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Department of Energy
Washington, DC 20585 QA: L

lIAR 0 41997

L. D. Foust, Technical Project Officer
for Yucca Mountain Site
Characterization Project

TRW Environmental Safety Systems, Inc.
1180 Town Center Drive, WS 423
Las Vegas, NV 89134

EVALUATION OF RESPONSE TO DEFICIENCY REPORT (DR) YM-97-D-020
RESULTING FROM OFFICE OF QUALITY ASSURANCE (OQA) SUPPLIER AUDIT
OQA-SA-97-006 OF MET ONE INSTRUMENTS

The OQA staff has evaluated the response to DR YM-97-D-020. The 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 appro riate justification, prior to the date. Please send a copy of extension requests
to Deborah Suit, OQA/QATSS, P.O. Box 30307, Mail Stop 455, North Las Vegas,
Nevada 89036-0307.

If you have any questions, please contact either James Blaylock at (702) 794-1420 or
Daniel A. Klimas at (702) 794-1495.

V2\. COUP-
OQA:JB-1029

F)rDonald G. Horton, Director
Office of Quality Assurance

Enclosure:
DR YM-97-D-020

cc w/encl:
T. A. Wood, DOE/HQ (RW-55) FORS
J. 0. Thoma, NRC, Washington, DC
S. W. Zimmerman, NWPO, Carson City, NV
B. R. Justice, M&O, Las Vegas, NV
R. A. Morgan, M&O, Las Vegas, NV
Records Processing Center

cc w/o end:
W. L. Belke, NRC, Las Vegas, NV
D. A. Klimas, OQA/QATSS, Las Vegas, NV
D. G. Sult, OQAIQATSS, Las Vegas, NV
R. W. Clark, DOE/OQA, Las Vegas, NV
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OFFICE OF CIVILIAN
RADIOACTIVE WASTE MANAGEMENT

U.S. DEPARTMENT OF ENERGY
WASHINGTON, D.C.

8 OPerformance Report
aDeficiency Report

NO. YM-97-D-020

PAGE 1 OF43
QA: L

a'l

PERFORMANCE/DEFICIENCY REPORT
1 Controlling Document: 2 Related Report No.

Quality Assurance Requirements and Description (QARD), DOEIRW-033P, OQA-SA-97-006
Revision 5/Met One Instruments (MOI) Quality Control Manual, RevisionO0,
March 1,1995

3 Responsible Organization: 4 Discussed With:

Civilian Radioactive Waste Management System Robert Justice/ Dennis Recla
Management and Operating Contractor/MOI

5 RequirementlMeasurement Criteria:

See Page 3

6 Description of Condition:

See Page 3

7 nitiatr\ // 9 Is condition an isolated occurrence?

I)5l/JJ /1tiw h"') Date /20//9G o Yes a No o Unknown; Must be Yes i PR
1 ARedenmended Action: (Not required for PR) /
Correct the noted deficiencies; develop the required implementing documents; train individuals to requirements and
determine the impact of calibration services provided due to the lack of Implementation of the Quality Program.

1 CIA Rlew, . 1/ 12 Response Due Date
QAR)1a Ss/7o'd Oate 12/16/96 20 working days from issuance

13 Affected Organization QA Manager Issuance Approval: (QAR fr PR)
Printed Name Donald G. Horton Signature N "L-A.. +1 Date IZ/74146
22 Corrective Action Verified 1 23 Closure Approved by: (N/A for PR)

OAR Date AQAM Date
Exhibit AP-16.1Q.1 Rev. 0711 5W

Enclosure
Pty 3



PRMDR NO. YM-97-D020
OFFICE OF CIVILIAN PAGE 2 OF S

RADIOACTIVE WASTE MANAGEMENT GA: L
U.S. DEPARTMENT OF ENERGY

WASHINGTON, D.C.

PERFORMANCE/DEFICIENCY REPORT RESPONSE
14 Remedial Actions:

The Met One Instrument (MO!) Quality Control (QC) program and implementing Quality Operating Procedures (QOPs) will be
reviewed and revised to comply with the direction and recommendations prescribed in the audit deficiency report. These activities
are scheduled to be completed by March 3, 1997.

15 Extent of Condition: (Not required for PR)

There are several concerns listed in the deficiency report, which are directed at A program improvement The extent of these
conditions have been determined to be limited as programmatic in nature; having little or no adverse impact on the services provided
by MO.

16 Root Cause Determination: (Not required for PR) Required 0 Yes D No

Based upon discussion with Dennis Recla (MO! QA Manager) and M&O QA staff, it has been determined that the root cause
determination is Code Bd, as prescribed in AP-16.4Q.

17 Action to Preclude Recurrence: (Not required for PR) Required 0 Yes E No

See continuation pages 4 of S and 5 of S. Response is directed at resolution of concerns identified in Block 6, Description of
Condition and Block 10, Recommended Actions.

18 CorreW, top Completion Due Date: 1 Response by: David Van Bibber
Ali ~~~~~~0Initial

.4&97 03/e 1/97 0 Amended Date 0l27/97 Phone (702)295-5072

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

OAR | Lt/1Q~g/IX XS~d Date AOQAM Date 3 TA
xhibit A16.1 Q.2 / 7 r a , 1Iev. 07/16/96E
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OFFICE OF CMLIAN
RADIOACTIVE WASTE MANAGEMENT

U.S. DEPARTMENT OF ENERGY
WASHINGTON, D.C.

OPerformance Rep=
MOeftiency Repon

NO. YM-97-D-020

PAGE 3 OF 0
QA: L

PRIDR CONTINUATION PAGE

5. Requirements: (continued from Page 1)

QARD, Section 4.0, Paragraph 42.1C.1:
A requirement for the supplier to have a documented Quality Assurance (QA) program that implements applicable QARD
requirements prior to the initiation of work. The extent of the QA program shall depend on the scope, nature, or
complexity of the item or service being procured..

6. Description of Condition: (continued from Page 1)

Contrary to the above requirements, the following conditions were identified during supplier Audit OQA SA-97-006 of M0I:

1) There are no implementing procedures that adequately describe the requirements for Implementing Documents.
Document Control, Control of Purchased Items and Services, Corrective Acton, OA Records, and Audits.

2) There is no objective evidence (i.e., documentation) that personnel performing quality related actiies have been
indoctrinated and trained to the technical and quality assurance elements that they implement.

3) The purchase orders for suppliers of calibration services (i.e., SIMCO; Caltronics), do not contain quality and
technical requirements.

4) There is no documented evidence of evaluations for all M0I suppliers.
5) There is no procedure requirements for the review, approval, and control of Implementing documents.
6) There are no methods to describe the identification, distribution, and control of procedures.
7) There is no evidence that the MCI QC Manual is reviewed annually, as required by their manual.
8) The temperature and humidity recorder, Serial Number 6529, is past due for calibration.
9) Measuring and Test Equipment utilized is not entered into the calibration system using the calibraton sheets, as

required by MCI procedure.
10) There are no controls for identifying or segregating out-of-calibration equipment.
11) There is no evidence of Internal audits being performed, as required.

Exhibit AP-16.¶ Q.3 Rev. 07103195
Exhibd AP-1 6.1 Q.3 Rev. 07/03195

2)
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al Performance Report

OFFICE OF CIVILIAN 8 Deficiency Report
RADIOACTIVE WASTE MANAGEMENT

U.S. DEPARTMENT OF ENERGY NO. YM-97-D020

WASHINGTON, D.C. PAGE 4 OF S
OA: L

PRIDR CONTINUATION PAGE
Block 17 (continuation)

1. There are no implementing procedures that adequately describe the requirements for Implementing Documents, Document
Control, Control of Purchased Items and Services, Corrective Action, QA Records, and Audits.

Response: Procedures (QOPs) and related processes, which govern these criteria will be revised to reflect the controls established
and implemented by MO. This activity is scheduled to be completed by March 3, 1997.

2. There is no objective evidence (i.e., documentation) that personnel performing quality related activities have been indoctrinated
and trained to the technical and quality assurance elements that they implement.

Response: Subsequent to the audit, training documentation has been submitted for auditor review and acceptance.

3. The purchase orders for suppliers of calibration services (i.e., SIMCO; Caltroinics), do not contain quality and technical
requirements.

Response: QOP-1-1 will be revised to reflect this requirement. This activity is expected to be completed by March 3,1997.

4. There is no documented evidence of evaluations for all MOI suppliers.

Response: Parts suppliers are not audited, however, calibration service suppliers are audited. Audit documentation of SIMCO has
been completed. See attached..

5. There is no procedure requirements for the review, approval, and control of implementing documents.

Response: A QOP will be developed to prescribe the processes and controls for development, review, approval and control of
QOPs. This activity is scheduled to be completed by March 3, 1997.

6. There are no methods to describe the identification, distribution, and control of procedures.

Response: Methods, which describe the identification, distribution, and control of QOPs, will be described in a QOP. This activity
is scheduled to be completed by March 3, 1997.

7. There is no evidence that the MO QC Manual is reviewed annually, as required by their manual.

Response: Requirements for annual review are to be modified to reflect an "as required or deemed necessary' frequency for review
of the QC Manual.

8. he temperature and humidity recorder, Serial Number 6529, is past due for calibration.

Response: The temperature and humidity recorder, Serial Number 6529, has been recalibrated.

Continued on Page 5 of 5.

Exhibit AP-16.1Q.3 .. j 3 Rev. 07/03/95
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Performance Report
OFFICE OF CIVILIAN i Deficiency Report

RADIOACTIVE WASTE MANAGEMENT
U.S. DEPARTMENT OF ENERGY NO. YM-97-.D20

WASHINGTON, D.C. PAGE 5 oF 5
QA: L

PR/DR CONTINUATION PAGE

Block 17 (Continued from Page 4 of 5), Response to Block 6, Description of Conditions

9. Measuring and test Equipment utilized is not entered into the calibration system using the calibration sheets, as required by
MOI procedure.

Response: QOP-2-2, will be revised to reflect current procedural practices. This revision will be accomplished by March 3, 1997.

10. There are no controls for identifying or segregating out-of-calibration equipment.

Response: QOP-2-2, will be revised to include segregation of equipment identified as being out-of-calibration.

11. There is no evidence of internal audits being performed, as required.

Response: Documentation and frequency of audits will be described in the MOI program. This activity is scheduled to be
completed by March 3, 1997.

Response to Block 10, Recommended Action.

The noted deficiencies , as described in Block 6, will be corrected as described in the responses to the eleven concerns identified.
Impacts to the calibration services provided have been evaluated and determined to have very little or no adverse impacts. The
deficiencies identified are of a programmatic nature and do not impact the technical calibration services provided.

Exhibit AP-16.1Q.3 5 3 Rev. 07103/95
Exhibit AP-1 6.1 Q.3 S *t 1,311ev. 07103/95
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CERTIFICATION
a

This cerltifies that Hi. £ A d has been properly trained on
the assembly of T'V/ dlew,4is. using the proper procedure and fully
undortands the performane and quality requirements Involved

Certfied by . ovi 4!f
Date :

A.z Date:

Employee ., ID-A . Date: ?- M.
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FAX FORM

MET ON , IN$T8UMYEJTS
1600 WASHINGTON BLVD
GRANT{ PASS OR 97626

;'TFL NO.
.FAk' NO.

(641) 471-7111t.
(541). 471-7115

i

From: Dennis Recla Per Your Request

To' David VanBibber Please Reply -

Company CWMS No. ol Pages 7_

Fax No: (702) 2E-2S23 JaniJqry 24, 1997 .
I I 

MSG!

Dear David

Here Is the audit report on SIMCO that was done on November 18th, 1996. The Falbrption
vendor has gone through a number of changes of ownership ir te past year ored.. Tibby
started as Caltronics, were bought out by AEL and recently purchased again by Another
company called SIMCO.

Received your FAX message, OK

If you have any other questions regarding this, please contact me.

Regards
Helena~~~~~~~~~~~~~~~~~~~~~

DENNIS. RECLA
Quality Manager

7I13

7 i'1



MR-00- I -t I T1U1V-F5-W 111: Uintfl1X1r; aI rHA Nil- %n In 'lI -

Met One Instrument

Novemrer 19, 1996

TO: Joe Gren, Tom Pottberg, David Frith, Rod Ralstorn

FROM: Dennis Recla Manager Quality Control

SUBJECT: Audit of SIMCO, Instrument Calibretion and Repair

On Novenber I th, David Frith nd I went to the SIMCO Instrument Calibratin and
Repair Facillty In Rfchaidson, Texas. At the locatlon we mot wlth trio Webb tho
operations supervisor. We have been using a company named AEL, but hey were
purchased by SIMCO. The structure of AEL, remains In place, and calibration
documentation of AEL Is being converted to SIMCO. There pre no major changes that
would effect the calibration and certification of the equipment that we send to them.
AEL prooeedures remain In place, and are being revised with SIMCO tite blocks as
required. The new QC Manual was given tQ us, and Is currently out to ISO for
approval.

The combining of the two companies, has provided a much lrger space to work In, and
has added the adItIon ot nearly all calibration data enfry directly to the computer
system; Test forms were examined, and several of the Standard Operating
Proceedures were examined from the QC Manual,

Overall, it was a well kept facility, and documentation was controlled by the softwmre
provided by $10MO. It alo kept track of standards calibration, so that thoy could be
recalled for certifications. I talked with them about certification of RTD probes and
other temperature measurent devices, bt they arm still unable to provide the
necessary calibration. We will remain with Rosenount on these Items.

Attached: Copy of Vendor Evaluatwon Questippaire

.~ ~ ~ ~~~S 06/
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Met One
Instruments

Vendor Quality Rating
Evaluatlon Quostlonnalre

GENERAL INFORMATION DATE: J4L

Vendors Namt 5 / 0 °-
Addeas; or BoSx N

City & State; 7

Type of Work - 3Fr dg4s o-f8C. 70A-

Spealfi Product Una ...

Survoy for Approval of

President or Owner

Sales Contact KWZ;PqLST i--

Quality Ccntact . .i. Ttt.O(S .

Production Contact .wkr

Englnearing Conteot TwZ.L -e t~ -iU - r

S '- 

Quality Control Conte' Anlmert To

-- f;,_ Ttle 

Production Area, CUOanS V Lighte Air Conditionei

Inspecion Area, CleaL) Ll.~l, E _ Air Condciion e •--

General Comment A &fL

FOM 11, m- I Cml m 3

13
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MET ONE INSTRUMENTS
VENDOR QUALITY RATING . Evaluation Questqnnalre

Vendors Name

1. Number of Production Personnel

2. Number of Cualty Control Personnel
(Insp. & Test Operators not hcluded)

3. Num ber of Inspectors and Test Personnel

4. Quallty Control Manual Issued

6. Does QC Program Comply whth MILL-Q e-

6. Inspection, Quantities: Sample, 100% 

7. Sampling: IL-STD05 100%

B. Government Inspection Gervice
Resident_ _ Itinerant_

MF Navyy Army
Ord. Sg. Crp. .,

9. Does Vendor Have Government Approval
Type ___

10. Dooe Vendor Have Government Approvod
Process Type

11.- Does Vendor use Sub-oontractors

Foundry Welding.. Heat Treat__
Assembly , Fh8shng Testing-

12. Does Vendor have Process Specifications

13. Does Vendor Have Laboratory Faoltly

14. Is Laboratory Facility Certified

15. Does Vendor Maintain Certification

FOI 185 Wt OF F

'4.

-~~1 3
1 5

/A.

Yes W. &

Yes X Wb

Yes&b

Yf - W 

ON2
lb 
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MET ONE INSTRUMENTS
VENDOR QUALITY RATING . Evaluation Qustionnalre

Vendors Name

16. MEASURING EQUIPMENT
Master Gage iope
Worleng page 61goka
Supermike
Gurtace Plates
Angle Plates
Pla-Chec%
Height Gages
Indicators
Proefiometer
optica Prolector

17. TESTING EQUIPMENT
AnalVzers
Attenuators
BrIdoes
Counters
Gfatssmeters
Signal Gonerator
Amp Motors
Amp Standards
Temperature Stnc4rd

w__

.a

, "'

Microscopes
Cear Wres
Ge0X Checker
Mater Gearv
Throad Plugs
Thread Rings
Set Plugs
Air Gaging
Magna-flux or Zy010
Hardness Checker

Volt Slandards
Res. Standards
030l50scopes
Strobotac
Timers
Tube Teoter
Motmoters
Watt-meters

V
7 .
Z"

-1-7-
Z"P

- 7"
%001

9

Frequency Standard ZI -

18. SPECIAL EUPMENT

19. Does Vendor Calibrate Measuring and
Testing Equipment

20. is there a Calibration Schedule

21. Are wear eaowances set-up

22. Are Gages Seal . Peal dipped

23. Is Gage Room Temperature Controlled

24. Doet Vendor Isue & Control Measuring
and Test Equipment

..

28. Is Measuring Testing Equipment
for Quality Control use onty

Yes _XL -

26. Is Measurhig and Testing EquTpment for
al Engineering and Producton Use

raw in V4W= A op 093

./I 13
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MET ONE INSTRUMENTS
VENDOR QUALITY RATING . Evaluation Questionnalre

Vendors Name

27. Does Vendor lsoue Production Piocedures

* . Does Vendor Has oWn Print Sys t

20. Doe3 Vendor lsue InspeOn Prcdurca

30. Oes Vendor sue Test Piocedurps

31. Does Vendor Control Production Tooing

32. Does Vendor Have Material Review

33. Is Material Review documented

34. Are deviations cleared with customer o4 1-01

35. Does Material Reow InIlate Corrective Action

36. Does Vendor have Salvage Control

37. Does Vendor htwa Platng Facrities
Type

Ys6_)Xt*h

YeZ 

yw Xk

yO X W~-~

Y~ 8(N-NW .4-

YbsV

. D Vendor have Painting Facilities
Typo Y- P/(i-

39. Are omparison 8Ian0wrd. vse1,tor
Inspection o PatinglPilnfing

40. Does Ven-lor Have RoeMng Inspedtion

41. Doom Vondor Havo Rm4-P#A Inspection y s fb -

FRiM WpET4OF 4

I) el 13
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MET ONE INSTRUMENTS
YENDOR QUALJTY RATING Evaluion Questlonnalre

Vendors Name

4a Does Vendor have In-Procs Inspoctiqn YA4 N P -

43. Does Vendor have FInish npseotion Yesy N

44. Does Vendor have Finl Inpseccon Y e bb

45. Does Vendor Have Functonal Test Ys j_ 

46. Does Vondr u0e Inpacetn nd/or yes tb
Process Stemp denrfication

(Samples If Cqnviont) __fta/ 9269;9 ax mdo t

4?.

48.

49.

60.

Does Vendor Comply with Government Shpping Sp-ce

Are Packaging Method Otilatory

Are Packing Procedures Written.

Does Vendor have Shipping Inspeotion

Y%_w

Ye5x 1'b

YSYND

yes & w

EVALUATION TM

*t _ N= C,- qC ._,. -_ 

03

#4 -I-- , _ .... -_-.... - _
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