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'")\1;teG States Government Department of Energy 

Carlsbad Area Office 
Carlsbad, New Mexico 88221 memorandum 

DATE: 

.:iEPLY -o 
ATTN OF: 

SUBJECT: 

70: 

C . ..\O:O':'IT\VO:TJR:96-2326 

Issuance of Carlsbad Area Office Surveillance Report S-96-48 

J, ,-ozellJ. .. ..\ssistant . .\.Tea :\fanager Environmen'C and Projects, L-\.:\0 

. ..\nached is the Carlsbad Area Office (CAO! Surveillance Report S-96-48 of the Los . .\lamas 
'\"arional L:iooratory (L--\..'\1-) TRU \Vaste Characterization Progr~ (TWCP). The 
:::~1n·eiiL1r1Ce was conducted on August 13-i 6. 1996. at the L--\.. \L r':':crlities in Los . .\lamas. 
~: ew \;fexico. Please note that I have upgraded Correciive Ac:ion Report (CAR) 96-081 to a 
Signir/canr Condirion .--1.dverse to Quality (Block 11 of the CAR) due to the numerous 
ie.::l.ciencies noted in the CAR. L--\.. '\'L man:rn:ement should focus attention on successful 
::::plementation of their quality assurance program for C...\0-sponsored technical \York. 

?!~:ise fonvard this report to Pamela Rogers. T\VCP Project :\Ianager. \Vith the follov,:ing 
2.C~ions: 

l. l\VO Correc!ive .~:::ion Reports ( CA .. RsJ were identified during the surveillance and are 
:mached to the report. Please determine the prcposed correctiYc: actions. im cstigative 
::ictions. Jnd actions to preclude recurrence as required by Block l :2 of ench C..:\.R. .\ls,' 
ide:-:rif;: the indi·:iduni assigned respons1oiiiry for completing :i:ie proposed actions a.~("' 
pro\·ide a schedule for c~11pleting ,~nch action. 

P~e::ise tr:::insrr.it the C...\R .lesponses to my office no later than ti-:e date indicJ.ted in Block 
1-1-. for re':iew arid conc'lrrence. Included wi:h the sun·eiilJnce report are bl::mk ··c.-\..R. 
Cominu:::ition Sheets'· and '"Instructions for Completing CorrectiYe .\ction Response.·· 

I:~ you have :my questions or require additioml information conceming these CARs. please 
c:;:::--1t:.c: = ;:n (505123.+--:-.:.":"S. 

','.: ~ ,I 

': ?v1ana!2:er 
.'\ational TRU Program 

@ Pnnleo on rocYcle<l oaper 
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1.0 EXECUTIVE SUMMARY 
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Surveillance S-96-48 was conducted on August 13-16, 1996 at Los Alamos 
National Laboratories (LANL) in Los Alamos, New Mexico. The purpose of this 
surveillance was to evaluate the controls 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 
either not yet developed or were being revised to address the requirements of 
the CAO QAPD and the QAPP. Two CAO corrective action documents were 

.Jhus issued. CAR 96-081 identifies deficiencies in flowdown of QAPD -;tL )cl\,<..' rl1A. 
./ 

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. ltsi10ald 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. 

2.0 SCOPE 

Surveillance S-96-48 was conducted to evaluate LANL waste certification and 
characterization processes for newly generated and legacy transuranic waste. 
This surveillance included an evaluation of the adequacy and implementation of 
the LANL Quality Assurance Project Plan (QAPjP) and related procedures where 
applicable. In addition, the surveillance 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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• NDNNDE 

• CAO Quality Assurance and technical requirements flowdown 

• Software Quality Assurance (relative to waste characterization/ 
certification) 

• 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. 

3.0 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, CAO, 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 an.: Indoor Air (ORIA), 

Environmental Protection Agency (EPA) 
Patrick Kelly, S. Cohen & Associates, EPA 
Paula Hugo, AT Kearney, EPA 
Steve Zappe, New Mexico Environmental Department (NMEO) 
Janice Archuleta. NMED 
Craig Snider, CAO 
Dennis Brown, CAO 
Ben \Nalker, Environmental Evaluation Group (EEG) 

4.0 SURVEILLANCE PARTICIPANTS 

NA.ME ORGANl.Z.\TION A 

i.\bercrombie. Lore~ \ LA.NL. cSH 19/CST'.25 
I 

i I I Ansell. Gerald , LA.NL, CST-12 x 
! ..\rchuleta. Janice NMED. Observer I x 
I Bacigalupa. Gian LA.NL, ESH-19 I x 

3 

x 
x x 



NAME I ORGANIZATION 

I 
Betts. Stephen I LANL, CST-7 

Chris~=-:sen. David I LANL CST-14 I 
D'Anna. Lee I LANL, AA-1 

Enter. Janie I LANL, CST-7 

F:-encn. Sean LANL, ESH-19, CST-5. CST-14 

Gautier, Peggy LANL, CST-3 

Gavett. Maqi LANL, CST-7 QA 

Gruetzmacher, I LANL, NMT-7 
Kathleen 

Hakanson, Kelly I LANL, CST-12 

Harris. Gordon I LANL CST-5 
' 

Harper, Johnny LANL, CST-7 

Helfinstine, Suzann LANL. ESH-12 

Hugo. Paula AT Kearney, EPA Observer I 
Janecky, David LANL, CST-7 

.• 

Kelly, Patrick S. Cohen & Associates. EPA Observer 

Kos1e1.vicz. Stan I LANL, CST-7 

LeBrun. Bruce I LAAO, DOE 

Lombardo, Anthony LANL. CST-12 

Lucero. Fabiola LANL. CST-25, RMOC 

Maez. Marshall I LANL, NMT-7/ESH-14 

Mark. Jon LAAO, DOE 

Martinez. David LANL, CST-3 I 
Oakley, Marta LA.NL. AA-1 

Plum. H L. I LAAO, DOE 

Ramsey, Susan S. LANL, NMT-7 

Reed. Sheila I LAAO, DOE 

Rogers. Kyle EPA Observer 

Rogers. Pamela LANL. CST-7 TWCP Project Manager 

Scnuman, Paul LANL. ESH-19 

A 

I 
x I 

x 
x 
x 

x I 
x 
x 

x 

I 
x 
x 
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x I 
x 
x 

x 
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x 

' l .. ' ·. 
S-96-48 

Page 4 of 11 

8 c I 
i 

x I I 
I 

I 
i 

x I 

i 

I 
I 

x I. I 

x I 
x I ! 

I I 
I 

x x I 
x 

I I 
I 

I x I 
x 
x I x 

I I 
I 

x I x 
x 
x I x 

x 

x 
x 

x I x 
x I 

x 

x 

I x 

x I 

I x I 
x x 

x x 
x 



. , 
NAME ORGANIZ.t.. TION 

/ Smith. Kathryn K. I LANL, NMT-7 

! Snider. c~a1g j CAO. DOE. Observer 

i Sowers. Joe I LANL. CST-7 
I 

I Stanhooe. Cathy I LANL. CST-7 

Taggart, Daniel P. I LANL, CST-7 

Vigil. Jack I LANL, CST-7 
I I 'Nalker. Sen I EEG. Observer 

! Wieneke. Ron I LANL. NMT--

l Yeamans, David I LANL, CST- .... 

I Zappe. Steve / NMED, Observer 

A 

x 

x 
x 
x 

x 

x 
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B c 
x 
x 
x x 
x x 

x x 
x 

x x 
x 
x 

x x 

A= Pre-Surveillance Briefing B= Contacted During Surveillance C= Post-Surveillance Briefing 

5.0 SURVEILLANCE RESULTS 

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

Pequirements Flowdown 
The LANL QAPjP incorporates both the tecnnical and QA requirements of the 
CAO QAPP. The QAPjP requires the QA program to be conducted in 
accordance with DOE Order 5700.6C, the CAO QAPO, and the CAO QAPP. 
The Surveillance Team tracked the flowdown of the CAO QAPD requirements to 
the TWCP implementing procedures ana iJetermined that, although, the Tl/l/CP 
meets most of the basic requirements described in DOE Order 5700.6 C, it does 
not meet all of the CAO QAPD requirements particularly 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 of 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 imolemented." S:nce a program that adequately 
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addresses all the QA requirements has not yet been established, there was iitt!e 
implementation 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 Quaiity Assurance 
Softvvare Quality Assurance is not being implemented for the nNCP. The 
procedure in place does not meet QAPO requirements, and the draft revision 
that was reviewed needs to include additional elements to meet all of the 
requirements. Specific areas requiring modification include classification, 
testing, inventory, configuration management, problem reporting, and corrective 
actions. The adequacy CAR 96-081 addresses these deficiencies. 

Waste Characterization 
Waste characterization activities have been suspended until nNCP can get its 
procedures revised, developed, and in place. Twenty drums of waste had been 
characterized previously using the procedures initially developed after the 1995 
program review. lt 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 CST00-004. This plan is still an 
unapproved draft, although it has been reviewed by CAO and has a few 
outstanding issues. U\NL's waste certification hinges on the approval and 
implementation of this :::ilan. 

NOA/NOE 
The surveillance team evaluated the NOA/NOE 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 Tomographic Segmented Gamma Scanner (T/SGS) were examined based 
on existing procedures and past use. The LANL personnel have extensive 
experience in developing and using this technology. The procedures for using 
these systems (e.g., TWCP-OOP-CST7RANT-015,-014,-012) are being revised 
to fully address OAPP Chapter 9 requirements. Two radiography systems for 
NOE 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), documemation (statistical review of QC data), and training records 
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required by Chapter 9 of the QAPP are either incomplete (e.g., undergoing 
revision to address all QAPP requirements), or are not yet in place. See 
recommendation number one in Section 6.4. 

Acceptable Knowledge (AK) 
The area of "Acceptable Knowledge" was evaluated during the surveillance. T;-;is 
program is not being implemented, because requirements for AK are not yet 
documented in the CAO/DOE QAPP. However, the AK program at LANL/TVVCP 
has been initiated using guidance from WIPP in the form of Appendix C9 of :he 
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. 

The LANL TRU Waste Certification Plan (Rev. d final DRAFT-PLAN-CSTD0-
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 specificaliy with AK have not yet been 
developed. 

Most of the AK requirements that are currently available have not yet been 
compiled into ail auditable 1ecord according to the requirements of the VVAP 
Aopendix C9 (and the soon-to-be-released interim changes to the OAPP). 
However. TWC? has written a draft Laboratory Standard for AK (AKLS) which 
addresses these requirements to some degree, but does n::t meet all of the 
requirements that will be imposed. An example of issues not addressed is ho'N 
LANL wiil confirm "Acceptable Knowledge." It is recommended that the final 
revision of the AKLS be patterned after, and address, all final AK requirements ::f 
the WAP and QAPP. See recommendation number f..No in Section 6.4 

Because of the lack of formal AK requirements. it was not possible to conduct a 
complete evaluation of TWCP's AK program. Consequently, this aspect of the 
surveillance was primarily used to record TWCP's progress in developing their 
AK program. resulting in program observations and recommendations. No CA,Rs 
were issued. 

RCRA Code Assignments 
L~NL·s current QA requirements associated with the assignment of RCRA codes 
aopear to be extensive. The initial assignment of RCRA codes is documented 
and unaergoes an independent review and official (random) QA check. The 
vVaste Management Coordinator also reviews the assignment. Additionally, 
there is a database that contains a document trail for all assigned RCRA codes. 
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A limited nur;..:er of personnel 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 (TSO) 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. TVVCP 
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 
·-::,:overies. All out-of-spec issues were addressed appropriately by LANL using 

Jn-c lformance 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 itself 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 sample numbers to 
keep track of. There were a few correlation tables to allow the reviewer to re!ate 
the many different sample 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 information 
quickly and easily. See recommendation number five in Section 6.4 of this 
report. 

·_ Apt.../ 

During a visit to ti,e 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 
(temperature was too high) at various times earlier this year. No notations were 
~ade 1n the log book as to what acrions (if any) were taken to bring the 
:-efrigerator back into comoliance. If TRU waste samples were being stored in 
this refrigerator, an NCR would be required if/when the refrigerator v,;as out of 
compliance to assess impact on data. An observation was identified relalive to 
:his in Section 6.3 of this report. 

6.0 CORRECTIVE ACTION REPORTS/DEFICIENCIES CORRECTED/ 
OBSERVATIONS/ RECOMMENDATIONS 

6.1 Corrective Action Reports 

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

CAR 96-081 
The LA.NL TWCP orocedures do not adequately implement all of the 
reauirements of the CAO 94-1012-QAPD R-0 and R-1. Examples include 
activities related to Software Quality Assurance, Quality Improvement 
\Conditions Adverse to Quality, Control and Disposition of Nonconforming Items. 
Improvement Analysis. e.g., Trending), Interface Control, independent 
Assessments (e.g .. Audits and St.;rveillances), Personnel indoctrination and 
Training, and Records Management. 

CC\R 96-082 
inc:Jmolete records have been received by the TvVCP 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. 



6.2 Corrected Deficiencies 

None 

6.3 Observations 
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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, 
othenNise 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. 

6.4 Recommendations 

1. The calibration and operation procedures of the NOA/NOE 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 C9 as guidance for the Acceptable 
Knowledge program until the new CAO QAPP Section 4.0 (Acceptable 
Knowledge) is issued. 

3. The Waste Characterization Reduction Repackaging Facility has a new 
visual examination glove 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. 

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. It is recommended that data packages be assembled suc:-i 
that the table of contents and/or index is detailed enough to allow any 
reviewer to find any piece of information quickly and easily. 

i.O ATTACHMENTS 

CAR-96-081 
CAR-96-082 



!. CAR '.'lo.: 96-081 

. 4. Controlling Document: 
1 CA.0-0J.;OI:: QAPD R-0. R-1 

' 

CORRECTIVE ACTION REPORT 

I .., Activity Report :'lo.: S-96-48 I 3. Page _I_ of _j_ 

5. Affected CAO Team Leader: D. Watkins 

Pam Rogers. Site P:-01ec: \fanager 
Yiarji Gavett. Site Q . ..\ Officer 

:!--~~~~~~~~~~~~~~~~~~~~~~~~~~~~~~~~~~~~~~~~~~~~~~~~~~~~-

:, 9. Condition Adverse to Quality: Tne LANL TWCP procedures do nor adequately address all of the requirements of the C'..O 0 -+- '. rj l: 
j QA.PD R-0 and R- I .. Examples inc:u~e acti':ities_ related to Sofuvare Quality Assurance. Quality Improv~me~ (Conaitio~s . ..\c:erse to 

i Quality, C:mrrol and D1sposltlon or )Jonconrormmg Items. Improvement Analysis. e.g .. Trending), lntertace Lonr:-oi. Inaepe;icenr 
:II Assessme;i:s (e.2 .. Audits anc Surveillances), Personnel Indoctrination and Training and Records Management. (continued next ::as:~ I . - . ~· ~ . -
I 

I' 

IO. Suggested Acr. .ns:. 
I. Develop a \farrix of QA.PD R-1 requirements to TWCP implementing procedures and develop procedures and. or :iroceciure ::::a::ges ::.. 
necessary. ::. Provide a schedule of comple:ion of these procedures based on milestones ~elative :o rhe star.-up of \\"::.ste c::a:-::.c:e:-:zat'.:::-. 
C:::rmicat:on ac:ivnies. P:o\·icie date for implementation. (continued next page) 

I 1. Significant Condition Adverse to Quality (Yes or No)?: YES NO_X_ 

12. Applicable Types of A.ctions: Remedial: X Investigative:.d_ Root Cause: Actions to Preclude Recurrence:.d_ 

I/ u. CAR Initiator: "'"'K'"'."""'O"-'-. """G-'-i i""'k'""e"'"':s'"'"'o'""'n'----------- Date: 8 1~1 06 

ii 15. 

!I 

r=, ~ 
Concurrence: \ ~ 

Responsible Team Leader 

/ ,,-:;·~ ~ .e ::/--...£.-- ,~..-;K./~J 
,~ Assurance Team Leader 

:/ 

ii 16. Corrective Actions Proposed by the Responsible Organization: See :mached CAR continuation sheet 

i/ 17. Acceptance of Proposed Corrective Actions: 

:1-----------------
:1 Responsible Team Leader Date A.ssurance Team Leader 

01- ,-'a/ 
',:;._ .. -

Dace 

Date 
ii 

:~---------------------------------------------
;r l 8. Verification of CorrectiYe Action: 

: 19. \'erified By rSignacurel: _________________ _ 
i Verifier Date 

Closure: ____________ _ 

Responsible Team Leader Date Assurance Team Leader Date 



C J CORRECTIVE ACTION h 4)0RT 

1. continuation sheet) 

11. CAR .\o.: S-o-0-S 1 2. Activity Report No.:S-96-48 / 3. Page ,., of _3_ 

,I 'd 
J! Block# 9 con~ ·- . . . . ~ _ . , . . _ . . _ ... 
'\'G-:C:: ::....~'\~ s e::ecL;'.e c::iLe :er ;mpkmer:t::ig tne QAPD R-I ;s .-\.ugust _), :996: :Jut. ·.van tew except10ns, examples or ;uaaeou::tte 

!' ::u\\1_; ·wn ,:;f Q.-\ :-equirei.l·e::cs C:ln be r',:lUnd '.n coth ~evisions. LA ... '\fl' s c~ent rrogr:un IS not expected to be revised befJ:-e A.c:;:..:st =.::. 
: 001; i<.eg::trd!ess. correcL1ve ::tccions to this C.:..R must meet Q.t..FD R-1 ~equirements. 

ii : orc:r~·ssr~'\;;1. '-~- .u .. 
ij' S,Jftw::tre Q:.J::tiity .\ssur::tnce 1 SQAI 
i • T.'1e T\VCP Quality Procedure. TNCP-QP- ! .0-020, Procedure for Software AJanagement (Revision 0, effective 3/7/96 I. does 
:/ nor :idequately convey the :-equirements contained in section 6.0 of both revisions of the CAO QAPD. Areas requiring 

!/ ~~~~::~~~1~n ~~~rn~i'i~:~~Hi~n inciuce ci::t.Ss1fic:ition. testing, inventory, configur:mon management. and problem 
.1 ...... -· v1 -.l·•-·' corr .............. ,._ ...... ._dons. ti- " . -
I rnr""1•n(J' 11 .L.1.-- .. ~•1.1:;. 

! • .s~:'.: Q.\?D ~evi:;;:;ns :md L'\..'\L. '?"XC? C:;rrective Action;NCR procedures require tre: .:ig of Conditions Adve:-se :o l~-.:~.:~. 

;j tc ::ie perform:d. The TIVCP does no~ have trending procedures. ~or is trending being performed. even though 92 .\'C?.s 
'/ ::.c..;:.nnennng Lcnoa1ons .--\averse co t-.!L!JlllY r.ave been rssuea to 11ate. 
:) Cur:-~~::\'e .~ction Process 
fl. Both re'..·isions or· c:. .-\PD :-equire Conditions Adverse to Quaiity to be evaluated for significance and to address i::vestig::.::-.-: 
! :ic::o1s 1extent of ccnoitior.1. root c::tuse. and ::tctions to prevent recurrence as necessary. The QAPD R-1 describes/de:'.::es 
:1 s; ;:i:~:::i::ce exviicai y and reauires the preceding actions for all "Si gnific::mt Conditions Adverse to Qu:iiity." LA1'-i1- · s II 
•
1 

.\'o:lconfo::::n::tnce Jr.a C.Jrrecu·:e Procedure. T\VCP-QP-2.0-003, R-0). defines dericiency docume:m such ::tS ?'fonc:c:::·=~...:::g 

\,·1 Cv;-ici1t1c:i :Keporrs. Correcuve A.ction Reports .. :md Findings. Thi:o. procedure does not soeciricaily ::.ddress "Sigmfic2.;it 
Co:ic:rions ,-\dverse to Qu:iiity," although ;t rco.uires a C.\R for t1lc::tnt violations of n_..,rocedure :ind reo_ etitive nonc:cnr'o:-::Jr:g 

;,!.I - - -

I 
Ii 

ii 

..:onc:ucns or if personnel s:irety is 2: :-:sk. ~his is simil::tr to the (:;:•.-\PD definltlon of s1g:in!cance (but not the same:: :.e ....... :· n:· 

..:o:-:-ec:eci ..:ot.:ic '.:::.-.·e ::t serious er'fect .::n safety, operabilit:;. waste rsol:iuon. compiiance. Jr the reliaoiiity of the QA. ;c:-ogr::.rn. · 
?:..:~:::c:-:nore. i~- -;: v10I::tuon is dete:-mrned "flagrant" (s1gmfic::rntl. the L.'\N'L procedure does not rec;u:re J. work stc;:;:2ge ~n 
er:: er [0 6e ev:.L .. .:red. ihis procedure does not ::tddress the processing of findings which. oy LA . ..c"-1- definition. ::tre ::tlso 
C.:;~.cit:ons .-\.dversc :o Qu1liry :i.nd :ire issued ::t.S J. result oi Assessments (Audits 1. A. reY:ew oi ::tudic findings :ind r!nding 
-~;:onscs resuitmg from L..\l'<'L Aucits/Assessments disclosed th::tt they ::tre not ev::.lu::tteci for srgnificance in ::tccord::t..~:e ·.v;:h :.-.e 

1 }-'-.?D There rs no documentation of exte:-it oi condition or root c:iuse ev:ilu:ition :md. ;:-i m:inv c::t.Ses. ::o orooosed ·:2.:::s of 
:1 ..:cr:-ec::ve ::tctlon. - . . 

I ~-;cnconr'c·r:n:ng Items/Conditions 
;

1

1 • L.~',l_ .\'CRs ::tre issuec for both progr::.rrunatic violations :ind nonconforming i:ems wahout dist;;;ction. The TYVC.? :-:-ocec:..:res 
j.:,:,~·~ ~~~:.:::-~th~ d:::=;-Jsi:rons "'Jse-2..S-:s" J.nj .. ~~pa1r .. :,0 ;~J.v~~ ::i te~:-i:11cai JUS[Hic::it1on 3..5 Jo bo[h (~ . .\PD re':is1ons .. .\ :-e,::e'.:: ,J( 

!/ :ic::.i::ti "..;se-a.s-is"' disposnions disclosed th::tt technical JUStrfications ::tre not being documented. Addiuonal:y. :tis not ::::e2:' ~c-.·, 
d . -r . - ,_ 

~::---·;:-:-.~:-:-::L:: :ssu:s :-:qu1nng -.:crr~:..:::\·e ac~1on responses it er rrom nonconrorming items requ1nng a re'.vorl\:. rep2.1:-. ,..:se-:lS-:.s. " 
I 
ii c:..:. 
:1 _--\.s~csscerH.s 
i • r....c.._'\"I,,',; :rJcedures for ;:-ider:Jendent ::.ssessmenls :ind oersonnel ouaiific::tt10ns for Le::id .~uditors rn lc::.ciinz .\ssessmen:.s J.re 

i! :cr:sis'.en.: wnh the Q . .l..PD. R-_O_ Tne QAPD R-1 spec.:fic:iiiy :iJcir;~sses :ndepenuent assessments ::t.S Audi:; :ind Sun ~!::.::r:c:::s :.."'..:: 

i/ "'_ .. .::.>:es J. distinction betwee:-i them. Althou£h L-\i'\'L h::t.S J surveilbnce form and has scheduled Surverilances to be 0e:-:·J!.Tld. :: 
I .... • 

!, Joes ::Jt :-iave ::t orocedure for oerform:nz Surveiibnces. 
i,l T 'lt''rI·, '~S • . -I .. 1 '- ._ ..... ..., ..... 

" '..Vhrle dr::.;t Tr:insur:i:-iic \Vastc C1ar:.cte:-iz::ttion Interface 0ocume:m ( T\VIDs 1 ;ire ct1e key L-\.:'\'L rnterface docume:-.:s. :~.e:r 
desc:-:cuon and usage are not presemly defined. exce;:-r rn ::t draft document. 

:ndcc:.:-1~J.u_;n J:;,J Tr::11n1r.g 

'._.'\..,:!... =~:..:edure T,\.C?-QP- i .''J-OO:.: R-0) ::tcdrcsses tr:i.rnrng. au::liific::ttion. ::tr:d ..:c:-r:;!cJ.tions: it coes r:ot ::tddress e::-:::.::vec 
:nc.;c::::::-.:..::on to ;ener:il c~;ren::t :;ucn a.s the (.l . ..\?D .. ind :ipplic::tb._· :odes. st::tnGJ.rJs. ::.nd reguiat1,Jns as required. 

--:->2 :._.~c_,;;:_ K.ccc:rds .\Lrna;cmcnt Pr.J:e::iure T\VCP-QP- ! .J-IJO.J , R-0) does not :iaequ:iteiy ::tddress the QAPD require:-:ie:m :.;~ 
:he stc::::::.ge. ,;::ifekeeprng. Jnd uisoosrt:on of QA Records. Specit!c::tlly, !t doesn't Jescr:be the L-\i''H- T\VC? records stor:;.g:: 
:·:::...:::1:::. Jnd :he filing :ind :ndcxrng s~ stem. nor docs it define records access control. 



r -\0 CORRECTIVE ACTION :r:::~PORT 

(continuation sheet) 

1. CAR ~o.: 96-081 " Activity Report No.: S-96-48 3. Page __]_ of ' 

Block~ 10 cont'd: 

Software QA recommended actions: 

-=-:-:e cu:-:-e:H -irart Re\'lsion i to TNCP-QP-1.0-020 is a major step toward achieving compliance with the CAO Q.A.PD requirements. . .--:_ 
1 document shouid be ~e;i;;e::i to :ichieve complete adequacy. issued. and implemented. 

A.il software used in waste characterization or supporting the nVCP should be inventoried. ciassified. and controlled in accordance \'lt..". 

the :ibove software QA requirements. The following items were identified during the surveillance as containing software modules to ·x~: 
the :ibove requirements should apply. 

- ?J.Ssive;Active .\1"eutron (P.bu"l) System 
- Segmented Gamma Scan (SGS) System 
- Tomagraphic Gamma Scan (TGS) System 
- L::.boratory Ir.formation Management System (LG-1S) 
- .-'-.utom:ued \Vaste :\L:magement System [TA-55] 
- .\ny speci.:.lized insm1me:-it programming 1, GC1Y1S, ICP, or .t- l IR) 
- A.ny database or spreadsheet applications containing derailed formulas or macros 
- Any software associated with characterization technologies or processes under development 



CORRECTIVE ACTION REPORT 

CAR ~o.: 06-·J.32 2 . . .\cthity Report ~o.: S-96-.J.8 3. Page __ 1 _ of __ 

Controlling Document: l\VC?-QP- ! .0-00.J.. ?,.O S. Affected CAO Team Leader: D. \Vatk.ins 

I 
:1 6. Responsible Organization: L.-\...'\L T\VC? 7. Discussed With: ?. Rogers. Sile ?~oject \L-:J.;er 
!i Yi. Gavett Site QA Ofilcer 

1i S. Requiren_:ent: . . . . _ . . . . . . . _ . 
:1 ?~J.g:-J.Dn t:.-.3 requires Recorcs Center personnel to document receipt or :m incomplete ~ecorc oy compieur:g :he oottom sec::cr: o: :_-:e 
ii 1\\"C? Records Center Re:::ord Tr:msmittal Fonn and sending a copy to che record source. J.Jor:; '.Vith the :i.d;n:r::str:i.r:\·e :r;cor:'l:::iece re:::~ 

I/ :rnd a comDieled T\VC? Record C:::nter Record Return !==orm. 
·• • C ·n•·-u~a on PJ."e '"') !I 0! ~·.i - ~ -

[: 9. Condition Adverse to Quality: 
1/ Incomciete re:::ords have been received bv the Records Center :i.nd :i.re bein£ maintained in records stora£e J..S ::::e;;n:i.ner:t re:ords. 
!1 • ~ - .... .. 

/I' . ..\lthough incompiete ponions of the records, e.g .. signatures, :ire rhgged as an indicator for cor.ection. no action is be mg '...1.ke:i :.:: :::::-:-:: · 

i tr~e rncom~lere ~ecord. 
:I rL'""-"eG 'n ..,"'P ') I vii.......... ._, .... ..... = ..... _ 

.: 10. Suggested Actions: 
:I~,:>,.; 'I' ~:t1/CP_rlD 1 Li-1.....,n ~ +-o 'lv~·1ro. rhat r.' 'an' P- r· ... - r I"• ,; ... c. Pr"I'" p a'd 0 .:>. ,.,r"I,...; '1!"'0 :~ I r~,...; (",..., ... , .. ;· c: '1 ........ ,. 11 '"'"'--'·C:·~ l ~ ... '...!__J.. -.... _) ,J L ...,,_,.)L.!n... .... ,I,';' .... -~le. pro~.1.3.m .. e-.~Lui...r:1 ..... .ilS ill .... 3. r .... ss,,,_,:J ....... iu ......... _. .111p eme:i ..... ~ J._,,,_,ol....:.li! _ _,. .__. . ._ 

i 1:noie:nentrng ;::rocedure. Oot:11n doct.:ment:i.tion for the fire-rated .::i.binet be:ng used ::rnd esr:::.olrsh srng!e or ci~:::.: scor:::.s:e :ci ~~:'.;~:s::.:: 
': .;.;::::-:-2r::.lL~. !! . . . 
I~, -----~--~~~---~-~~~-~-~~~-~~~~-~~~~~~~~~~~~~-~~~-~----

'! :i 11. Si~nificant Condition Adverse to Quality (Yes or ~01'?: YES ~O ___}__ 
:1 
!I 
'---~-~-~~~-~------~~--~~---~-~~~~~~--~~~-~-~-~----

I l" I -- Applicable Types of Actions: Remedial: X Investi~ative: X Root Cause: Actions to freciude Recurrence· 

11 n 

i-L 

CAR Initiator: __ _.:...Ro.:..ic""h"-'-~:c.:.· i-=-d=:s"--------------

I <:J.~l/.~6 
Response Due Date: __ ,, _ ~ 

Responsible Team Leader ~ Assurance Team Leader 
/ 

ii 
I 16. Corrective Actions Proposed bv the Responsible Orl!anization: s~:: :m2ched C\E c:-;r;::nc;J.[]Or. shee'. 

:1 
! 
i 17. A.cceptance 'Jf Proposed Corrective Actions: 

!1 

11 

Respor.sible Team Leader Date :\ssurance Team Leader 

D::ite 

Date 

1~-----------------------------:l 1s 
:1 . 

\" erification of Corrective Action: 

,I 

~! 19. 

ii 
i' 
:~' ...................................................................................................... mll .. ... 

:120. 
ii 

\·erified Bv 1Si~nature1: _________________ _ 

Yerifier Date 

Closure: _____________ _ 

Responsible Team Leader Date Assurance Te:.im Le:.ider D::ite 
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(continuation sheet) 

1. CAR ~o.; 96-082 ., Acri>ity Report No.: S-96-48 3. Page _l.__ of ' 

Block#_8_ 

Block# 

?2.fagraph 6.6.2 requires dual storage of records. which is provided on a computer database or computer-generated storage dis~ 
Comt:uter-generated records are required to be maintained in a "'fire-rated" safe at a separate designated location for du:J s:or::. 
purposes. Secnon 1.5 .2.6F of the QAPD R-1 requires a two-hour fire-rated vault for a single storage records facility and Sec:: 
l .5 .2.6H requires a one-hour fire-rated container for temporary storage of records. 

9 

Dual storage of records is not being accompiished as required by the procedure. Furthermore, the Record Storage Center cabir. 
;;resently being used to store permanent QA Records is not certified as a two-hour fire-rated vault meeting the National Fire 
Protection Association Standards and thus does not meet QAPD R-1 requirements for single storage of records. Nor is '.t cie:::: 
v•hether the cabinet being used is a one-hour fire-rated container for temporary storage of records. 
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1 1. CAR No: 

:1 
I 

:/ 

11 

Blocr.: -:f. 

(continuation sheet) 

I 2. Activity Report No.: Page_ of __ 



f:'.\"STRL"CTIONS FOR COMPLETING CORRECTIVE ACTION RESPO:\'SE 

You :ire requested to provide .:i response to a Cor.ective Action Report ( C-\R) by the ciue cia:e 
identified in Block 1-J. of the C--\R. If this date cmnot be met ;:irovide a \\Titten request for 
exter:sion to :.'.:e :J.ppropri.:ite CAO Team Leader. -=n..is request must i:J.ciucie justification :er 
:je celay J.nci must be provided prior to the due date. 

l"Se response shall address all applicable corrective J.ction types indicated in Block 12 .. -'-..s 
:J.ppropri::ne. cie'.:eiop the response in accordance \\ith the follov.;ing sequence and for:nm: 

In order to develop the C-\R response, perform investigative action (if indicated in Block l 2 
of the CAR) to determine the extent and impact of the deficier;.cy and to identify the root 
c:J.use. :\"ext. determine the actions required to correct the adverse condition. A re';ie'.v of 
~r:e suggested improvements and recommended .:ictions (if any) provided in Block 10 of :he 
C..\R may assist you in the determination. The response must include the follov .. -ing 
inform:nion. :is appropri.:ite: 

L. Co:r:7ective .~ction Response for C...\R =:: ____ _ 

A. Reme2i:ii Action-Descrioe ac: :ms required or taken to correct :he specific conditions 
noted. 

B. E:aem anci Impact of the Deficiency-Desc::ibe the investigative actions performed to 
cetermir:e the extent and impact of the condition and the results. 

C. :<.oat C:rnse Determination-identify the root c.:i.use of the condition as deterc.ined 
:hrough investigative .:i.ction. 

D. Ccrrective Action ~o Preclude Recurrence-jdentify the actions required to address ~he 
root c:J.use of the condition in order to preclude recurrence. 

For eacl-1 .;.ction above. identify the name of the indi\·idual assigned responsibiiity for 
compietion of the :J.Ction and the ::mticip:ned (or :J.ctual. if complete l completion d.:J.te. If 
it becomes :ipparent that any of the corrective .ict10n ciue d::.tes c::mnot be met. a writte:-i 
request for extension must be provided to the CAO Team Leader. 

~ The response :-r;.ust include :he dated signatur;; of the incii~,;iC:..:21 hJ.ving the o\·er:J.ll 
responsibility for timely completion of the corrective :J.ctions. 


