Y
Department of Energy

Office of Civilian Radioactive Waste Management
Yucca Mountain Site Characterization Office

P.O. Box 98608
Las Vegas, NV 83193-8608
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L. D. Foust
Technical Project Officer

For Yucca Mountain

Site Characterization Project :
TRW Environmental Safety Systems, Inc.
Bank of America Center, Suite P-110
101 Convention Center Drive
Las Vegas, NV 89109

EVALUATION OF AMENDED RESPONSE TO CAR YM-96-C-009 RESULTING FROM
OFFICE OF QUALITY ASSURANCE SUPPLIER AUDIT OQA-SA-96-021 OF
ACTIVATION LABORATORIES, INC.

The Office of Quality Assurance staff has evaluated the amended response to Corrective Action

Request YM-96-C-009. The amended response has been determined to be satisfactory.

Verification of completion of the corrective action will be performed after the effective date

provided. Any extension to this date must be requested in writing, with appr%r}ate justification,

grior to that date. Please send a copy of extension requests to Deborah Sult, YMQA/QATSS,
.0. Box 98608, Mail Stop 455, Las Vegas, Nevada 89193-8608.

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

Daniel A. Klimas at (702) 794-1495. ({\ .
/7.) ' %’ 28

Richard E. Spence
YMQA:MRD-0216 Yucca Mountain Quality Assurance

Enclosure:
CAR YM-96-C-009

cc w/encl:
T. A. Wood, DOE/HQ (RW-55), FORS
. J. G. Spraul, NRC, Washington, DC
S. W. Zimmerman, NWPO, Carson City, NV
B. R. Justice, M&O, Las Vegas, NV -
D. G. Horton, DOE/OQA, Las Vegas, NV
Records Processing Center
cc w/o encl: ' '
W. L. Belke, NRC, Las Vegas, NV

D. A. Klimas, YMQA/QATSS, Las Vegas, NV
D. G. Sult, YMQA/QATSS, Las Vegas, NV : /
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OFFICE OF CIVILIAN '
RADIOACTIVE WASTE MANAGEMENT PAGE _1_ or,ﬁ_
U.S. DEPARTMENT OF ENERGY .
WASHINGTON, D.C. c°\
CORRECTIVE ACTION REQUEST
moewnent ﬁelatedﬁepon No.
Quality Assurance Requirements and Description (QARD),
DOE/RW-0333P, Revision 5 ‘ OQA-SA-96-021
3 Responsible Organization: 4 Discussed With:
Civilian Radioactive Waste Management System Eric Hoffman, Activation Laboratories, Ltd./Robert Justice, M&O

Management and Operating Contractor (M&O)/Activation
Laboratories, Ltd.

§ Requirement:

QARD, Procurement Document Control, Section 4.0, paragraph 4.2.1C.1.: Procurement documents issued by each Affected
Organization shall include the following provisions, as applicable to the item or service being procured: C. Quality Assurance
(QA) Program Requirements mcludmg 1. A requirement for the supplier to have a documented QA Program that lmplements
applicable QARD requirements prior to the initiation of work.

Implementing Documents, Section 5.0, paragraph 5.2: Work shall be performed in accordance with controlled implementing
documents.

_(Continued on Page 3)

.6 Description of Condition: '
Contrary to the above requirements of the QARD, Section 4.0 :
«- Training records were incomplete, and in some cases not traccable to specific training that was administered
» The QA Manual needs to be revised or administrative procedures need to be developed to better describe the detailed
requirements for procedure development review and approval; document identification, control and distribution; procurement
document control; supplier evaluation; calibration control; QA records and audits.

Contrary to the above requirements, although there was a documented QA Program initiated in the form of a QA Manual and
technical procedures, the complete QA Program that applies to the Activation Laboratones, Ltd. scope of work was not adequately
implemented.

1. The QA Manual and Quality Operating Procedures (QOP) SaNoncon A do not address the issues of procurement document,
Section F2.

2. Client name is not included in the worksheets.

3. Mistakes are sometimes obliterated on worksheets and not initialed (dates also need to be added).

4. The QOP SaNoncon forms are in the procedure, but are not being used by the sample receiving personnel.

(C\ontinued Page JJJ . ‘
7 tor 9 Doss & Stop Work condition exist?
.Dan i Date 08/08/96 Yes ___ No _X  If Yes, Attach copy of SWO

ifYes,CheckOne: A0 BO CO DO

10 Recommended Actions:

Prior to any further technical activities, resolve all issues not in compliance with procurement document requirements and QA
program requirements. Write appropriate implementing documents or revise QA Manual to reflect the actual process and activities
conducted byﬁivation Laboratories, Ltd.

/i

b L
11 QA Review: 12 Response Due Date:
Dan A. KIWM”‘ 8 / @/ ?6 20 Working Days From Issuance

g L Y e e

Enclosure

22 Comective Action Verified 230losureAppruvedby
QAR . Date AOQAM Date
Exhibit AP-16.2Q.1-1 Rev. 07/15/86
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RADIOACTIVE WASTE MANAGEMENT O Stop Work Order
U.S. DEPARTMENT OF ENERGY NO. _YM.05-C-000
WASHINGTON, D.C.
PAGE 2% OF_,'Y_Q:S t:\

CAR/SWO CONTINUATION PAGE

5. Requirement (continued from page 1):

Activation Laboratories, Ltd. QA Manual requirements

SLb LN =

6. Description of Conditions (continued from page 1):

S.

N

M&O Procurement Document F2 for Nonconformances.

QA Manual, 13.13.1, Chemical laboratory technical worksheets shall include the client name. .

QA Manual, 13.13.1, Mistakes must be neatly crossed out and corrections initialed.

QA Manual, 12.3, QOP SaNoncon forms are to be filled out for nonconforming samplcs

QA Manual General Requirements.

QA Manual, 8.2 The QA Manager maintains responsibility for calibration activities, for momtonng calibrations to a
predetermmed schedule and related records.

QA Manual, 8.4.2 The inventory list of equipment presents the following information: identification of type/model and
serial number.

QA Manual, 8.6 Calibration sticker must contain indication of the date of last calibration and due date of the next calibration.
QA Manual, 8.6 Calibrations are to be recorded in Quality Procedure logbooks kept with each piece of equipment.

QA Manual, 13.4 “Test data and calculations are checked against the technician’s worksheets.”

QA Manual, 13.6 “National Bureau of Standards traceable standards as well as in house proprietary standards are run with the
clientele samples.”

QA Manual, 10.4 “QA Manager is responsible for the safekeeping of test documents and keeps them in the mechanical test lab
and the chemical analysis lab.”

These words do not describe what is done in all cases. The QA Manual must be written to address all circumstances for
compliance verification.

Calibrations are performed by and monitored by the laboratory manager, not QA Manager. This needs to be changed in the
manual.

The list of equipment does not include model and serial number in several cases.

The sticker on the balance weights is past duc Due date is June 1996. Calibration stickers do not mdlcate due date of next
calibration.

The sheets do not indicate the instrument bemg calibrated, i.e., ICPMs Perkin Elmer 6000.

Exhibit AP-16.1Q.3 ' Rev. 07/03/95
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RADIOACTIVE WASTE MANAGEMENT | oy
U.S. DEPARTMENT OF ENERGY

, — CORRECTIVE ACTION REQUEST RESPONSE
16 Remedial Actians; ' —

- frepurt OQA-SA-96-021. Additionally. it will specify that before further sample processing is resumed for YMP, the 17 deflcient

M&0 SPO will work with ACTLABS 10 prepare the Inboratory for assured compliance with thels sovised QA program that reflects
netual practice. This updute may Includc rsvissd procedunes s necossary 10 correct doficient conditions o5 notid in Supplicr Audit

teems lisied in the gudit repont and CAR arc corrocted and resolved through implementation of revised procedures and smanual and
verification performed by OCRWM OQA. o

st cominuntlan page:

156 Extant af Condition and Impact: )
The audit seport stines Mlechnicn! work performed wias determingd 1o be sntisfactary; however, withaut fu]) implemenintion of the

QA mrogrum. the resulls of the dara are considered to be Indetenninare”, Specific deficiencies documented above thut resulted from
iradequate applicution of the QA procedures that had becn required tn the QA Manuat will be evaluied e dsterming what can be
done 1o remove the indetenninate swtus of the data. During the time prior (o this aucit, 800 samplcs were processed, including
blunks, blind and eontrol samples. Tixe analytical resulls will be evaluated for qualification in accordance with the requircments
of acceptance eriterin {n the procurement document. Because the deficiencies were primarlly cclaied to documentation of tralning,
cordficates of  (scc continuation page:)

18 Root Cause Determination prepared in accotdance with AP-18.4Q iz atiached.

17 Acton to Praciude Recurrence: )
ACTLABS will be held to complinrice with the remedial actions listed above before additional YMP samplcs are submiued for

analysis. Appointment of a QA Manager and revision of the QA mawnl, plus fssuance of refevant procsdurés are expocted o
prevent recuITencs, -

. ' . A
16 Corrective Action Completioh Due Date: | 18 Respanse byt g . ¢ - HoremAW 79, ﬂ;f/ﬂ ,

Initial
10/0395 Amanded Da\e% 32 Z’I b Phion 2_05—6 ug 4l i
20 Racponse Acceptad ] 21 Rosponss Acceptod
QAR Dats ADOAM Date .
Rev. 07116/86

Exhibit AP-16.20.7-2
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RADIOACTIVE WASTE MANAGEMENT
U.S. DEPARTMENT OF ENERGY NO. YM-96-C-0009
WASHINGTON, D.C. ~ PAGE2 __ OFS__
" QA: L

CAR/SWO CONTINUATION PAGE

14. Remedial Actions: (continued from page 1)
Deficiencies

1. Some training records were incomplete and did not show evidence of what specific training was administered.

ACTLABS will demonstrate that Position Descriplinns exist, that -training assignments vere made, and that training
assignments have been accomplished. all of which will be on file in duplicate storage.

2. Procurement documents for calibration services were unavailable as the services were procured verbally and payment was made
by invoice. '

The QA Manual or procurement procedure will be further revised to include the methodology for subvendor selection and
a memo concerning the selection of VACS LTD as the calibration supplier has been placed in the QA file. ACTLABS performed a
desktop evaluation of the calibration vendor (VACS LTD) in accordance with approved procedure QOP-PROCURE, Rev. 0, and
established that they are ISO and SCC certificd. With these credentials, they were accepted as a qualified vendor without needing
further credentials or programs. For future work, a purchase order will be placed with the selected calibration supplier in
accordance with approved procedures.

3. Procedures and the QA Manual did not receive independent review and approval as required by the QA Manual.

The QA manual and all procedures now have been reviewed and are currently effective. Documentation of the reviews
will be on file at ACTLABS prior to performing continued work for the Yucca Mountain Project. The QA Manual or relevant
procedures will be further revised to clarify aspects of this review process; a procedure, QOP-QOP, Rev. 0, has been developed
describing this process. ' .

4. Distribution of procedures and the QA Manual are not controlled in accordance with the QA Manual requirements.

Control of distribution of procedures and the QA Manual will be further revised so tl.at there is a record of what
procedures are required to complete their contractual requirements, a record of who has access to designated procedures, and a
| record of evidence that the most recent procedure is in use. Appropriate training will be provided to these procedures.

5. No supplier evaluation information was available for calibration services performed by VACS LTD.

An evaluation was made, but the evaluation was not documented. This problem has been remedied by creating a memo to
the QA file stating the facts of the qualification. The prxcess and criteria for qualification are described in the procedure
QOP-BALAN, Rev. 1.

6. The calibration of balance weight set, seriad number ALUIL is past due.

Balance weights will be required to be calibrated for five year intervals; this is now the established requirement of
procedure QOP-BALAN, Rev. 1. In the case of balance weight set with serial number ALOL, the sticker appeared to show that a
recalibration was due after one year, although this was a suggestion by the calibration service, not a requirement of the calibration
service (their requirement is five years). In accordance with calibration requirements of the relevant procedure, the weights were
not out of calibration when the work was done. When the work was performed on the Yucca Mountain samples (November,
1995-March, 1996), the balance Weight set was within one yeur of the last calibration, which the procedure required at that time.
Having an appropriate certification on file will be addressed. If an issue develops, ACTLABS will resolve it through a
nonconformance report.

Exhibit AP-16.20.3 ' - Rev. 07/03/95
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CAR/SWO CONTINUATION PAGE

14. Remedial Actions: (continued from page 2)

7. QA records are not maintained as required by the QA Manual.

The QA manual will be further revised 10 indicate ACTLABS' records managémem practices specific to the various types of
records generated. Some of these practices are now-in place (QA Manual, Secnon 16. Paragraphs '16.3 and 16.6). Training
appropriate to records requirements will be provided.

8. Intemmal audits are not being conducted as required by the QA Manual.
The internal audit will be performed within 30 days of implementing Revision 2 of the QA manual.

9. The QA Manual and Quality Operating Procedures (QOP) SaNoncon A do not address the issues of the CRWMS M&O
procurement document, Section F2. .

The procurement document, Section F2, states "ACTLABS shall submit, to the PI for approval, reports of nonconformances to
technicil and/or quality assurance requirements in this procurement document whenever the following exist: technical -
requirements in the description of services are violated, a requirement in this procurement document is violated, or the
nonconformance cannot be corrected by reanalyzing the saumple.” This is now addressed in revised procedure QOP-NONCONFO,
Rev.1 (Section §, Paragraph 5.3) under client's compliints,

10. Client name is not included in the chemical laboritory technical worksheets, as required.

Actual practice at the time the Yucca Mountain Project samples were analyzed included the work order number or report
number on worksheets rather than the client name. However. there wis no impact to quality because the workorder number was on
the worksheets and there is no value in correcting the worksheets to include the client nime.  The QA manual has been revised to

reflect the actual practice.

11. Mistakes are sometimes oblitcrited on worksheets and not iniyi:llcd (dates also need to be added).

The retevant QOP's have been amended 1 require stngle hine striking out of data with initialing and dating (Section 13,
Paragraph 13.3.3 and 13.3.4). All workers have been appased of this necessity, and additional training will be given to reinforce
this practice that is now in effect. The technicil manager will review the comrections with respect to unpact on quality and will
write 2 memo to the QA file documenting the resulis and resolution of any deficiencies,

12. The QOP SaNoncon fonns are in the procedure, but are not being used by the sample receiving personnel.

This subject was revised in the QA mariual and is now more user fricndly, which will contribute to more accurate and reliable
compliance. Additional training has been given 1o the workers conceming the nonconformance procedure. No new
nonconformances have occurred; when one does oceur. it will be appropriately documented on the appropriate forms as designated.

13. The following sections of the QA Munual contain statements that are not performed in all cases:

13.4, "Test data and calculations are checked against the technician’s worksheets.”

13.6, "National Bureau of Standards traceable standards as well as in house proprictary standards are run with the clientele
samples.” ‘

' 10.4, "QA Manager is responsiblc for the safekecping of test documents and keeps them in the mechanical test lab and the

chemical analysis lab.”

Exhibit AP-16.2Q.3 ' Rev. 07/03/85
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CAR/SWO CONTINUATION PAGE

14. Remedial Actions: (continued from page 3)
13 (continued):

ACTLABS will evaluate the impact of not complying with these sections and will write 4 memo to the QA file documenting
the results of the evaluation. If conditions adverse to quality are found. appropriate corrective actions will be taken according to
ACTLABS' QA manual. The QA-Manual has been revised to address circumstances for compliance verification.  The above
sections have been revised to reflect actual practice.

14. Calibrations are performed and monitored by the Laboratory Manager, not QA M:m'lger The QA Manual should be changed
to reflect who actually performs these activities.

It is not believed that there is any quality impact from this deficiency. The QA Manual has been changed to reflect the actual
practice that calibrations are performed by approved personnel and monitored by the technical manager,

15. The list of equipment does not include model and serial number in several cases.

The list of equipment has been revised to include mode! and serial numbers for all equipment where the numbers are available
and the QA Manual has been amended. .

16. The sticker on the balance weights is past due. Calibration stickers do not indicate due date of next calibration.

Evidence of current calibration certification will be on file :und due dates for the next calibration will be added to the sticker
placed on the balance weights, -

17. The calibration equipment sheets do not indicate the instrument heing calibrated hy model number (i.e.. ICPMs Perkin Elmer
6000).

The calibration equipment sheets have been modificd now 1o indicate the instrument being calibrated by model number.

Recommendations:

1. The nonconformance documentation and repdning system is at an indeterminate stage of implementation due to the changes
recently made and incorrect forms used in the past. The criteria used ind described in the QA Manual need to be carefully
evaluated as to what is considered a nonconfonmance. Once established, training of personnel to the process and forms to be used

needs to be performed.

A new QOP has been written to address this issuc (QOP-NONCONFO.Rev.1). Personnel have been trained to the process and
forms used and this training has been documented. v

2. ACTLABS necds to review the actual processes of the kiborutory against the described processes in the QA Manual and
procedures to make certain they address actual practices. Determine that the data trail from receipt of sample through data
obtained from the analysis identifies and captures all required documentation to support the results of the analysis.

The QA Manual has been revised to reflect actual pructices and documentation of the dita trail and capture of the required
documentation to support the results of the analysis. ACTLABS will consider further evaluation and will make appropriate
changes to the QA manual related to this issue as appropriate.

v

Exhibit AP-16.2Q.3 ' Rev. 07/03/95



3 ~ ‘ 8 o
: OFFICE OF CIVILIAN \"/ | % romracnve Action
RADIOACTIVE WASTE MANAGEMENT
U.S. DEPARTMENT OF ENERGY - No. YM.96.C.0000
WASHINGTON, D.C. PAGE § oFS___
QA: L

CAR/SWO CONTINUATION PAGE
14. Remedial Actions: (continued from page 4).

3. Make sure Certificate of Conformances are signed and dated by a designated and technically qualified individual.

The Centificate of Conformance will be signed by a qualified individual within ACTLABS when the results of the analyses are
finalized. .

4. Purge the documents located throughout the laboratory 10 ensure the latest document is the one that is identified as the latest
approved version being used and obsolete documents are removed from the system.

The QA Manual has been revised to include this provision.

5. Consideration should be given to filling the position of QA Manager to comply with the requirements in the QA Manual for the
responsibilities and duties described for the QA Manager as far as implementation of the QA program.

The position of QA Manager has been filled 1o comply with the requirements in the QA Manual.

15. Extent of Condition and Impact: (continued from page 1).

calibration, and administrative implementation deficiencies, documenting the actual practice will clear most of the indeterminate
status. Resolution and verification of the concems documented in the Corrective Action Request (CAR)YM-96-C-009 will permit
future samples to be analyzed under an approved QA progriun with emphasis on compliant implementation. Our evaluation
indicates that there were no detrimental impacts on the guality of data already produced, because the calibration- and
training-related deficiencies concern inadequate documentation and not deficient actual practices that directly impact validity of

the dava. ‘

Exhibit AP-16.2Q.3 ’ ’ Rev. 07/03/95
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A : OFFICE 6? CIVILIAN RADIOACTIVE WAST._MIANAGEMENT
ROOT CAUSE DETERMINATION QUESTIONNAIRE Page 1 0f 4

Refer to Subsection 5.2 and 5.3 of AP-16.4Q for amplification of information.

1. ldentify the adverse condition. _
Deficiencies are documented in Audit report OQA-SA-96-021 and CAR-YM-96-C-0009.

2. Indicate Where the condition was found.
Activation Laboratories (ACTLABS), Ancaster, Ontario, Canada.

3. Note When the condition was first found.
DOE OQA audit of ACTLABS on July 29-30, 1996.

4. Select which major program element(s) was affected. (Waste Acceptance, Storage, Transportation, or Repository.)
Potential for human interference into waste isolation.

5. Denote the specific area(s) or discipline(s) of the major program element the condition occurred.

{e.g., engineering, design, ES&H)
Acceptance of results of procurement of ventor pertinent to scientific investigations: ACTLABS had deficiencies in document oontml.

training records, calibration records of nieasuring & test equipment.

6. Determine if the condition is isolated or recurring.
isolated

7. Determine if the condition is hardware (item) or programmatic (procedures, personnel} related or both.
programmatic (implementation of procedures)

8. Denote what organizations are affected by this condition {(M&0, USGS, Weston, OCRWM, etc.).
OCRWM, Managment and Operating Contractor - University of Nevada, Reno- Nevada Bureau of Mines and Geology

Exhibit AP-16.4Q.1 . Rev. 07/16/96
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* ‘ OFFICE OF CIVILIAN RADIOACTIVE WASTL- AMANAGEMENT .

ROOT CAUSE DETERMINATION QUESTIONNAIRE Page 2 of 4

9 Document the changes that have taken place that could have caused the condition.
Changes in supervision and personnel (QA manager quit in fall of 1995); deficiencies in implementing QA manual.

.10. Determine the need for sketches or photographs.
N/A :

11. Determine the need for Iaboratory tests.
N/A

12. ldentify the physical evidence examined. )
See audit report No. OQA-SA-96-021, July 29-30, 1996

13. Note the relevant documents reviewed.
See audit report No. OQA-SA-96-021, July 29-30, 1996

14. Document any other information that may be pertinent to supporting the selection of the correct root cause.
N/A

15. Interviews conducted: D Yes m No
If Yes, refer to page 3 of this attachment.

Rl or designee: (Print) Signature:

Jan C.Rrsmuss en jovinlrs Ahrerrie Date:/”/?/fé _

Exhibit AP-16.4Q.1 Rev. 07/15/96
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- OFFICE OF CIVILIAN RADIOACTIVE WASTE_4AANAGEME

ROOT CAUSE DETERMINATION QUESTIONNAIRE

NT
Page 3 of 4

TELEPHONE OR PERSONAL INTERVIEW RECORD

Person Interviewed: (Print)

Title:

Organization/Location:

Telephone No.:

Date/Time:

CAR No./DR No.:

Interview Details:
N/A

Interviewer

Exhibit AP-16.4Q.1

Rev. 07/16/96
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A ‘ OFFICE OF CIVILIAN RADIOACTIVE WASTE-iANAGEMENT

ROOT CAUSE DETERMINATION QUESTIONNAIRE Page 4 of 4

Root Cause Code: CAR No./DR No.:
1Ca, 2Ad, 3Ab, 3Bc, 4Ac, 5Ba YM-96-C-0009
Root Cause:

Error in Following Implementing documents - format confusing; Personnel - lack of attention to a task, procedures not used or
used improperly; Management system - inadequate communication of slandards and controls and not independent; Immediate
supervision, preparation, inadequate instructions to subordinates; Inadequate Training Methods, incomplete,

Justification or Rationale for Selected Root Cause:
The isolated deficiencies found during a DOE audit of ACTLABS, Ancaster, Ontario, Camda on July 29-30, 1996, were

documented in Audit report OQA-SA-96-021 and CAR-YM-96-CO(K)9; they appeared to resulit from the loss of the ACTLABS
former QA Manager in the fall of 1995 and from delayed appointment of an independent QA Manager focused on implementation
of the QA program. A contributing factor to the deficiences was having a QA Manual that contained extraneous
overcommitments; this led to confusion in the implementation of the QA-related aspects of the program. As a result, ACTLABS
did not document their actual practices in accordance with appropriate quality assurance discipline.

Designee: (Print) Signature: Date:
Ri: {Print) _ Signature: . Date:
Jan c. t@? SiLH 55601 &ﬂ-/ . %&nu//u&.«— 7o/ 3 /5% .
| Rev. 07/15/96 -

Exhibit AP-16.40.1




“n: OCT 3'96 12:02 No.0O8 P.G2

. \_/ : \
_OFFICE OF CIVILIAN e e
RADIOACTIVE WASTE MANAGEMENT QA: L
U.S. DEPARTMENT OF ENERGY
WASHINGTON, D.C.
A CORRECTIVE ACTION REQUEST RESPONSE

I—

14 Remvdial Agtong:
M0 SPO will nedify and npdx.c the purchase order whh ACTLABS 1o creste thelr status a3 augmented suffec the M&O umn&
puriod of ACTLABS' performance to complers the amalynical szrvices oa he planned remaining sample analyses, This approzch will
include ACTLABS implementing M&O procequres throughaut the part of the program dealing with Yusea Mountln
samples. Ig implementing this epproach o futare work, tha deficient conditions noted in Supplicr Audit repont OQA-SA-96-021 are
expected to be fully resolved, A Responsibic Individusl in the SPO will ooordinate with ACTLABS and cversce their approprinte
implementation of the M&O procedures during additional services. The process of qualifying the existing data will be
coordinated whh the Quality Assurance Representative. Threugh the course of these agtions, additional daa will become availabie
for use in technical assessment, peer review, or reanalysis on & sarmpla basis to enabic & full evafusticn of the determinacy of exis:ing
data that is the aubject of this CAR (2c= coptinuadon page:)

"TE Extent of Condition and Impact:
The audit seport sates “technical work performed was determinzd 1o ba m!smtom however, without full implementation of the
QA program, the rasults of the dau ars conskdered 4o be indeterminats”. Specific deficlencies documented above thar resulted from
fnadecuate application of the QA procedures tharhad beeq required in the QA Manual will be evaluated (o determine whareza be
done to remove the Indeterminate status of tho data. During the time prior to this audis, 800 samples wers protessed, inchiding
blanks, blind samples, and eontrol eamples. These anatytical resukes will bo oveluared for qualificstion In eccordance with the
projects procedures for qualifying dats not produced by & qualifisd QA program. Becuse the defisiencies were primarily
related Lo training, calibration, and adminlsmative Implementstion deficiancles, augmented staff working to the M&O procedures
| o) e the e e {555 Cotinugtion page:)
16 Roct Cause Deternination prapared in sccordance with AP-16.4Q is attachad.
17 Action 1o Preciuds Reourrsnss:

ACTLABS will be held 10 compliancs with the remedlal actions lisicd above before sdditional
YMP samples are submined for anslysis. Appointment of a QA Manager and working 1o relevant M&O procedures, erc expecied o’
prevent recurrence. . '

‘116 Cerractiva Action Compiation Due §au: 1 E H;;::ua w/ﬁ W Oa‘f . /% f‘ho S’,‘ W"“”

0223
20 Response Accapted 21 Responss Accupud

: mn nm Aom - gty :'_'pa_t. SN . ..._:..: kg A

~—Exhibt AP-18.20512
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U.S. DEPARTMENT OF ENERGY
WASHINGTON, D.C.

CORRECTIVE ACTION REQUEST RESPONSE

14 Remedial Actions:
M&O SPO will modify and update the purchase order with ACTLABS to create their status as augmented staff to the M&O during

period of ACTLABS' performance to complete the analytical services on the planned remaining sample analyses. This approach will
include ACTLABS implementing M&O procedures throughout the part of the program dealing with Yucca Mountain

samples. In implementing this approach on future work, the deficient conditions noted in Supplier Audit report OQA-SA-96-021 are
expected to be fully resolved. A Responsible Individual in the SPO will coordinate with ACTLABS and oversee their appropriate
implementation of the M&O procedures during additional services. The process of qualifying the existing data will be

coordinated with the Quality Assurance Representative. Through the course of these actions, additional data will become available
for use in technical assessment, peer review, or reanalysis on a sample basis to enable a full evaluation of the determinacy of existing

data that is the subject of this CAR. (see continuation page:)

15 Extent of Condition and Impact:
The audit report states "technical work performed was determined to be satxsfactory, however, without full implementation of the

QA program, the results of the data are considered to be indeterminate”. Specific deficiencies documented above that resulted from
inadequate application of the QA procedures that had been required in the QA Manual will be evaluated to determine what can be
done to remove the indeterminate status of the data. During the time prior to this audit, 800 samples were processed, including
blanks; blind samples, and control samples. These analytical results will be evaluated for qualification in accordance with the
projects procedures for qualifying data not produced by a qualified QA program. Because the deficiencies were primarily

related to training, calibration, and administrative implementation deficiencies, augmented staff working to the M&O procedures

willclearthejssues, (see continuation page:)

16 Root Cause Determination prepared in accordance with AP-16.4Q is attached.
17 Action to Preclude Recurrence:

ACTLABS will be held to compliance with the remedial actions listed above before additional
YMP samples are submitted for analysis. Appointment of a QA Manager and working to relevant M&O procedures, are expected to

prevent recurrence.
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14. Remedial Actions (continued from page 1) :
The item by item discussion on the continuation pages of specific deficiencies indicates how each deficiency will be addressed.

as applied to box 6. "Description of Condition™:

-Contrary to the above requirements of the QARD, Section 4.0
- Training records were incomplete, and in some cases not traceable to specific training that was adrmmstered

Response: ACTLABS will work with the M&O to fully implement procedures QAP-2-1 and 2-2. Analysis of the resulting
indoctrination, training, and qualifications information is expected to verify the adequacy for resolving this condition.

- The QA Manual needs to be revised or administrative procedures need to be developed to better describe the detailed requirements
for procedure development review and approval; document identification, control and distribution; procurement document control
supplier evaluation; calibration control; QA records, and audits.

Response: Through the process of creating the "augmented staff” status of personnel working on Yucca Mountain samples at
ACTLARBS, all the requirements of this deficiency will be addressed through implementation of the approved M&O QA procedures.
Through the M&O coordination of future work, the deficient items as listed will be resolved by implementation of specific M&O
procedures. All pertinent procedures are now in place, except for specific work instructions which will be produced and reviewed in
accordance with NLP-5.1, Preparation of Nevada Work Instructions’, before remaining work is begun. Document identification,
control, and distribution will be performed in accordance with QAP-6-1. The procurement of calibration services will be

Calibration control will be done accordance with QAP-12-1. QA records produced will be submitted in accordance with -
QAP-17-1. By being augmented staff, the audit issue will become subject to M&O surveillance procedure QAP-2-5.
Information produced through implementation of these procedures will be analyzed by the M&O in qualifying existing data per
YAP-SIIL1Q.

Contrary to the above requirements, although there was a documented QA Program initiated in the form of a QA Manual and -
technical procedures, the complete QA Program that applies to the Activation Laboratories, Ltd. scope of work was not adequately

implemented.

1. The QA Manual and Quality Operating Procedures SaNoncon A do not address the issues of procurement document, Section F2.

Response: The procurement document, Section F2, states "ACTLABS shall submit, to the PI for approval, reports of
nonconformances to technical and/or quality assurance requirements in this procurement document whenever the following exist:
technical requirements in the description of services are violated, a requirement in this procurement document is violated, or the
nonconformance cannot be corrected by reanalyzing the sample.” When ACTLABS works to procedures such as AP-|6 1Q,
AP-16.2Q, and YAP-15.1Q for Yucca Mountain samples, this condition will be corrected.

2. Client name is not includcd in the worksheets.

Response: Actual practice at the time the Yucca Mountain Project samples were analyzed included the work order number or report
number on worksheets rather than the client name, which was cross-indexed to the work order number on file. However, there was
no impact to quality because the work order number was on the worksheets and there is no value in correcting

the worksheets to include the client name. Through implementing the M&O QA procedures, traceability will be maintained.
Furthermore, through M&O SPO overvxew. emphasis will be given to ACTLABS to ensure performance of work as prescribed in

the implementing documents.

from suppliers identifizd on the YMP Qualified Suppliers List, or in accordance with the appropriate M&O procurement procedures.

Exhibit AP-16.20.3 - ‘ Rev. 07/03/95
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3. Mlsmkes are sometimes obliterated on worksheets and not initialed (dates also need to be added).

Response: Implementation of the M&O QAP-17-1 will fully prescribe the appropriate records requirements. The importance of
properly correcting documentation and additional training will be stressed to reinforce proper implementation of this requirement.
Any further deficiencies in the continuing course of ACTLABS' performance will be resolved through QAP-17-1.

4. The QOP SaNoncon forms are in the procedure, but are not being used by the sample
receiving personnel.

Response: Appropriate personnel at ACTLABS will be trained on the use of YAP-15.1. If continued deficient implementation of
this procedure is found, ACTLABS or the M&O will document the deficiency per YAP-15.1. The use of this procedure and its
forms apply to the various elements of ACTLABS contracted scope of performance.

5. QA Manual 13.4 "Test data and calculations are checked against the technician’s worksheets.”
QA Manual, 13.6, "National Bureau of Standards traceable standards as well as in house proprietary standards are run with the

clientele samples.”
QA Manual, 10.4, "QA Manager is responsible for the safekeeping of test documents and keeps them in the mechanical test lab and

the chemical analysis lab."
These words do not describe what is done in all cases. The QA Manual must be written to address all circumstances for compliance

verification.

Response: Appropriate training to the M&O QA procedures will impress upon ACTLABS personnel working on Yucca Mountain
samples the importance of performing their work in accordance with specifics in the approved procedures. The i impacts of past
deficiencies will be evaluated during the qualification of the indeterminate data.

6. Calibrations are performed by and monitored by the laboratory manager, not QA Manager. This needs to be changed in the
manual,

Response: It is not believed that there is any quality impact from this condition. The issue is a product of the employee changes at
the time of the subject work, and that has been corrected. Through implementation of QAP-12-1, this issue will disappear.

7. The list of equipment does not include model and serial number in several cases.

Response: The list of equipment has been revised to include mode! and serial numbers for all equipment where the numbers are
available. Maintenance of the appropriate equipment list now in place will be in conformance with the requirements of QAP-12-1

8. The sticker on the balance weights is past due. Due date is June 1996. Calibration stickers do not indicate due date of next
calibration.

Response: When ACTLABS comes into compliance with M&O procedures, particularly QAP-12-1 for Yucca Mountain samples,
this condition will be corrected. If analysis shows that data quality has been impacted by this condition, the issue will be
documented on a nonconformance report and resolved in accordance with YAP-15.1.

Exhibit AP-16.2Q.3 - Rev. 07/03/95
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9. The sheets do not indicate the instrument being calibrated, i.e., ICPMs Perkin Eimer 6000.

‘| Response: The calibration equipment sheets have been corrected to indicate the instrument being calibrated by model number.

Recommendations:

Audit Recommendation 1. The nonconformance documentation and reporting system is at an indeterminate stage of
implementation due to the changes recently made and incorrect forms used in the past. The criteria used and described in the QA
Manual need to be carefully evaluated as to what is considered a nonconformance. Once established, training of personnel to the
process and forms to be used needs to be performed.

Response: When ACTLABS works to M&O procedures (such as YAP-15.1Q and QAP-2-1) for Yucca Mountain samples, this
condition will be corrected. Personnel will be trained to the process and forms used and this training will be documented.

Audit Recommendation 2. ACTLABS needs to review the actual processes of the laboratory against the described processes in the
QA Manual and procedures to make certain they address actual practices. Determine that the data trail from receipt of sample
through data obtained from the analysis identifies and captures all required documentation to support the results of the analysis.

Response: ACTLABS will evaluate their sample management process and make appropriate changes to their practices to be within
compliance with a NWI prepared for this activity. When ACTLABS works to the M&O procedure (to be prepared) for Yucca
Mountain samples, this condition will be corrected.

Audit Recommendation 3. Make sure Cemﬂcate of Conformances are signed and dated by a designated and technically qualified
individual. -

Response: Any Certificate of Conformance will be signed by a qualified individual within ACTLABS when the results of the
analyses are finalized.

Audit Recommendation 4. Purge the documents located throughout the laboratory to ensure the latest document is the one that is
identified as the latest approved version being used and obsolete documents are removed from the system.

Response: ACTLABS will remove obsolete documents. QAP-6-1 will be implemented for the scope of Yucca Mountain sample
analyses in response to this recommendation.

Audit Recommendation 5. Consideration should be given to filling the position of QA Manager to comply with the requirements in
the QA Manual for the responsibilities and duties described for the QA Manager as far as implementation of the QA program.

Response: The position of QA Manager has been filled to comply with the requirements in the QA Manual.

5. ¢ Condition and Impact: (continued f )

Resolution and verification of the concerns documented in the Corrective Action Request (CAR)YM-96-C-009 will permit future
samples to be analyzed under an approved QA program with emphasis on compliant implementation. Our evaluation indicates that
there were no detrimental impacts on the quality of data already produced, because the calibration- and training-related deﬁclenctes
concern inadequate documentation and not deficient actual practices that directly impact validity of the data.

Exhibit AP-16.2Q.3 Rev. 07/03/9%
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Refer to Subsection 5.2 and 5.3 .of AP-16.4Q for amplification of information.

1. ldentify the adverse condition.
Deficiencies are documented in Audit report OQA-SA-96-021 and CAR-YM-96-C-0009.

2. lndicatei Where the condition was found.
Activation Laboratories (ACTLABS), Ancaster, Ontario, Canada.

3. Note When the condition was first found.
DOE OQA audit of ACTLABS on July 29-30, 1996.

4. Select which major program element(s) was affected. (Waste Acceptance, Storage, Transportation, or Repository.)
Potential for human interference into waste isolation.

5. Denote the specific area(s) or diséipline(s) of the major program element the ccndition occurred.
{e.g., engineering, design, ES&H)
Acceptance of results of procurement of ventor pertinent to scientific investigations: ACTLABS had deficiencies in document control,

training records, calibration records of nieasuring & test equipment.

6. Determine if the condition is isolated or recurring.
isolated

7. Determine if the condition is hardware litem) or programmatic (procedures, personnel) related or both.
programmatic (implementation of procedures)

-

8. Denote what organizations are affected by this condition (M&0, USGS, Weston, OCRWM, etc.). -
OCRWM, Managment and Operating Contractor - University of Nevada, Reno- Nevada Bureau of Mines and Geology

—

Exhibit AP—15.4‘O..‘I_. e o ' : ’ : Rev. 07/16/96 _




el e e oy |

"OFFICE__, CIVILIAN RADIOACTIVE WAST™

ROOT CAUSE DETERMINATION QUESIONNAIRE . Page2of4

ANAGEMENT

10.

11.

12.

13.

14.

15.

' Document the changes that have taken place that could have caused the condition.
Changes in supervision and personnel (QA manager quit in fall of 1995); deficicncies in implementing QA manual.

Determine the need for sketches or photographs.
N/A

Determine the need for laboratory tests.
N/A

ldentity the physical evidence examined.
See audit report No. OQA-8A-96-021, July 29-30, 1996

Note the relevant documents reviewed.
See audit report No. OQA-SA-96-021, July 29-30, 1996

N/A

Interviews conducted: D Yes m No
If Yes, refer to page 3 of this attachment.

Document any other information that may be pertinent to supporting the selection of the correct root cause.

R! or designee: (Print)

Jan C.zsmussen §$ffi’2 Hernciest—

Date: /0/3 /7é
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' : TELEPHONE OR PERSONAL INTERVIEW RECORD
Person Interviewed: (Print) . Title:
Organization/Location: Telephone No.: Date/Time: CAR No./DR No.:
Interview. Details:
N/A .
ln;erviewer

Exhibit AP-16.4Q.1
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%dmmemed in Audit report OQA-SA-96-021 and CAR-YM-96-C0009: they appeared o result from the loss of the ACTLABS
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¢ Au< ¢ CAUSE DETERMINATION QUE. NNAIRE Page 4 o1 &
Root Cause Code: CAR No.JOR No.t

1Ca, 2Ad, 3AD, 3B¢, 4Ac, SBa YM-96-C-0009

Root Cause: ' :

Ervor In Following Implementing documents - format confusing: Personnet - Iack of attention to & task, procedurcs not used or
used improperly: M-\nngcmem system - inadequate communication of standards and controls and not independent; Immediate
supervision, preparation, inadequate instructions to subordinates; Inadequate Training Methods, incomplete.

Justdfication or Rationale for Selected Root Cause:
The jsektfed deficicncics found during o DO audit of ACTLABS, Ancaster, Onrario, Canada, on July 29-30, 1996, were

lormer QA Munager tn the fall of 1995 and from delayed appointment of an independent QA Manager focused on implementation
of the QA program. A contributing factor o the deficiences was having a QA Manual that contained extrneous
overcommitments; this led to confusion in the implementation of the QA-related aspects of the program. As a résult, ACI‘LABS
did not document thelr actun! practices in accordance with appropriate quality assuennce discipline.

Designee: (Print) Signature: Date:

Rl: (Print) . : Signature: . Date:
JanC.smussen é}uo[ Hoconertnta : 70/3/5%
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