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\,\w;teu States Government Department of Energy

Carisbad Area Office

ﬁemcrandum Carisbad, New Mexico 88221

September 26, 1896

DATE:
REPLY 7O ~ 217
T O AO:ONTWO:TIRI96-232
SUBJECT: [ssuance of Carlsbad Area Office Surveillance Report S-96-48
o J. Jozella. Assistant Area Manager Environment and Projects. LAAQO

Attached is the Carisbad Area Office (CAQ) Surveillance Report S-96-48 of the Los Alamos
National Laporatory (LANL) TRU Waste Characterizanon Program (TWCP). The
surveillance was conducted on August 13-16, 1996, at tne LANL rzctlities in Los Alamos.
New Mexico. Please note that [ have upgraded Corrective Action Report (CAR) 96-081 10 a
S[g7 iricant Condition daverse to Qualitv (Block 11 or the CAR) due to the numerous
iciencies noted in the CAR. LANL management shouid focus attention on successtul

vl

imyiuuemauon ot their quality assurance program for CAO-spensored technical work.

LJ.

Please torward this report to Pamela Rogers. TWCP Project Manager. with the rollowing

f—

o Correcuive Action Reports (CARs) were 1dentified during the survetilance and are
attac hgd to the report. Please determine the preposed corrective actions. inyestigative
actons, and actions to preclude recurrence as required by Block 12 of each CAR. Alse
entify the individual assigned respensipility for compietng e proposed actions a.:
provide a schedule for c~mpleting each action.

2. Plecse transmit the CAR responses to my orfice no later than the date indicated in Block
14, for review and ¢ onc“r*ulcb Included wizh the surveillance report are blank "CAR
Continuation Sheews™ and “Instructions for Completing Corrective Action Response.”

[Z vou have any questions or require additional informauon concerning these CARs. please
3) 234.74

o8|
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on Watkins
Manager
Natonal TRU Program
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Artachment
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Joseph Vozella 2.

CCc w/attachment:

K. Hunter, CAQ

M. McFadden, CAO

T. J. Reese, CAQ

L. Chism, CAO

P. Rogers, LANL

M. Gavir, LANL

B. LeBrun, LA40

H. Plum, LAAO
/F. Lentz, CTAC
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EXECUTIVE SUMMARY

Surveillance S-86-48 was conducted on August 13-16, 1896 at Los Alamos
National Laboratories (LANL) in Los Alamos, New Mexico. The purpose of this
surveillance was to evaluate the controis established for the LANL Transuranic
Waste Characterization Program (TWCP) in accordance with the requirements
contained in the LANL QAPjP, CSTDO-PLAN-002, RO, Los Alamos National
Laboratory Transuranic Waste Characterization Quality Assurance Project Plan,

dated November 10, 1995.

The Surveillance Team determined that the TWCP was not fully implemented at
the time of this surveillance. The procedures for implementing the program were
gither not yet developed or were being revised to address the requirements of
the CAO QAPD and the QAPP. Two CAOQ corrective action documents were
thus issued. CAR $6-081 identifies deficiencies in flowdown of QAPD e Suw Taa
requirements to implementing procedures, and CAR 96-082 identifies-an
implementation issue relative to records processing. One.observation regarding
the maintenance of lab equipment was identified. lt-shoutd-be noted that no
waste characterization/certification activities are currently ongoing. While
deviations from the QA program were identified, no adverse impacts on the
quality of the actual work activities were identified. In addition, five
recommendations are offered for management consideration. Although the
program is not fully implemented, it has greatly improved since the Program
Review conducted December 1995, particularly in the area of organization and
organizational interface. The draft procedures and Waste Certification Plans
reviewed indicate that when implemented, program requirements for waste
characterization and certification will be met.

SCOPE

Surveillance S-96-48 was conducted to evaluate LANL waste certification and
characterization processes for newly generated and legacy transuranic waste.
This surveillance inciuded an evaluation of the adequacy and implementation of
the LANL Quality Assurance Project Plan (QAP]P) and related procedures where
applicable. In addition, the surveiilance team evaluated the status and adequacy
of the LANL Transuranic Waste Certification Plan. The areas reviewed in the
surveillance included:

. Waste Characterization

. Waste Certification
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. NDA/NDE
. CAO Quality Assurance and technical requirements flowdown
. Software Quality Assurance (relative to waste characterization/
certificaticn)
. Transuranic Waste Streams (Analysis and RCRA Codes)
. Acceptable Knowledge
. Status of implementation of Quality Assurance requirements as they

relate to the waste characterization/certification process.
SURVEILLANCE TEAM AND OBSERVERS

SURVEILLANCE TEAM:

Kenneth Gilkerson. CTAC, Surveillance Team Leader

Richard Hicks, CTAC, Surveillance Team Member

John Ptacek, CTAC. Surveiilance Team Member

Russ Bisping, CAQ, Surveillance Team Member

Laurie Sparks, Westinghouse, Surveillance Team Technical Specialist

Dave Baran, New Brunswick Laboratory, Surveillance Team Technical Specialist

OBSERVERS:

Kyle Rogers, Office of Radiation ar . Indocr Air (ORIA),
Environmental Protection Agency (EPA)

Patrick Kelly, S. Cohen & Assaociates, EPA

Paula Hugo, AT Kearney, EPA

Steve Zzppe, New Mexico Environmental Department (NMED)

Janice Archuleta. NMED

Craig Snider, CAQO

Dennis Brown, CAO

Ben Walker, Environmental Evaluation Group (EEG)

SURVEILLANCE PARTICIPANTS

] NAME ORGANIZATION -
Abercrombie, Loren LANL. ESH 18/CST28 X } ! t
Ansell. Gerald LANL, CST-12 A I '
Archuleta, Janice NMED, Observer X ( X ‘ l
Bacigalupa, Gian ' LANL, ESH-19 X X i x|
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NAME ORGANIZATION A B C !
Betts, Stephen LANL, CST-7 X ;
| Chnst=nsen. David | LANL CST-1 X
D'Anna, Lee LANL, AA-1 X x|
Enter. Janie LANL, CST-7 X |
Frencn, Sean LANL ESH-18, CST-5. CST-14 X
Gautier, Peggy LANL, CST-3 X
Gavett. Marji LANL, CST-7 QA X X X
Gruetzmacher, LANL, NMT-7 X X
Kathleen
Hakonson, Kelly LANL, CST-12 X |
Harris. Gordon LANL, CST-5 X
Harper, Johnny LANL, CST-7 X X X
Helfinstine, Suzann LANL, ESH-12 X
Hugo. Paula AT Kearney , EPA QCbserver X X X
Janecky, David LANL, CST-7 X
Kelly, Patrick S. Cohen & Associates, EPA Cbserver X X
Kosiewicz, Stan LANL, CS7-7 X
LeBrun, Bruce LAAQ, DOE X
Lombardo, Anthony LANL, CST-12 X
Lucero, Fabiola LANL, CST-25, RMDC X X X
Maez, Marshall LANL, NMT-7/ESH-14 X X
Mark. Jon LAAO, DOE X X
Marunez, David LANL, CST-3 X
Oakley, Marta LANL, AA-1 X X
Plum. H. L. LAAO, DOE X
Ramsey, Susan S. LANL, NMT-7 X X
Reed, Sheila LAAQ, DOE X X
Rogers, Kyle EPA, Observer X X X
Rogers, Pamela LANL, CST-7 TWCP Project Manager X X X
Schuman, Paul LANL, ESK-19 X X

1
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NAME | ORGANIZATION A | 8 | ¢
Smith, Kathyn K. | LANL, NMT-7 x|
Snider. Craig i CAQ. DOE. Observer X ‘ X ! |

ir Sowers, Joe | LANL, CST-7 , X ‘ X ‘ X
Stanhove. Cathy | LANL, CST-7 X X X
Taggar, Daniel P. LANL, CST-7 X X X
Vigil, Jack LANL, CST-7 X l
‘Walker, Ben EEG. Cbserver X X x|
| Wieneke. Ron | LANL. NMT-" | Lox
! Yeamans, David LANL, CST- X 1
'r e. Stave NMED, Obsefver X X ! X IE

Pre-Surveiilance 3riefing  B= Contacted During Surveillance  C= Post-Surveillance Briefing

SURVEILLANCE RESULTS

The conduct of the surveillance of the LANL Transuranic Waste Characterizzation
Program included interviews of cognizant personnel; reviews of plans,
orocedures, and other documents; examinations of facilities: follow up of
previously identified issues from the Program Review; and evaluations of the
objective evidence and observations discarned during the surveillance. The
following areas were examined:

Requirements Flowdown

The LANL QAPJP incorporates both the technical and QA requirements of the
CAQO QAPP. The QAP]P requires the QA program to be conducted in
accordance with DOE Order 5700.6C, the CAO QAPD, and the CAO QAPP.
The Surveillance Team tracked the flowdown of the CAO QAPD reguirements to
the TWCF implementing procedures and determined that, although, the TWCP
meets most of the basic requirements described in DOE Order 5700.6 C, it does
not meet all of the CAO QAPD requirements particuiariy in the areas of
Corrective Action and Software Quality Assurance. CAR 96-081 was written to
address program adequacy issues. It should be noted that TWCP Management
was aware of program adequacy issues and that most TWCP procedures were
in draft or being revised at the time of the surveillance.

Status or Quality Assurance Implementation

The status of implementation of Quality Assurance requirements as they relate
to the waste characterization and certification processes can be summarized for
the most oart as “not yet implemented.” S:nce a program that adequately
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addresses all the QA requirements has not yet been established, there was iittle
impiementation to evaluate. It was found that the procedures for records
management were not being implemented as written; CAR 96-082 was written tc

address this.

Software Quality Assurance

Software Quality Assurance is not being implemented for the TWCP. The
procedure in place does not meet QAPD reguirements, and the draft revisicn
that was reviewed neads to include additional elements to meet all of the
requirements. Specific areas requiring modification include classification,
testing, inventory, ccnfiguration management, problem reporting, and corrective
actions. The adeguacy CAR £6-081 addresses these deficiencies.

Waste Characterization

Waste characterization activities have bean suspended until TWCP can get its
procedures revised, developed, and in place. Twenty drums of waste had besn
characterized previously using the procedures initially developed after the 18€2
program review. It was during this activity that the TWCP realized that the
procedures and processes in place were not adequate and that the data
generated for these drums of waste did not meet program requirements. As a

result, subsequent characterization activities were suspended.

Waste Certification

The waste certification program will be defined and documented in the LANL
Transuranic Waste Certification Plan CSTDO-004. This plan is still an
unapproved draft, although it has been reviewed by CAO and has a few
outstanding issues. LANL's waste certification hinges on the approval and
implementation of this olan.

NDA/NDE
The surveillance team evaluated the NDA/NDE transuranic waste assay program

to determine the status of program compliance to the CAO QAPP and LANL
QAPjP. Although no transuranic waste is currently being assayed, procedures
and processes for use of the Passive/Active Neutron (PAN) assay device and
the Tomecgraphic Segmented Gamma Scanner (T/SGS) were examined based
on existing procedures and past use. The LANL personnel have extensive
experierice in developing and using this technology. The procedures for using
these systems (e.g., TWCP-DOP-CST7RANT-015,-014,-012) are being revised
to fully address QAPP Chapter 9 requirements. Two radiography systems for
NDE were also evaluated; they are aiso being revised to meet operation and
maintenance requirements. While the Radioactive Assay and Nondestructive
Testing (RANT) organization have the equipment, personnel, and expertise
capable of providing accurate quality measurements, the procedures (e.g.,
calibration), documentation (statistical review of QC data), and training records
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required by Chapter 9 of the QAPP are either incomplete (e.g., undergecing
revision to address all QAPP requirements), or are not yet in place. See
reccmmendation number one in Section 6.4.

Acceptable Knowledge (AK)

The area of “Acceptable Knowiedge” was evaluated during the surveillance.
program is not being implemented, because requirements for AK are not yet
documented in the CAQ/DOE QAPP. However, the AK program at LANL/TWCP
has been initiated using guidance from WIPP in the form of Appendix C8 of the
WAP, Section 4.0 of the draft QAPP, Rev. 1, and discussions with the CAO’s
Waste Certification Manager. LANL personnel made presentations to the
Surveillance Team about how they anticipate the AK program will be
implemented.

.
™1
S

The LANL TRU Waste Certification Plan (Rev. d final DRAFT-PLAN-CSTDC-
004) defines the path that TWCP will take to get its waste ready and certified for
shipment to the WIPP. This document, along with the relevant facility-specific
TRU Waste Interface Documents will, in future revisions, define the TWCP's
implementation of the AK requirements. Since these documents are not final
yet, the lower-tier documents that deal specifically with AK have not yet been
develcred.

Mast of the AK requirements that are currently available have not yet been
compiled into an auditable 1ecord according to the requirements of the WAP
Appendix CS (and the soon-to-be-released interim changes to the QAPP).
However, TWCRP has written a draft Laboratory Standard for AK (AKLS) which
addresses these requirements to some degree, but does not meet all of the
requirements that will be imposed. An example of issues not addressed is how
LANL wiil confirm “Acceptable Knowiedge.” It is recommended that the final
revision of the AKLS be patterned after, and address, all final AK requirements <7
the WAP and QAPP. See recommendation number two in Section 6.4

Because of the lack of formal AK reguirements, it was not possible to conduct a
complete evaluation of TWCP’s AK program. Conseguently, this aspect of the
surveillance was primarily used to record TWCP's progress in deveioping their
AK program. resulting in program observations and recommendations. No CARs

were issued.

RCRA Code Assignments

LANL's current QA requirements associated with the assignment of RCRA codes
appear to be extensive. The initial assignment of RCRA codes is documented
and undergoes an independent review and official (random) QA check. The
Waste Management Coordinator also reviews the assignment. Additionally,
there is a database that contains a document trail for ail assigned RCRA codes.
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A limited numzer of personnei have access to this database (i.e., can change the
RCRA code assignments).

However, LANL does not have a defined program in place that outlines the
governing procedures and personnel training requirements for the assignment of
RCRA codes. Some formal training and documented guidance is available for
personnel who assign RCRA codes, such as, general training courses for
Treatment Storage Disposal (TSD) workers, RCRA, Waste Generation, etc.
(“RCRA Personnel Training,” for example). There is no training, however, that
specifically addresses how to assign RCRA hazardous waste codes to the TRU
mixed waste destined for the WIPP. Specific methodology for performing this
activity is not documented. For example, LANL has no procedures for the
assignment and reassignment of RCRA codes or for the removal of
inappropriate RCRA codes.

The AK requirements referred to above include guidance on the assignment of
RCRA codes. A recommendation was made that LANL review this guidance
when it becomes final and develop and implement governing procedures and
specific training requirements for the assignment of RCRA codes, possibly as a
subset of the AK program. See recommendation number four in Section 6.4 of

this report.

Analytical Laboratories
A data package for 20 drums from the LANL Transuranic Waste Characterization

Project Initiative 605 Deliverable was reviewed. The processing of these drums
and the resultant data package identified real-time problems and issues. TWCP
activities were suspended until procedures could be evaluated and rewritten to
address these problems as issued. This data package will not be used as
acceptable quality data to support waste characterization; rather, it will be used
to test the program and identify areas for improvement. The surveillance team
evaluated this package to provide additional guidance.

These drums contained cement, which caused a variety of matrix interference
effects in the analyses. These effects included out-of-spec spike/surrogate
-=coveries. All out-of-spec issues were addressed appropriately by LANL using
.on-c- 2formance reports, and the out-of-spec data were appropriately flagged.

No chain of custody records were found in the data package except those that
were attached to NCRs. This lack will need to be addressed in future waste

characterization efforts.
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The data package itseif was difficult to review because of the way it was
assembled. There was no table of contents or index. Because different sample
numbers were assigned for each analysis. there were many sampie numbers o
xeep track of. There were a few correiation tables to allow the reviewer to relate
the many differsnt sampie numbers back to the original drum, but these were
sometimes difficult to find. In short, this data package appeared to be complete,
but was not in an auditable form. It is recommended that future data packages
be detailed enough to allow any reviewer to find any piece of information quickly
and easily. Specifically, the table of contents and/or index of the data package
should be detailed enough to allow any reviewer to find any piece of informaticn
quickly and easily. See recommendation number five in Section 6.4 of this

report. -
S

-

During a visit to tne CMR! a log book for a refrigerator that is used to store
samples received by the CMR was reviewed. This refrigerator was out of spec
(femperature was too high) at various times earlier this year. No notations were
made in the log book as to what actions (if any) were taken to bring the
refrigerator back intc compliance. If TRU waste samples were being stored in
this refrigerator, an NCR would be required if/when the refrigerator was out of
compliance to assess impact on data. An observation was identified relative 1o
this in Section 6.3 of this report.

CORRECTIVE ACTION REPORTS/DEFICIENCIES CORRECTED/
OBSERVATIONS/ RECOMMENDATIONS

6.1  Corrective Action Reports
Two Corrective Action Reports (CARs) were generated during the surveillance.

CAR ©8-081

The LANL TWCP procedures do not adequately impiement all of the
requirements of the CAO 94-1012-QAPD R-0 and R-1. Examples include
activities related to Sottware Quality Assurance, Quality improvement
(Conditions Adverse to Quality, Control and Disposition of Nonconforming ltems,
Improvement Analysis, e.g., Trending), Interface Controi, Independent
Assessments (e.g.. Audits and Suiveillances), Personnel indoctrination and
Training, and Records Management.

CAR 96-082

\ncomplete records have been recsived by the TWCP Records Center and are
oeing maintained in records storage as permanent records. Dual storage is not
being maintained and the fire rating of the storage cabinet cannot be determined.
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Corrected Deficiencies

None

Observations

An observation was identified reiative to the sample receiving area of the CMR.
The logbook for a refrigeration unit indicated that the refrigerator temperature
was out of specification on several occasions (temperature > 4 +/- 2 degrees
Celsius). No notations were made as to what actions were taken to bring this
unit back into compliance. A review of records disclosed that there was no
transuranic waste stored in this unit at the time(s) it was out of specification,
otherwise a deficiency document would have been required. LANL needs to
investigate the actions the lab is required to take to assure that its equipment is
properly maintained to specification requirements. This observation does not
require a response.

Recommendations

1. The calibration and operation procedures of the NDA/NDE systems that
are being revised should be verified for compliance with all requirements
cf the QAPP, especially in the areas of response to out-of-control
situations; statistical review of QC data; development of more detailed
control charts of all controlled parameters (with mean, 2 sigma, and 3
sigma limits); firm defensible estimates of the accuracy, precision, and
total uncertainty of each method; final traceability documents for
Plutonium (Pu) pin standards; and more complete training records.

2 The draft lab standard for “Acceptable Knowledge” was reviewed and
found to be incomplete. An example of issues not addressed is how
LANL will confirm “Acceptable Knowledge.” It is recommended that LANL
use the WIPP WAC Appendix C3 as guidance for the Acceptable
Knowledge program until the new CAO QAPP Section 4.0 (Acceptable
Knowledge) is issued.

The Waste Characterization Reduction Repackaging Facility has a new
visual examination giove box (mobile unit) that is operational. Procedures
have not been developed for visual exam, nor have personnel been
assigned, trained, or qualified for its use. It is recommended that these
activities be initiated soon.

[O%]

4. Before the Waste Certification Program, is implemented, a written
procedure needs to be developed addressing how RCRA Code
assignments are processed, and identifying training requirements and
organizational responsibilities and interfaces.
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5. The data packages were difficult to review because of the way they are
assembled. Itis recommended that data packages be assembled sucn
that the table of contents and/or index is detailed enough to allow any
reviewer to find any piece of information quickly and easily.

ATTACHMENTS

CAR-96-081
CAR-96-082

-3

X



CORRECTIVE ACTION REPORT

'!Ii CAR No.: 96-081 | 2. Activity Report No.: 5-96-48 3. Page _ 1 _of 3 _

;

r 4. Controlling Document:

4 CAQ-93-1012 QAPD R-0. R-1
|
| 6. Responsible Organization:

Los Alamos National Laboratories Transuranic Waste
| Characterization Program

. Affected CAO Team Leader: D. Watkins

thh

7. Discussed With:  Pam Rogers. Site Project Manager
Marji Gavert. Site QA Officer

''8. Requirement: QAPD R-0. Section 1.! requires participants to deveiop, impiement. and maintain their qualiry assurance pro
accordance with DOE Order 3700.6C or 10 CFR Part 830. including guidance provided in this QAPD [R-0]. QAPD R-1 Para. [.1.1
requires participant management to establish and impiement policies. pians. and procedures that control the guality of work consistent
‘! the zrovisions of this QAPD. Para. 1.1.2.1A requires each program participant to deveiop and follow procedures that impiement the

| [QAPD] requirements cescribed therein. Para. 1.1.2.1.D requires participants to develop QA implementing procedures that provide for
Il top down implementarion of the QAPD. QAPP. and QAP;jPs. as applicable.

9. Condition Adverse to Quality: The LANL TWCP procedures do not adequately address all of the requirements of the CAQO 94-:101.
QAPD R-0 and R-1. Examples include activities related 1o Software Quality Assurance, Quality Improvement (Conditions Adverse w0
nonrw‘en[

Qualirv, Conwol and Disposition of Nonconforming Items. Improvement Analysis, e.g.. Trending), Interface Control. [ndecend
Assessments (e.g., Audits anc Surveillances), Personnel Indocrrination and Training, and Records Management. (continued next pag?

10. Suggested Act.:ns:.

I. Develop a Matrix of QAPD R-1 requirements to TWCP implementing procedures and develop procedures and or procecurs changes =
necessary. 2. Provide a schedule or completion of these procedures based on milestones rejative to the start-up of Waste Characierization
Cemirication activities. Provide cate for implementation. (centinued next page)

1. Significant Condition Adverse to Quality (Yes or No)?: YES NO _X
12. Applicable Types of Actions: Remedial:_X_ Investigative:_X _ Root Cause:__ Actions to Preclude Recurrence: _X
13. CAR Initiator: K. O. Giikerson Date:__ 8721796

Il 14. Response Due Date: 10:31/96 ~
! - ,

i ) = -~ 7 - y —a
15. Concurrence: \é\gz/\ Wﬁt@ "'\/' Q{ﬁ(o // e NIl s Dz T8
t

Résponsible Team Leader Date P Assurance Team Leader Date

Z
16. Corrective Actions Proposed by the Responsible Organization: See atached CAR continuation sheet

1
i

i 17. Acceptance of Proposed Corrective Actions:

Responsible Team Leader Date Assurance Team Leader Date

18. Verification of Corrective Action:

19. Verified By (Signature):

Verifier Date
b -~~~ _~~""""- - -

20. Closure:

Responsible Team Leader Date Assurance Team Leader Date
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{continuation sheet)

" CAR No.: 90-051 | 2. Activity Report No.:5-96-48 | 3. Page _2 of 3_
|

; Block # 9 cont’d

" NOTE: LANL s effective cate for implementing the QAPD R-1 is August 25, 19962 but. with few exceptions, examples of inadeguate
' owdown of QA reguirements can be round in uoth avisions. LANL's current program is not expected to be revised befors August 15

- 19uA, R cardless. correcuve actions to this CAR must meet QAPD R-1 requirements.

DISCUSSION:
Sortware Quaiity Assurance (SQA)
The TWCP Quality Procedure, TWCP-QP-1.0-020, Procedure for Sojrware Managemen: (Revision 0, effecuve 3/7/96), does
not adequately convey the requirements contained in section 6.0 of both revisions of the CAO QAPD. Areas requining
testing, inventory, configuration management, and problem

mcdification or ampiification inciuce classification. ¢
reTOriing/COITec Ve ACtions.

i T2TOring

| N

i Lrenaing

e Scth QAPD revisicns and LANL TWWVCP Cerrecuve Action/NCR procedures require e .ng of Conditons Adverss o (Qualis,

i o be :urformed The TWCP does not have wrending procedures, n0r is trending being performed. even though 92 NCRs
Jdocumenung Conditions Adverse o QL...H[\ have been 1ssued to date.

Corrzcave A;:z:c»n Process

. Bethrevisions or . JAPD require Conditions Adverse to Quality to be evaluated for significance and to address inves lg::i‘, z
of conailion), root cause. and actions to prevent recurrence as necessary. The QAPD R-1 describes/darine

z T v and reqguires the preceding actions for all “Significant Conditions Adverse to Qualitv.” LANL's

onconrcrmance and C rrecuve Procedure. TWCP-QP-2.0-003 ' R-0). detines deficiency documents such as Noncenizrmun

n Reports. Correctuive Actien Reports, and Findings. This procedure dges not specitically address “Significant

ol

acuons (el

£
3
o =
I}
)
P
o)
’F)

(lfJ

Am e e——

1on
aditions Adverse to Quaiity,” although it requires a CAR for flagrant violations of procedure and repetitive nonccniormung
conditiens or If personnel safety is at risk. This is similar to the QAPD definition of significance (but not the same;; L2 "0 oo

correciec could hsve a senious effsct on sarety, operability, waste isolatuon. compiiance. or the reliability of the QA :ﬂm;:—m."
A . if "e violation 1s determined “flagrant” {significant}. the LANL procedure does not require a work steppz
réer (0 oe evai.aled. This procedurs does not address the processing of findings which. by LANL derinition, are aiso

Condiuons Adverse o Quality and are issued as a result of Assessments (Audits). A review of audit findings and finding

-erronses resuiting from LANL Aucits/’Assessments disciosed that they are not evaiuated for significance 1n accordance Wil
d dar

y 22D, There 1s no documentation of extent of condition of root cause evaluation and. in many cases. no proposed Zates of

Agce 'n
axT il

3
1

v

corrective action.
Nenconrormiag Irems/Conditions
K LANL NCRs are 1ssued for both programmatic viofations and nonconforming izems without distinction. The TWCP
treguire the disposiuons “use-as-1sT and “repair” w have a techaical jusuiiczuon as Jo both QAPD revisions. A

i "use-as-is” dispositions disclosed that technical jusufications are not being documented. Additonally. itis not
cmman requiring Corrective acuon responses differ from nonconforming items requiring a rework. repair. use-as-is.

UTITALC ISsuSs reg

i 2ic,
é ~AS3CSSmentis
e LANL'S crocedures for independent Wscssmems and oe'sonnci guaiifications for Lead Auditors in leading Assessmenis are
! consisent with Lhc QAPD. R-O. The QAPD R-1 specificaiiy addrasses independent assessments as Audits and Surveiilances anc
{ maxes a disunction berween them. Although L&\"L has 2 surveillance form and has scheduled Survetilances to be performed. &
! does not have a procedure for performung Surveillances.
i Interraces
g “While drart Transuranic Waste Characterization [nterface Documents (TWIDs) are the kev LANL interface documents. thair
| description and usage are not presenty defined. excepr in a draft document.
indecrination and Training
. LANL zrocedure THWVCR-QP-1.0-0020 1 R-0) addresses training, qualification, and certifications: it ¢oes not address empicves

adociminiuon to gereral cnteria such as the QAPD, and applicabic codes, stancards. and reguiations as required.

Recoris Manozeman:
i The _ANL Records Management Procsdure TWCP-QP-1.J-004 . R-0) does not adequately address the QAPD reguirements oo
‘ the sterage, safekeeping. and disposition of QA Records. Specifically, it doesn’t describe the LANL TWCP records storage

d1v. and the filing and indexing syvstem, nor does it deline records access control.
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1. CAR No.: 96-081 2. Activity Report No.: $-96-48 3. Page _ 3

Block # 10 cont’d:

| Software QA recommended actions:

TWCP-QP-1.0-020 is a major step toward achieving compiiance with the CAO QAPD requirements. Th

{ The current drart Revision 1o TW

document shouid be rzrined 10 achieve complete adequacy, issued, and impiemented.

| sortwars used in waste characterization or supporting the TWCP shouid be inventoried. ciassified. and controiled in accordance with
|| the above software QA requirements. The foilowing items were idenufied during the surveillance as containing software modules o whi
the above reguirements shouid apply.

- PassivesActive Neutron (PAN) System

- Segmented Gamma Scan (SGS) System

- Tomagrachic Gamma Scan (TGS) System

- Laboratory Information Management Svstem (LLIMS)

; - Automated Waste Management System [TA-35]

J - Any specialized instrument programming {GC/MS, ICP, or FTIR)

‘ - Any database or spreadsheet applications containing detailed formulas or macros

- Any software associated with characterization technologies or processes under development
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| A
1. CAR No.: 36-032 2. Activity Report No.: S-96-43 | 3. Page _1 _of _2
‘ 4. Controiling Document: TWCP-QP-1.0-004. R.0 2. Affected CAO Team Leader: D. Watkins
‘\
| —
1 6. Responsible Organization: LANL TWCP 7. Discussed With:  P. Rogers, Site Project Manager
“ M. Gavert. Site QA Officer

I} 8. Regquirement:
| Paragrapn 6.2.3 requires Records Center personnel to dccument reczipt of an incompiete recorc by compieting the bottom secusn of 52
TWCP Records Center Record Transmittal Form and sending a copy to the record source. zlongz with the admnistrative inceme:
and a compieted TWCP Record Center Record Return Form.

‘Conunueza on Page 2)

i 9. Condition Adverse to Quality:

Incompiete records have been received by the Records Cznter and are being maintained in records siorage as Cermaneni reccras,
Although incomplete portions of the records, e.g., signatures, are flagged as an indicater for correction, no acticn is being taken 0 ccrraoe
the incomplete record.

«Contnued on Page 2)

10. Suggested Actions:
i Review .

- TWCP-QP-1.0-00+ to cesure that nigher-tier program resuirements are addressed and are :mplementec according
§ 8l

ingle or Quil siorage ;.

%

implemenung procedure. Ovtain documentation for the firs-rated cabinet being used and estaolish

|

R TN T I Y
N L

11. Significant Condition Adverse to Quality (Yes or No17: YES NO _X

12. Applicable Tvpes of Actions: Remedial: X Investizative: _X_ Root Cause: Actions to Preciude Recurrence-

113. CAR Initiator: Rich Hicks ) Date: /21794
{

| AN

1 14. Response Due Date: ===

9/ dTh

¢ -

]

5 \ a . .

i - oy S P . . P = Z -

12, Concurrence: Yoo L O=H G257 T A e Sy et g
Responsible Team Leader Date se Assurance Team Leader Date

m

16. Corrective Actions Proposed by the Responsible Organization: Sze attached CAR contnuation sheet

17. Acceptance of Proposed Corrective Actions:

Respornsible Team Leader Date Assurance Team Leader Date

15. Verification of Corrective Action:

t

it 19. Verified By 1 Signature):

| Verifier Date
t

i

i

it 20. Closure:
' Responsible Team Leader Date Assurance Team Leader Date
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2. Acuvity Report No.: 5-96-48 3. Page _2 of

1. CAR No.: 96-082

Block # _8

J:3:

Paragraph 6.6.2 requires dual storage of records, which is provided on a computer database or computer-generated storage d
Computer-generated records are required 10 be maintained in a “fire-rated” safe at a separate designated location for dual siorz
purposes. Section 1.5.2.6F of the QAPD R-1 requires a two-hour fire-rated vauit for a single storage records facility and Secz
5.2.6H requires a one-hour fire-rated container for temporary storage of records.

T
[P e

Block # _9
Dual storage of records is not being accompiisned as required by the procedure. Furthermore, the Record Storage Center cabin
oresently being used to store permarent QA Records is not certified as a two-hour rire-rated vauit meetng the National Fire

Protection Association Standards and thus does not meet QAPD R-1 requirements for single storage of records. Nor is it clear
whether the cabinet being used is a one-hour fire-rated container for temporary storage of records.
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Block =
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INSTRUCTIONS FOR COMPLETING CORRECTIVE ACTION RESPONSE

You are requested to provide a response to a Corrective Action Report (CAR) by the due date
idenurnied in Block 14 of the CAR. If this date cannot be met. *wrowae a written reguest for
2xtension to the appropriate CAQ Team Leader. This request must include justification Zor

AU

“he celav and must be provided prior to the due date.

\

The response shall address all applicable corrective action types indicated in Block 12. As
cppropriate. develop the response in accordance with the following seauence and format

[n order to develop the CAR response, perform investigative action (if indicated in Block 12
of the CAR) to determine the extent and impact of the deficiency and to identify the root
cause. Next. determine the actions required to correct the adverse condition. A review of
the suggested improvements and recommended actions (if any) provided in Block 10 of the
CAR may assist you in the determination. The response must include the rollowing

Iniormation. as appropriate:
1. Corrective Action Response for CAR #

A. Remedial Action-Describe act’ »ns required or taken to correct the specific conditions
noted.

B. Extent and Impact or the Deficiency-Describe the investigative actions performed to
cetermine the extent and impact of the condition and the results.

C. Root Cau Deterrnination-idemify the root cause of the condition as determined
mo*xh investgative action.

rha

Corrascuve Acton 0 Preclude Recurrence-identry the actions regquired to address the

'
2 regCt

root cause of the condition in order to preciude recurrence.

O

J

Fer eacn ccuon above, identify the name of the individual assigned responsibility tor
completion of the action and the anticipated (or actual. if complete) completion date. If
it becomes arparent that any of the corrective action due dates cannot be met, a wrirten

i

request for extension must be provided to the CAO Team Leader.

i
i

The response must include the dated signature of the inaividual having the overall

1o Lo

responsibility for timely completion of the corrective actions.

i)




