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EVALUATION OF AMENDED RESPONSE TO DR YM-96-D-058 RESULTING FROM
(s)gg %%%%F II%I(J?ALITY ASSURANCE SUPPLIER AUDIT OQA-SA-96-016 OF SETRA

The Yucca Mountain Quality Assurance staff has evaluated the amended response to Deficiency
Report YM-96-D-058. The amended response has been determined to be satisfactory.
Verification of completion of the corrective action will be performed after the effective date
provided. Any extension to this date must be requested in writin%,owith appr%iate justification,
prior to that date. Please send a copy of extension re%uests to Deborah Sult, YMQA/QATSS,
P.O. Box 98608, Mail Stop 455, Las Vegas, Nevada 89193-8608.

If you have any questions, please contact either Mario R. Diaz at (702) 794-1489 or
Richard L. Maudlin at (702) 794-1302.

¢ . Mﬂm
Richard E. Spence
YMQA:MRD-0075 Yucca Mountain Quality Assurance
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DR YM-96-D-058
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T Contraing Document. ) 2 Related Report No.
Setra Systems, Inc. QA Manual, Rev. 1/18/83; M&TE Calibration System,

Rev. 12/4/23; QARD/RW-0333P, Revision 5

OQA-SA-96-016 .

3 Responsibie Organzavon:

Setra Systems / U.S. Geological Survey .

4 Discussad With:
Gene Zinoni

5 Regquirement/Measurement Cntena:

A.
government....,
manuals.”

B. QA Manual, Section 4.2.1, states in part: “Subcontracts and purchase orders shall include or suppty quality

requirements.”

accomplished.”

QA Manual, Section 6.3, states in part: “Personnel performing operations that required certification by the
or customer shall be properly trained according to Setra Systems departmental procedures and

M&TE Catibration System Manual, Section 10.0, states in part: "Upon return of the equipment, the Quality
Assurance Department will review the information and initial and date the Certificate or report if acceptable.”

D. QARD, Section 5.0, Subsection 5.2.2 states in part “Implementing documents shall include the
following...Quantitative or qualitative acceptance cnteria sufficient for determining that activities were sausfactonly

6 Descnption of Conartion:

Contrary to the above:
A
USGS calibrations.

B. Setra Systems P.O. 4992 to DH Instruments did not include quality requirements (i.e., reference to having a

calibration program which

C. There was no objective eviaence that the QA depanment had reviewed supplier calibration documentation for

acceptance.

D. There is no formal procedural process for the review of incoming P.O.s/contracts to assure that all customer QA
requirements are addressed by Setra Systems (i.e., USGS P.O. 1434-CR-SA-00156 was received by Setra
Systems with customer specual QA requirements; however, these requirements were not included on any Setra

There was no documented evidence of personne! qualification and training for the two individuals performing

meets MIL-STD-45662A).

documentation.
. 7 lmuator ﬂC 5/ 9 QA Review
Richard L, Maudtn Date "/,,_ QAR _Jasa. (. Date S/07/y,
10 Response Due Date. 11 QA issuancs Approval .
20 Working Days From issuance QAR (PRYAOQAM (DR) Date
12 Remeaia! Actions.
13 Remearat Actions Resoonse By 14 Remeaiat Action Due Date
Date Date
15 Remeaia! Acuon Response Acceptance 16 PR Venficahon iClosure
QAR Date QAR Date

Enclosure




7 ~ " m-9-D-05% =,
OFFICE OF CIVILIAN OR NO. meaa:e&:ee&e:ﬁddq

RADIOACTIVE WASTE MANAGEMENT PAGE _2_ OF__3

U.S. DEPARTMENT OF ENERGY - QA: L
WASHINGTON, D.C.
DEFICIENCY REPORT

17 Recommenaad Actions: -

A Develop procedures and a system for documenting personnel training and quallﬁcahon implement
requirements.

| B. Determine the impact of QA requxrements not being mcorpoxated into the PO for DH Instruments. Reinstruct
personne! responsible for the preparation and review of POs about assuring incorporation of appropriate QA
requirements. _

C. Review all affected supplier calibration documentation and evaluate for affect on quality. Take the necessary
action to review all applicable supplier calibration documentation and document acceptance. Remstruct
personnel on the requirements to perform this review.

D. Develop & procedural process for the review of POs for special customer requirements (i.¢., QA program

requirements). Take the necessary action to review previous USGS POs for any and all quality requirements.
Determine impact of any actions taken relative to implementation of USGS QA reguirements. -

o4

18 Investigatuve ACtions:

SEE ATTACHED

19 Root Cause Determination

N/A

20 Action to Preciude Recurrence:

Setra's QA Manual will be revised.

/]

21 Response By % / 22 Corrective Action Compietion Dve Date
A.E. Lykins/ L Date 7 ?/ % September 27, 1996

23 Response Accepted 24 Response Accepted
QAR Date - AOQAM /0/ A Date

QA

W%Jé ETrC . B Ao Rew
_% Yeh D2t %ﬁﬂ" /Aﬂm( Date /, 0// L, / (74

[ 27 Corrective Venfie: 28 Closure Kpprdvea by ~
QAR Date - | AOQAM Date

Exhibit AP-16.10Q.2
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Block 5, RequirementMeasurement Criteria, continued:

E.

F.

QA Manual, Section 5.5.4, states in part: “Measuring standards shall be labeled to indicate the date of the last
calibration, by whom it was calibrated, and when the next calibration is due.”

QA Manual, Section 6.1, states in part: *Prompt corrective action shall be taken to correct all conditions whlch
cause nonconformances...

QARD, Section 17.0, Subsection 17.2.11, states in part: “QA records shall be temporarily stored in a container or
facility with a fire rating of 1-hour or dual storage shali be provided.

QA Manual, Section 2.2, states in part: “Setra Systems documentation...shall include...periodic review and/or audit
of QA systems and procedures.” Also Setra M&TE Calibration System Manual, Section 2.0, states in part: “The
Quality Manager shall ensure that the calibration system conforms to the objectives described in this manual. This
shall be done annually, through an independent audit or an internal audit conducted by the QA Manager or his
designee.”

Block 6, Descnption of Condition, continued:

E.

F.

The Deadweight Tester used to calibrate USGS barometers did not have a calibration sticker affixed to the
equipment.

Setra Systems, “Calibration Failure Report.” for Setra instrument 23911D00 identified corrective action to reduce
the calibration inferval from6 months to 3 months for 2 calibrations, and if the calibrations were acceptable, return
the calibration to 6 months. Contrary to the stated corrective action; the instrument only received one 3 month

" calibration and then was retumed to a 6 month interval.

Supplier calibration records for standards used by Setra to calibrate USGS barometers is not being ternporanly
stored in @ 1-hour fire rated cabinet or dua! storage.

No objective evidence of internal audit reports could be provided to support annual or periodic audits of Setra’ s
system.

Block 17, Recommended Actions. continueq:

E.

F
G

It placing the calibration sticker on the physical tem 1s not practical, revise the QA Manual and M&TE Calibration
System Manual to allow traceability of documentation to the specific item in lieu of Iabeling item(s).

Sampte other Failure Reports to determine if the stated corrective action has been appropriately implemented.
Establish a system for the temporary storage of recoras which relate to the calibration performed for USGS. The
system shall be that QA records are storea in @ 1-hour fire rated file cabinet or dual storage. An alternative is that
USGS request all QA records to be sent to them for safekeeping.

Acquire copies of previous audit reports of Setra s calibration program. Assure that future audit reports are
appropriately maintamed to demonstrate evidence of annual/penodic audits as described by the QA program
manuails.
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Response to YMQAD-96-D058

_Block 18: In telephone conversations on July 9, and July 24, with the QA Coordinator of Setra
Systems, Setra committed to respond to and correct all deficiencies listed in Block 6. For those
conditions where objective evidence is required, Setra will provide additional documentation.
For the conditions that require a change in process, Setra plans to revise portions of their QA
Manual. It is anticipated that this will be a lengthy task; therefore, Setra will not forward a
written response to the USGS until the end of August, 1996. The USGS will provide an
amended response after the receipt of the Setra response.

In reference to Condition D, the procurement document passed on the requirement that
_calibrations shall be done to documented procedures. The QARD cited is inappropriate in this
case as the reviews were done by USGS.

In reference to Condition G, this is a QARD requirement and not a Setra QA requirement. The
calibration documentation that USGS is concerned with is forwarded to USGS when instruments
are calibrated. It is the USGS's understanding that the supplier is required to maintain their
internal QA records in accordance with their procedures.

Exchibit AP-16.10.3 Rev. 07/03/95
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Amended Response to YMQAD-96-D058

The Setra QA Manager has an ISO-9000 Gap analysis scheduled for 11/01/96. The results of that
analysis will determine the specific changes to be made to the Setra QA Manual and how the
deficiencies will be addressed. These determinations will be made and a completion date set by
12/01/96. The USGS will provide an amended response by 12/15/96.

Vi

v 5
Submitted by: [ it | Date',///‘f %

v

T. H. Chaney, QA ger - YMP-USGS
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AMENDED RESPONSE - YMQAD-96-058

SETRA is in the process of evaluating whether or not they want to try for ISO-9000 cettification. They
expect to complete the evaluation and notify the USGS by Dec.1,1996. The extent of changes to their QA
program will depend on whether they decide to go for the ISO-9000 certification. The specifics of how
several of the deficiencies identified in the subject DR will be corrected are dependent on what course of
action Setra chooses. Listed below are the responses to the specific deficiencies identified in the DR.

A. The intent of the training requirement in the Setra QA manual is to ensure that skills which
require an annual recertification are documented. Whether or not this requirement is expanded to include
broader training documentation will depend on Setra's decision regarding the ISO certification.

B. The quality requirements to meet Mil Std 45662A were missing from this procurement due to
human error and is considered an isolated incident. The service was completed in accordance with the Mil
Std requirements even though they were missing from the purchase order. This procurement is closed and
there is no need for further action.

C. The best method to implement this step is being evaluated. No procedural changes are necessary.
Any actions will be completed in accordance with the schedule above.

D. Setra has agreed to do a review of USGS procurement even though this is a ISO-9000
requirement and not 8 QARD requirement.

E. This requirement is in conflict with equipment operation manual. There is evidence that the
cquipment was properly calibrated; it was just not attached to the equipment. How the manual will be
changed will be addressed as part of the ISO-9000 revisions described above.

F. This situation oocurred because of a data entry error in the computerized calibration tracking
system. The equipment is functioning correctly.

G. This is addressed in the results of the QSL Worksﬁop.

H. Two audit reports were missing. One by a customer and one internal. The customer considers
their audit reports proprictary and does not release them. They have provided a letter to Setra saying the
audit results were satisfactory. Because of a recent move, the internal audit report has not been recovered but
is expected to be found as the new office is set up.

Z " Date: q ‘;30\61(0

Assurance Manager - YMP
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