT RESPONSE

14 Remedial Actions:

SES  Rmempeo ?Qesmnsa Com/;uonfjou &4 £

15 Extent of Condition: (Not required for PR}

s¢4  Rmenves e sponse Q»ﬂuum-pbu fss.

1€ Root Cause Determination: (Not required fo} PR) - Required D Yes - D No

. 522_ g'mﬁl\!&b Q’r:sﬁocdsay Cp»-rmuwmd P%i,

117 Action to Preclude Recurrence: (Not required for PR) Required D Yes D No

Se QmQ\)Dao L@,ﬁponsf, Cmmwprnm S\)Préi.

18 Corrective Action Completion Due Date: 18 Response by:

3ee AR Conmmuriion Page | D See PIR ContmvAtion Fr&E

E Amended Dazte "~ Phone
20 Response Acce ed/ 21 Response Accepted (N/A for PR): _
. . . n
QAR D pate 10-15-Q6 | aoaam~Yrs [ 4 pae lc /18156
)

Exhibit AP-16.10.2 _Rev. 07/15/86
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U.S. DEPARTMENT OF ENERGY o
WASHINGTON, D.C. PAGE OF
' , QA: L

PR/DR CONTINUATION PAGE

YM-96-D084 Amended Response

Block 14, Remedial Actions:

The RMS SL#s identified above will be reviewed for the extent of the condition within each
document or package. Record sources will be contacted to make corrections as
necessary. The Patticipant Data Archive (PDA) staff will make appropriate changes per
the designation letter of July 25, 1996 and/or verify that any changes previously made by
them are correct and fall within the confines of the letter. if corrections are required for
records previously submitted to the Records Processing Center, processing of a
superseding record will be required of the record source. Other individual records and
record packages that have been processed by the SNL Records staff but have not yet
been submitted to the Records Processing Center (RPC) will be carefully re-reviewed and
identified corrections will be properly completed prior to submittal.

Block 15, Extent of Condition;

Twenty records, selected at random, will be reviewed to determine the extent of
inappropriate corrections. This selection of records will be in addition to those specifically
identified in the audit finding. Documented evidence of this review will indicate problems
found and the resolution actions taken.

Block 16. Root Cause Determination:

QAIP 17-1, Revision 02 was not properly implemented by Record Sources and the records
management staff in relation to proper record corrections.

Block 17, Action to Preclude Recurrence:

The implementation or completion of the following actions will assure that the noted
deficiency will not recur. '

(a) QAIP 17-1, Revision 02 has been modified (Revision 03) as follows to include acceptability .
of “Administrative Corrections” and is in the management approval process:
“Administrative Changes - e.g. enhancing legibility, correcting typographical error,
making an editorial change, adding or changing a QA designator, labeling privileged
records, and adding or correcting page counts or page numbering may be made
without obtaining reapproval from the originating organization.”

Action Completion Date: (é) the effective date of the revis_ed‘ procedure, expected on or
before October 20, 1996.

Eion AP16.103 05 /9 f7(. KRADY T1 <Prare Raw A7
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YM-96-D084 Amended Response (continued) |

(b) The SNL YMP Record/Records Package Deficiency and Justification Form in
QAIP 17-1 has been modified to remove the capability to use the form to document
corrections. The section on “completeness” has had the following selection option
removed *___All corrections are reviewed and determined intentxonal -

Action Completion Date: (b) the effective date of the revused procedure expected on or
before October 20, 1996 ,

(c) The SNL records staff was briefed on July 28th regarding the appropriate correction
process and the appropriate use of the deficiency form. As of July 28th, they no longer will
allow the use of or accept submitted forms utilizing the selection option “___All correctxons
are reviewed and determined intentional.” from the form.

Action Completxon Date: (c) completed July 29, 1896

(d) SNUCRWM Management signed 2 memorandum to fi Ie on July 25, 1996 designating
Participant Data Archive (PDA) Staff as approved to make Administrative Changes per

verbal direction of the Record Source/Principle Investigator. This is a clarification of the
presumed role of Record Source “designee” in the responsibilities section of the procedure.
(copy of memorandum attached) This memo serves as retroactive approval to the efiective -
date of QAIP 17-2, Revision 02 "Participant Data Archive (PDA)".

Action Completion Date: (d) completed July 25, 1996

| (e ‘Records Management personnel attended an implementation briefing of the QAIP 17-
.1, Revision 02 “record correction” process and on the QAIP 17-3, Revision 02 “record
review and acceptance” process.

Action Completion Date: (e) completed July 29, 1996

(f) Required training will be assigned for revisions to QAIP 17-1 and 17-3 when the
pending revisions are issued. These two procedures are among those that are
management required for all YMP personnel. The record correction process has been
clarified in both of the revisions of these procedures.

Action Completion Date: (f) the effective date of the revised procedure, expected on or
before October 20, 1996

Exhibit AP-16.1Q.3 Rev. 07/03/95
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PR/DR CONTINUATION PAGE

YM-96-D084 Amended Response (continued)

(g) Review the record numbers which were identified as being deficient during the audit to
establish impacts of the comrections which were noted - comrect each as required. If
comrections are required for records previously submitted to the Records Processing Center
a superseded record will be required of the record source.

Action Completion Date: (g) October 10, 1996

Block 18, Corrective Action Completion Due Date:

November 15, 1986

Block 19, Response by:

L/ Amended . J. Wamer W

Date: October4, 1988 Phone: 505 848-0130

Exhibit AP-16.1Q.3
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h \—/  OFFICE OF CIVILIAN AN, BDeficiency Report

- RADIOACTIVE WASTE MANAGEMENT NO ]
U.S. DEPARTMENT OF ENERGY 'ws-_r K
. ‘ WASHINGTON, Dc - PAGE 1 OF._2
’ ' QA:L
PERFORMANCE/DEFICIENCY REPORT
I™7 Controling Document. ) 2 Related Report No.

QAIP 17-1, Revision 02 _ Audit YM-ARC-96-18
3 Responsitle Organization: - 4 Discussed With:
SNL | Nina Garcia, Eloise James

5 Requirement/Méasurement cmana

-QAIP 17-1, Revision 02, Section 4.2. 3 states in part, The record source sha!l prepare mdmdual records to include the
following information on the first page of the record:

-SCPB number...
-total number of pages...
-"YMP CRF" Code...

Section 4.4 states in part, "The record source shall comrect errors on records by scribing a single line through the
incorrect information and entering the correct information in close proximity. Date and initial or sign the correction.

€ Description of Condition:

QA records have been processed and accepted without being in compliance with procedural requirements. The
following SNL QA records were deficient in accordance with one or more of the requirements mentioned in Block 5
above, and some have been corrected by other than the record source:

RMS SL #150498, 150530, 150747 through 150752, 150505, 150531 through 150534, 150750, and 150233.

3

7 Initiator . r o 9 Is condition 8n isclated occurrence? .
Mario R. Diaz% Date 8/1/96 DYes  ®No O Unknown; Must be Yes if PR

10 Recommended Action: (Not required for PR)

1. Correct the records identified as deficient in accordance with procedural requirements.

2. Review and evaluate other QA records to venfy compliance with these requirements and make appropriate -
corrections of deficient records. Provide objective evidence of review, evaluation, and corrective actions.

11 QA Review: ‘X/n)‘ , 12 Response Due Date .

QAR Mario R. Diaz Date B-1 G 20 working days from issuance
13 Affected Organization QA manager issuance Approval: (QAR for PR)

Printed Name IZ E. S (75 NGE Signature Mﬁﬁtd J)  Daey ‘Lﬁz

22 Corrective Action Verified ) 23 Closure Approved by:  (N/A for PR)

QAR Date AOQAM Date
Exhibit AP-16.1Q.1 “Rev. 0715/96
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e e e <ol S—DEPARTMENI.@PSNERGY I ny

WASHINGTON D.C. S . .

PERFORMANCEIDEF!CIENCY REPORT RESPONSE

1% Ramadial Actions: Based upon a change to YAP-17.1Q and other procedures, it is no Ionger
necessary to include the SCPB Number or the YMP CRF code on records.
Therefore, QAIP 17-1 has been revised to remove those items from the
_requirements for records. This change is in the coordination cycle now.

QAIPs 17-1 and 17-3 have been revised to permit the Records Center staff to
make administrative corrections to records. Changes to both these procedures
are currently in the coordination cycle.

Records noted as deficient by the evaluator have been corrected.

15 Extent of Condition: (Not requiced for PR}

The research effort required to locate and correct all such deficiencies would be
neither cost effective nor of value to the program as adding two codes that are
no longer required would have minimal effect on quality. Because of the limited
significance of this deficiency, there is no reason to conduct root cause
determination nor to develop additional actions to preclude recurrence.

18 Root Cause Determination: (Not required for PR) Required - D Yes @ No

17 Action to Preclude Recurrence: {Not required tor PR} Roquired D Yes m No

18 Corrective Action Completion Due Date: 18 Responss by: 1t ‘, v O\ea r %
October 1, 1996 E’ Initial
. 0 ameides Dato fly/'(, Phone H"'ﬂb 1
20 Response Accepted ’\} } 21 Response Accepted (N/ A)o; PR):
QAR Date ACQAM Date

ExhubnsfP\és;o 2/ y 04 V%ma' | .
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THISIS A
RED STAMP

Title:

RECORDS MANAGEMENT REQUIREMENTS AND RESPONSIBILITIES
Procedure No.: Revision: . ICN:
YAP-17.1Q 0 4 30
val: O g !} ‘!W Date: Approva!' Date:
, | STsofor I
Approval: Date: Concurrence: Date:
N/A R.E. Spence/(@ éza f//ﬁ'f I
CHANGE HISTORY

0 05/31/94 Initial Issue - Supersedes AP-1.18Q, Records Management: Las
Vegas Record Source Responsibilities

0 1 05/17/95 ICN to delete requirement to include microfilm roll number for
corrections and supplements to records, to change Local Records
| Center to Records Processing Center, and to correct procedure
approval responsibility. The above deletion enables Affected
Organizations to comply with requirements for supplements and
corrections to records. Pages affected are 2, 4, 6, 12, 13, 15, 16, 17,
19, 20, and 21.

0 2 05/17/195 ICN to add definition for Yucca Mountain Site Characterization
Office Research and Study Center, to include instructions for cited
references in the Process Section, and to delete Instructions for the
Preparation of Final Scieritific and Technical Reports from
Attachment 9.5. Pages affected are 4, 8, 13, 19, and 20. Pages
added are 42 and 8a. :

0 3 05/17/95 ICN 1o replace Yucca Mountain Site Characterization Program
Baseline (SCPB) Reference Numbers with traceability designators,
changing the traceability of the procedurc Pages affected are 4, 7
15, and 19. Page added is 7a.

0 4 06/14/95  ICN to make editorial comrections. Pages affected are 2, 3, 4, 4a, 8,
' and 13. Page deleted is 2a. '

* Exhibit YLP-31.2-AMA.1
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OFFICE OF CIVILIAN : [/] Deficiency Report
RADIOACTIVE WASTE MANAGEMENT : . by
U.S. DEPARTMENT OF ENERGY NO. Yi-96-D-085
WASHINGTON, D.C. ' PAGE____ OF ____
QA: L

PR/DR CONTINUATION PAGE
YM-96-D-085 '
Your response cannot be accepted based on the following:
Your response ignores the fact that your personnel knowingly and willfully have violated procedural reqmrements contrary to the
QARD requirements. These requirements exist to demonstrate that proper controls are in place and are implemented to
demonstrate compliance with the QA Program. Violating them is contrary to the QARD requirements.

This adverse condition does require corrective action to preclude recurrence.

Exhibit AP-16.1Q.3 : Rev. 07/03/95
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14 Remedia! Actions:

Ser Amended Response Conrmmontion Thse.

15 Extent of Condition: (Not required for PR)

g@ﬁ AMmenden Qé.smdsa Céurmombﬁ @sg

16 Root Cause Determination: (Not required for PR) Reguired D Yes D No

Sié AmenD el Rjespmss_ C\;,\srwuwﬁo&-@af_

17 Action to Preciude Recurrence: (Not required for PR} Required D Yes D No

g% LQ’MOY%D pﬂcpausa Cb"-"”"’um'\) @ﬁé_

18 Corrective Action Comple}ion Due Date: 19 Response byg ) C Q}
- D Initial Q ‘M-’TIN UAT (0N &
&& ﬂ'] R CDN'T)NURTMJ Pﬁ-éﬁ B Amended ££~ R/ Date Phone - &

20 Response Accefited o 21 Response Accepted (N/A tor PR):
- 7 .
QAR GDLMQ  pate 10~15-90 AOQAM‘L""" B-w-h L5 pue PfI0]%

Exhibit APN6.1Q.2 \ ’ Rev. 07/15/96
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P OFFICE OF CIVILIAN _ RDeficiency Report
RADIOACTIVE WASTE MANAGEMENT .
U.S. DEPARTMENT OF ENERGY NO. YM-95-D08R .
WASHINGTON, D.C. PAGE 1 OP_2
QA:L
PERFORMANCE/DEFICIENCY REPORT
7 Controling Document. 2 Retated Report No.
QARD, Revision 5 " | Audit YM-ARC-96-18
3 Responstible Organization: 4 Discussed With:
SNL _ R. Richards

5 Requirement/Measurement Criteria:

Section 5.2.2. states “Implementing documents shall include the following information as éppropriate to the work to be
performed:

'_ H. Identification of the lifetime and nonpermanent quality assurance records generated by the implementing document.”

8 Description of Condition:

Technical Procedures are being implemented and generating quality assurance records; however, the technical
procedures do not identify records generated as lifetime or nonpermanent as required by the QARD.

Examples are: TP-236, Revision 00; TP-237, Revision 00; TP 244, Revision 00; TP-246, Revision 00; TP-248, Revision
00; TP 250, Revision 00.

7 Initiator l P 9 ts condtion an isolated occurrence? ‘
Mario R. Diaz\QI}»o Date 8/1/96 O Yes @ No 0 Unknown; Must be Yes if PR

10 Recommended Action: (Not required for PR)

1) Correct Technical Procedures that were identified as deficient.

2) Evaluate other technical procedures to determine compliance with this requirement and make appropriate
corrections to deficient procedures. Provide objective evidence of evaluation and corrective actions.

11 QA Review: 12 Response Due Date

QAR Mario R. Diaz \QlLLbXa; pate B- -9 20 woricing days from issuance p
13 Affected Organization QA manager Issuance Approval: (QAR for PR) ‘ i

Printed Name m& Signature mpj CD“D \0 mte Y’}ﬂb
22 Corrective Action Verifisd 23 Closure Approved by: (N/A for PR) .

QAR Date | AOQAM Date

Exhibit AP-16.1Q.1 ' Rev. 0715/36
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14 Ramedial Actions:
See Continuation Page.

18 Extent of Condition: (Not requited for PR}

See Continuation Page.

16 Root Cause Datermination: (Not required for PR) ‘Requirod D Yes m No

17 Action 1o Preclude Recurrence: (Not required for PR) Roguired D Yes m No

18 Corrective Action Completion Due Date: | 19 Response by: £ &\ tiwns U S Xl

N/A Initial N . oy
- O ameices pate  ¢/% [at, Phone 1100 M|
20 Response Acctepted M _ ' 21 Response Accepted (N/A for PR):
QAR /A . Date AOQAM W)/ r Dete

Exhibit AP-16.1Q.2 : _ . " Rev, 07/16/86
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: QA: L

PR/DR CONTINUATION PAGE

BLOCK 14 - REMEDIAL ACTIONS:

There is no impact to quality presented by the cited conditions as all technical
data are presently submitted forward from Sandia with the records retention
designation of “permanent” under the current OCRWM retention schedule.
“Permanent’ includes the QARD identifier, “LIFETIME". Technical Procedures
provide the methods of accomplishing a specific technical activity, but the
submittal of generated records is covered by the govemning QAIPs (e.g. QAIP 20-
1 for scientific notebooks and supporting documentation [LIFETIME], QAIP 20-3
for chain of custody records [LIFETIME], QAIP 2-4 for analysis and review
documents [LIFETIME], QAIP 6-2 for SAND reports and review comments
[LIFETIME], QAIP 17-2 for technical data information forms [TDIFs] and attached
data [LIFETIME], QAIP 19-1 for software documentation and reviews [LIFETIME
except for change requests], and QAIP 20-1 for technical procedures and
reviews [LIFETIME]). Therefore, no specific actions are required in regards to
the LIFETIME/NONPERMANENT status of records produced as a resuit of
performing technical activities. However, to ensure that generated records are
properly marked, revised or new technical procedures to be written will indicate
whether records created as a result of performing that activity are LIFETIME or
NONPERMANENT and the list of LIFETIME/NONPERMANENT records,
formally part of QAIP 17-3, has been revised to include, “Note: All records
generated as a result of implementing Technical Procedures shall be designated
lifetime unless specifically designated nonpermanent in the Technical
Procedure.” This list has been added to the master list of file codes and will be
eliminated from QAIP 17-3 with the next revision.

BLOCK 15 - EXTENT OF CONDITION:

Technical Procedures, themsélves, did not specifically identify records as
LIFETIME or NONPERMANENT. However, further investigation revealed that
this designation was being properly applied by the procedure that actually
governed the record (rather than the technical activity) and by the Appendix to
QAIP 17-3.

Exhibit AP-16.1Q.3 . Rev. 07/03/95
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m Deficiency Report

- ' ~ U.S. DEPARTMENT OF ENERGY NO. YM-96-D-088
WASHINGTON, D.C. PAGE ____ OF ___
' S QA: L

PR/DR CONTINUATION PAGE

YM-96-D-088
Your response is not acceptable based on the following:

Your response is inaccurate. Several TP procedures do contain forms originated and required by use of them (i.c., TP 61, 64, 65,
90, etc.). Also, many of the TPs have not been revised to update the identification of the current procedure required to process QA
records, which is contrary to QARD requirements. Furthermore, the Appendix to QAIP 17-3 is one element useful to determine
the proper identification of the QA Record(s). However, the Record Source using the TP should be made aware in this'procedure

of how to cross reference this information.

Corrective action is required.

Exhibit AP-16.1Q.3 ' Rev. 07/03/95
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14 Remedial Actions:

Seg Amenned Nesrnse. Gonmnusmon (Bae.

15 Extent of Condition: (Not required for PR}

in AMZNDED Nzsponse Contrnupmon (Ras.

16 Root Cause Determination: (Not required for PR) Required D Yes D No

Sﬁ{. Qmw.@w @és«%&sa QMTINUMIDQ F%@g_

17 Action 1o Preclude Recurrence: (Not required for PR) Required D Yes D No

gif_ Q/MQNDQD 'Qe.spo;dsg aﬁwmuﬁﬂou'@aa. e

/1\8 Corrective Action Completion Due Date: 19 Response by: Q
- . O initial S-é P( Co BSTTNVRATIOR QA
Ses pr ) (‘2 CONT’ NV :,"Ag:—%' E Amended e } Date Phone <

20 Respopse Accépted 21 Response Accepted (N/A for PR):
. 7 P
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Block 14, Remedia! Aétions: i

The Technical Procedures cited in block 6 will be revised as nécessary to specifically
identify records to be submitted and to cite QAIP 17-1 as the govemning document for
records submittal. .)

Block 15. Extent of Condition: J

Each Technical Procedure which is being utilized on current work will be reviewed to
establish whether records to be generated are clearly identified and whether these
records are being submitted per upyg.er tier procedures.

Block 16, Root Cause Detemmination”

The Appendix to QAIP 20-1 *Technical Procedures,” did not provide instructions with
sufficient detail to direct record sources as to proper identification and submittal of
generated records. Additionally, the Lifetime/Nonpermanent Record List (App. A of
QAIP 17-3, Rev.2) did not clearly categorize the records generated by TP usage.

Block 17, Action to Preclude Recurrence:

The Appendix to QAIP 20-1, Technical Procedures,” will be revised to require submittal
of records per appropriate governing procedures.

- The Lifetime/Nonpermanent Record List (Appendix A for QAIP 17-3, Revision 2) will be
reviewed and revised as necessary to assure proper categorization of records created
through the use of Technical Procedures.

The Records Management and Participant Data Archive staff members will be briefed
on the application of the Lifetime/Nonpermanent Records List to technical data and
forms which are generated through implementation of Technical Procedures.

Block 18, Corrective Action Completion Date:

December 1, 1996

Block 19, Response by:
ﬂmended '@P/ J. Wamer'

Date: October 4, 1996 Phone: 505 848-0130
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