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The OQA staff has verified the corrective action to CAR YM-96-C-OO4Iand determined the
results to be satisfactory. As a result, the CAR is considered closed.

Ifmu have any questions, please contact either James Blaylock at (702) 794-1420 or
John S. Martin at (702) 794-5591.
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CORRECTIVE ACTION REQUEST

2 Related Report No.:
YM-ARC-96-10

1 Controling Document:

See various documents listed below
3 Responsible Organization: 4 Oiscussed With:
US Geological Survey (USGS) T Chanes * R. Craig

5 Requirement:
The following Quality Assurance program and procedural implementation deficiencies were found during the course of Audit

YM-ARC-96-10 The requirements and the associated drficiencies correspond to the numbers given for each item.

¢ . .
1) QARD Section 4.0, paragraph 4.2.1. states: "Procurement documents issued by each Affected Organizat on shall include the

following provisions, as applicable to the item or service being procured™.
Paragraph 4.2.1.C (1), states: ” A requirement for the supplier to have a documented QA Program that implements applicable

QARD requirements prior o initiation of work. The extent of the QA Program shall depend on the scope, nature. of complexity of
the 1tem or service being procured™. ' ’

6 Description of Condition:
1) In violanion of the QARD USGS procedure YMP-USGS-OMP-3.01. Rev. 7. allows USGS to approve a supplier without having

an spproved QA Program. Approval ot'a supplier can be accomplished as delineated within YMP-USGS-QMP-4.01. viath:
following three methodologtes 1) Source Verification, 2) Comprehensive Receipt Acceptance or 3) a Sample Analysis Quality
Control Plan Presently. the QARD does not recognize these three alternative methodologies for qualifying suppliers of items and
Services.

21 Contran to the above, the final Purchase Order (P.O ) = 1433C R.96-SA-00036 for Huffman Labs. Inc. and P.O.
1433CR-95-SA-0610 Amendment dated 23 May. 1995 for Kruger Enterprises provides no documented evidence of having received
areview by the QA Office. i ‘
3) No documented evidence exists to show that Quality Assurance Requirements stipulated on Attachments 6. 7. or § were attached
t0 the DI-1 Form United States Department of Interior Requsition within P O 1434C R-96-SA-0517 as procedurally required.

Subject PO was issuedto Beta Analyiic. Inc.. -
31 Supplier Evaluation’Surveillance performed 9 August. 1995 documented on USGS lenter dated 17 November, 1995 from T. H.

Chaney Quality Assurance Manager Yucca Mountain Project to M5 Am) smi=cinski. QA Otfice Harry Reid Center for
Environmental Studies documents a programmatic discrepancy that was not Jocumented 1n accordance with AP-16.1Q or

AP-16 2 O
7 Ininator- 9 Does a stop work condition exist?

: Yes _No!_ . 1f Yes. Attach copy of SWO
john S Martin Date 03 2996 it Yes, Check One: Oa Oes Oc do

10. Recommended Actions:
Describe thuse action necessary to correct those deficiencies wdentified within the € AR

Implement those actions imposed by Attachment 1. “Corrective Actions To Be Performed Prior to Issuing New or Amending
Existing Quahty -Affecuing Procurements.”

Determine the root cause of the deficient conditions Wdentitied

Determine those actions necessany 1o preclude recurrence tor the deficiencies identified

z — 4 "

12 Response Due Date:
10 FA ¥3" ¢
)O’k’orking Days from lssuance

Date 4 .3~ 4 {,
ttected Orgfﬂ'zahon QA Manager Issuance Approval: ,
Printed Name RlMQl E. . L)FQNCE. Sngnature%&ﬁ'}&. I J{’}Dated' g 1(0
Exhibit AP-16.2Q.1-1 Rev. 07/03/8
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e CORRECTIVE ACTION REQUEST

1 Controlling Document: 2 Related Report No.:
See various documents listed below YM-ARC-96-10

3 Responsible Organization: 4 Discussed With: _

U.S. Geological Survey (USGS) ' __|T. Chaney /R. Craig

8 Requirement: _
The following Quality Assurance program and procedural implementation deficiencies were found during the course of Audit

YM-ARC-96-10. The requirements and the associated deficiencies correspond to the numbers given for each item.

1) QARD Section 4.0, paragraph 4.2.1, states: "Procuremen'{ documents issued by each Affected Organization shall include the
following provisions, as applicable to the jtem or service being procured"”. ' ' ' 4

Paragraph 4.2.1.C (1), states: " A requirement for the supplier to have a documented QA Program that implements applicable
QARD requirements prior to 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: . ) :
1) In violation of the QARD USGS procedure YMP-USGS-QMP-4.01, Rev. 7, allows USGS to approve a supplier without having

an approved QA Program. Approval of 2 supplier can be accomplished as delineated within YMP-USGS-QMP-4.01, via the
following three methodologiés 1) Source Verification, 2) Comprehensive Receipt Acceptance or 3) a Sample Analysis Quality
Control Plan. Presently, the QARD does not recognize these three alternative methodologies for qualifying suppliers of items and
services. :

2) Contrary to the above, the final Purchase Order (P.O.) # 1434CR-96-SA-00036 for Huffman Labs, Inc. and P.O.
1434CR-95-SA-0610 Amendment dated 23 May, 1995 for Kruger Enterprises provides no documented evidence of having received
areview by the QA Office. , ' i
3) No documented evidence exists to show that Quality Assurance Requirements stipulated on Attachments 6, 7, or 8§ were attached
to the DI-1 Form United States Department of Interior Requisition within P.O. 1434CR-96-SA-0517 as procedurally required.
Subject P.O. was issuedrto Beta Analytic, Inc.. > L .

4) Supplier Evaluation/Surveillance performed 9 August, 1995 documented on USGS letter dated 17 November, 1995 from T. H.
Chaney Quality Assurance Manager Yucca Mountain Project to MS. Amy Smiecinski, QA Office Harry Reid Center for -
Environmental Studies documents a programmatic disc}epapcy that was not documented in accordance with AP-16.1Q or

AP-162 0 : : ]

7 initiator: ) A 9. Does a stop work condition exist? .
Yes No v . If Yes, Attach copy of SWO

Joﬁn S. Martin - Date 03/29/96 it es. CheckOne: (JA [ [Oc [Ob.

10. Recommended Actions:
Describe those action necessary to correct those deficiencies identified within the CAR.

Implement those actions imposed by Attachment 1, "Corrective AActions To Be Performed Prior to Issuing New or Amending
Existing Quality-Affecting Procurements.” '

Determine the root cause of the deficient conditions identified.

Determine those actions necessary to preclude recurrence for the deficiencies identified.

T S—
1/20Respons:.?_:.|$‘l‘)ate: . /09_, 4
Date 4, .5~ §( )O' Working Days from Issuance
13 Atfected Org76ization QA Manager Issuance Approval: 2 [ ) \ ( ') : .
Printed Name Rl&ﬂ'ﬁ@l E . L)PC—.NCE Signature% e J;' Datel{'g'q(ﬂ
Exhibit AP-16.2Q.1-1 ' ) Rev. 07/03/9

Enclosure - P 1 of 94z
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o ) ® CAR NO. ¥Maab-gs.cooc 7
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WASHINGTON, D.C.

CORRECTIVE ACTION REQUEST

¥ Remedial Actions:

/' SEE ATTACHED SHEET

1 |nvestigative Actions:

SEE ATI'ACHED SHEET
1% Root Cause Determination:
SEE ATTACHED SHEET _
'? Action to Preciude Recurrence:
SEE ATTACHED SHEET
'* Response by % ' | ' Corrective Action Completion Due Date
V /é 2, Date //2d/F/ - See attached sheet

2 Rgspense t  Response Acce
QAR ﬁ:gglg: Date_¢/r/5¢ AOQAM /ﬂ /él/m Date, S'/ / ?/7( )
7

¥ Amended Response Aogeptew /4@

Date AOQAM Date .
Dmf[zf;[sg ‘W/3,/97

LYY} n- -~

rmvememnn e o - Pz /43
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Block 5, Requirement, cont'd.

2) USGS procedure YMP-USGS-QMP-4 01, Rev. 7, Procurement Document Control/Receipt of Procurement paragraph 5.19.1,
states in part: "QA Office Reviews:

a) Reviews the procurement documentation to ensure that the QA requrrements are complcte and that they remain applicable
to any changes incorporated during the bidding/supplier selection process”.

3) USGS procedure YMP-USGS-QMP-4.01, Rev. 7, paragraph 5.1.3, states in part: "The YMP-USGS Quality Assurance (QA)
Office:

a) Reviews the DI-1 Form, and completes and attaches the appropriate QA requirements Attachment to the DI-1 Form as
follows:

- Attachment 6 YMP-USGS Quality Assurance Requirements for Suppliers of Analytical Services

- Attachment 7 YMP-USGS Quality Assurance Requirements for Suppliers of Calibration

- Attachment 8 YMP-USGS Quality Assurance Requirements for (Name of Services) to be used to develop tailored
requirements based on the scope, nature, or complexity of the procurement”.

4) USGS procedure YMP-USGS-QMP-7.04, Rev. 2, Supplier Evaluation paragraph 5.1, states: "Initial Evaluation: Upon
determination of the need to evaluate a supplier, the YMP-USGS QA Manager shall initiate action to conduct a supplier evaluation
to determine if the supplier is capable of meeting YMP-USGS QA and technical requirements as specified in the YMP-USGS
procurement document or agreement”.

Paragraph 5.1.3, further states in part that: "If inadequacies are identified, the YMP-USGS QA Manager, in coordination with
the YMP-USGS Requestor, shall document the inadequacies and their resolution in accordance with DOE/'YMP AP-16.1Q,
Performance Deficiency Reporting, or DOE/YMP AP-16.2, Corrective Action and Stop Work: as appropriate”.

5) QARD Section 12.0, paragraph 12.2.7, states in part: "Measuring and Test Equipment calrbratlon documentation shall include
the following information:

B. Traceability to the calibration standard used for calibration.

H. Identification of the implementing document (including revision level) used in performing the calibration.

6) Office Of Civilian Radioactive Waste Management (OCRWM) Administrative Procedure (AP) 7.4Q, Rev.1, Maintenance Of
The Office Of Civilian Radioactive Waste Management Qualified Suppliers List paragraph 5.4.4, states in part that for initial audits
of suppliers: "The Qualifier:

a) after receipt of the OQA initial audit report of the supplier and letter from the QADD, evaluates the audit report to assure
the following: ..

3) determme if any further Affected Orgamzanon actlon is requnred

b) based on the above evaluation, completes SER pages 1 and 2 in accordance with Attachment 9.3 instructions; and . -

c¢) forwards the SER (pages 1 and 2) to the QSL Coordinator for action as indicated in QAP 7.2, Supplier Evaluation".

Paragraph 5.6.3 reiterates these steps for the Qualifier when receiving a Triennial Audit from the OQA.

7) YMP-USGS-QMP-7.04, Rev. 2, paragraph 5.2.2, states: "If inadequacies are identified, the YMP-USGS QA Manager, in
coordination with the YMP USGS Requestor, shall determine which of the following actions is the most appropriate.

Paragraph 5.2.2.1, states in part: "Delete the supplier from the QSL and evaluate the negative impact of services already
furnished by the supplier. ..

Paragraph 5.2.2.2, states in part: "Retain the supplier on the QSL if the madequacnes to be corrected will not negatxvely impact
future purchased services.

Paragraph 5.2.2.3, states in part "Retain the supplier on the QSL with restrictions. .

8) .QARD Section 5.0, paragraph 5.2.2, states in part: "Implementing documents shall mclude the followmg information as
appropriate to the work to be performed: ..

C. A sequential description of the. work to be performed mcludmg controls for altermg the sequence of requu'ed inspections,
tests, and other operations.

D. Quantitative or qualltanve acceptance criteria sufficient for detennmmg tbat activities were satisfactorily accomplished"”.

Exhibit AP-16.2Q.3 , ' Rev. 07/03/95
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CAR/SWO CONTINUATION PAGE
Block 6, Description of Condition, cont'd

'5) Contrary to the above requirement, USGS procedures used for procurement and the qualification of suppliers
YMP-USGS-QMP-4.01, Rev. 7, YMP-USGS-QMP-7.04,'Kev. 2, and USGS procedure governing calibration
YMP-USGS-QMP-12.01, Rev. 1, Instrument Calibration fails to require that the calibration standards identity and the procedure and
revision level be included with the calibration documentation supplied by suppliers of calibration services. . ’ .

As a result calibration documentation provided by Certified Balance Systems (CBS) does n_dt identify the implementing
document and revision level utilized to perform the calibration.

In addition, a calibration performed by the State of Colorado Department of Agriculture did not contain the standards identit'y
- libration. A _ .
‘ utilized for calibration C(C-J/ : \.J-\.?/L\;{' 2674, . <, I‘u,'ngs Wl“(‘_(

6) To date, USGS has not submitted SERs based on their evaluation of initial or triennia! audits.

7) ‘Contrary to the above requirements, inadequacies were idéntified to USGS for 1) Campbell Scientific, Inc. on Supplier Audit
Report #OQA-SA-96-009, and 2) Beta Analytic, Inc. Supplier Audit Report #OQA-SA-95-002, without any action by the
YMP-USGS QA Manager or YMP-USGS Requestor to update the QSL.

In addition, a new procurement was let to Beta Analytic; Inc. without the resolution of the deficiencies identified by Supplier
Audit Report #0QA-SA-95-002.

Also, no action has been taken relative to Campbell Scientific, for the deficiencies identified through Supplier Audit chorti
#0QA-SA-96-009. : .

8) USGS procedure YMP-USGS-QMP-7 .04, Rev. 2, fails to provide sufficient quantitative and qualitative acceptance criteria for
determining that activities were satisfactorily accomplished. In performing evaluations it should be possible for an individual to
repeat the evaluation and achieve comparable results, without recourse to the original evaluator. Presently, YMP-USGS-QMP-7.04,
Rev. 2, Attachment 1, YMP-USGS Supplier Checklist does not contain sufficient detail or instruction to allow two competent V
individuals to consistently repeat the same evaluation. '

An example of this is in the two evaluations of Beta Analytic, Inc.. One evalﬁation was performed on 17 February, 1995 and
the other was performed on 23 May, 1995. Other than they were for the same vendor and service, the two evaluations and attributes
identified on the checklist do not coincide. . '

Exhibit AP-16.20.3 o Rev. 07/03/95

_ P4 of 143



Attachment 1
Page 1 of 4

ACTION PLAN FOR U.S. GEOLOGICAL SURVEY (USGS) PROCUREMENT
 ACTIVITIES RELATIVE TO CORRECTIVE ACTION REQUEST
YMQAD-96-C004

| Corrective Actions f!f_g Be Performed Prior To Issuing New or Amending Existing

ality-Affectin urements

Invoke the following controls prior to initiating new or amending existing quality-affecting
procurement actions relative to the procurement of analytical, calibration, and/or other services:

1) Revise procedures for the initiation of Purchase Requisitions and Purchase Orders PO)
to contain the necessary detail to énsure analytical, calibration, and/or other services are
procured in accordance with the Quality Assurance Requirements and Description
(QARD). This revision shall include the evaluation of suppliers and documentation of
applicable quality requirements as outlined within the QARD for procurement of
analytical, calibration, and/or other services.

2) ~ Obtain concurréncé from the Director, Yucca Mountain Quality Assurance Division
(YMQAD), that these procedures reflect the requirements and the methodology for
implementing those requirements as described in the QARD.

3) - Assure that suppliers of analytical, calibration, and/or other services are qualified for the
scope, nature, or complexity of the services to be procured by coordination with
YMQAD, or arrange for the supplier to work directly under the USGS quality program
prior to initiation of final procurement actions. '

4) Submit Supplier-Evaluation Reports to YMQAD for suppliers to be added to the -
Qualified Suppliers List (QSL) as appropriate. . '

S) Obtain concurrence from the Director, YMQAD, prior to issuance of any POs. This
interim process step will assure that the supplier is qualified for the scope, nature, or
complexity of ‘the work to be performed, or is working directly to the USGS quality
program. This concurrence will also verify that appropriate technical and quality
requirements are contained within the PO. '

6) Upon receipt of analytical, calibration. and/or other services and USGS acceptance,
USGS will submit a copy of the PO and a copy of the documentation received from the
supplier to the Director, YMQAD, for concurrence that the received documentation
satisfactorily reflects the requirements of the purchase documents. '

The above process shall remain in effect until a confidence level is obtained by the Director,

YMQAD, that USGS is capable of effectively implementing a procurement process, at which
time a documented release will be given to USGS to assume normal procurement actions.

_ p5of 143



Attachment |
Page 2 of 4

iv i For Procuremen Irea n _Existence

Invoke the following corrective actions for quality-affecting procurements already in existence:

1)
2)

3)

4)

USGS will identify all in-process quality-affecting procurements.

A.

B.

'USGS will separate these quahty-affcctmg suppliers into three groups:

Those suppliers who are hsted on the QSL.

Those supphers who are not on the QSL and are working directly to the
USGS quality program. .

Those 'supplierswho are not on the QSL nor working directly to the USGS
program but whom USGS has found to be acceptable to perform work by

- other means.

USGS will review these procurements “with YMQAD overview” to assure that necessary
technical and quality requirements were included in the PO and that final quality
assurance review was obtained. These reviews will be performed commensurate with the
scope, nature, and complexity of the service provided and will include the requirements
from those procedures revised under “Corrective Actions To Be Performed Prior To
Issuing New or Amending Existing Quality-Affecting Procurements.”

Coordinate with YMQAD to assure that those suppliers listed on the QSL are or were
audited for compliance to the purchase documents and acceptability for the scope, nature,
and complexity of work being performed.

A.

B.

If the supplier is found io be acceptable, no further action is necessary.

If the supplier is found not to be acceptable, YMQAD will generate
deficiency documents for USGS resolution with the supplier implementing
actions deemed necessary, including evaluation of impact on work
performed, based on the deficiencies identified.

- Resolution will be accomplished prior to further work activities by the

supplier or final acceptance of supplier services dependent upon the nature
of the deficiency.

In addition, Supplier Evaluation Reports will be generatéd by USGS to

_reflect current status of the suppliers.

_P¢of 143
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Attachment |
Page 3 of 4

For those suppliers working directly under the USGS quality program who are not on the
QSL, USGS will assure that appropriate technical and quality requirements have been
passed on to those suppliers based on the scope, nature, and complexity of the work to be
performed.

A. If the purchase documentation is found to be acceptable, no further action
is required.

B. . Ifthe purchase documentation is found not to be acceptable, USGS will
generate deficiency documentation as required.

For those suppliers who are not on the QSL, nor working directly to the USGS program,

-and who were deemed acceptable to perform work by other means, the following action

will be taken:

A. USGS will perform an evaluation 6f the procurement documentation for
technical and quality requirements based on the scope, nature, and
complexity of work being performed

B. ‘Based on this evaluation, USGS, in conjunction with YMQAD, will
determine a means of qualifying the supplier by either assisting in the
. development of a quality program or by extending the USGS quality
program down into the supplier.

C. An evaluation will be performed and documented by USGS, in
" conjunction with YMQAD, to determine the acceptability and impact of
work accomplished by these suppliers based upon technical and quality
requirements implemented by the supplier.

-

D, Where necessary, deficiency documentation will be generated against
USGS accepted products.

Upon receipt of analytical, calibration. and/or other services and USGS acceptance,
USGS will submit a copy of the PO and a copy of the documentation received from the
suppher to the Director, YMQAD, for concurrence that the received documentation
satisfactorily reflects the requlrements of the purchase documents

‘This process shall remain in effect until a confidence level is obtained by the Director, YMQAD,
that USGS is capable of effectively implementing a procurement process, at which time a
documented release will be given to USGS to assume normal procurement actions.

- Pl of 143
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Attachment 1
Page 4 of 4

i r Completed Procurement:

Invoke the following actions for 6ompleted procurements:

1) USGS will provide a listing of completed procurements for suppliers of analytical,
calibration, and/or other services that fall into the following categories: -

‘A.  Those suppliers who are listed on the QSL or the USGS Approved
: Vendors List (AVL).

B. Those suppliers who are not on the QSL or the USGS AVL and who
worked directly to the USGS quality program. »

C. Those suppliers who are not on the QSL or the USGS AVL who d1d not
' work directly to the USGS quality program who have been found to be
acceptable to perform work by other means.

2) . Based on this listing, an evaluation will be made by the methods outlined in “Corrective
Actions For Procurements Already In Existence” actions as applicable.



: ' & cComactive Action Roguest
OFFICE OF CIVILIAN O stop Work Order
.RADIOACTIVE WASTE MANAGEMENT o
\ U.S. DEPARTMENT OF ENERGY NO. YMQAD-86-C-004
O R l Gl N A L WASHINGTON, D.C. PAGE _____ OF
. QAL

CAR/SWO CONTINUATION PAGE

REMEDIAL ACTIONS: YMQAD-96-C004
1. QMP-4.01 will be revised as part of the attached YMQADIUSGS action plan.

2. The Huffman Labs PO 1434CR-96--SA-00036 will be evaluated as part of the
YMQAD/USGS action plan. The final PO does contain what USGS believes to be
appropriate QA requirements. The Kruger PO had all required QA reviews. See
investigative actions. '

3. No remedial actions are necessary at this time because the final PO contains requirements
for Beta Analytic to work to theu' QA program which has been reviewed and accepted by
USGS.

4, No remedial actions are appropnate at this time since this lab is moving under the M&O
QA program

5. ‘Remedial actions for this deficiency will be determined as part of the YMQAD/USGS
action plan.

6. . The USGS will submit updated SER's to YMQAD as soon as agreement is reached on the
appropriate criteria to be passed on to the vendors. .

7. New SER's have been submitted to YMQAD restricting futher procurements with these
vendors until a satisfactory disposition to the identified deficiencies can be agreed upon.

8. Any revisions to this"pfbeaﬁfe will be as part of the YMQAD/USGS action plan.
INVESTIGATIVE ACTIONS: |

The following-inv&ctigative actions have already been completed and additional investigations
will be undertaken as part of the attached YMQAD/USGS action plan.

L USGS procedures were revised as part of the corrective actions for YMP-95-C41 and the
CAR was closed as a result of those revisions. The three alternative methodologies were
intended to be used as extensions of the USGS QA program to vendors that did not have

- programs that met all applicable QARD requirements. The USGS believed these to be
acceptable practices in the nuclear industry. The USGS has the need to use a number of
vendors that provide services necessary to support scientific investigations and that do
not have QA programs that meet the QARD or NQA-1. Other affected organizations had
lmplemented similar methods of acceptmg vendor services and these have not been

Azslae  CRAG To SPence - | _ P9 of 143



¢ 2] Carrective Action Request
_ OFFICE OF CIVILIAN O stop Work Order
O R l G RADIOACTIVE WASTE MANAGEMENT
- I N A L U S. DEPARTMENT OF ENERGY NO. YMQAD-96-C-004
' WASHINGTON, D.C. PAGE OF
: QAL

CAR/SWO CONTINUATION PAGE

identified as-a violation of QARD requirements. The USGS requires guidance from
YMQAD to appropriately revise QMP-4.01..

The requisition request for the Huﬁnan LabPOhada QA review and the final PO
contained all the QA requu'ements requested. ‘The Kruger procurement documents
received all required QA reviews. A 100% review of active QA procurements found one
additional instance of no final review. It also recexved an initial review and contained the

- requested QA requirements.

The final PO for Beta Analytic contained a commitment for Beta to work to their QA
program where reviewed by USGS and DOE. The requirement to add the attachments to
all PO's is overly prescriptive and will be addressed as part of the procedure revisions
undertaken as part of the Y'VIQADIU SGS actxon plan.

USGS no longer had a procurement in effect with this lab and as a result had no means to
enforce YMP program requirements. The conditions were PR conditions with no impact
on work completed. The lab was notified of the conditions by letter and agreed to
correct them. The DOE had stated that this lab along with all UNLV operations would be
transitioned to the M&O QA program, so the USGS had every reason to believe that the
lab's QA program would be comuletely revised.

The USGS has 1dennﬁed the procedures used for our calibrations through the
_documentation of our annual vendor evaluations and the triennial audit. The QARD does
not specxfy where the procedure needs to be documented.

Therefore SERs are needed for USGS evaluauons of all YMQAD audits of USGS
vendors.

It was believed that acceptabie resolution to the deficiencies would be obtained. The
USGS had been in close contact with YMQAD personnel regarding the status of these
deficiencies and their resolution. The deficiencies did not impact the technical quality of
either vendors' work so there was no reason to delay further work. New SER's have been
- submitted identifying the deficiencies and restricting future procurements until agreement
on the resolution of those deficiencies can be reached.

USGS will work with YMQAD to revise this procedure as appropriate. Other affected
organizations are working directly to AP-7.4Q which provides no guidance on how to
_conduct a vendor evaluation and this has not been'identified as a deficiency. The
appropriate level of detail to include in a procedure is a subjective decision.
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h C ‘s Corrective Action Request
_ OFFICE OF CIVILIAN O stop Work Order
O ' RADIOACTIVE WASTE MANAGEMENT ‘
R ’ G , N A L U.S. DEPARTMENT OF ENERGY - NO. YMOAD.96.C.008
- WASHINGTON, D.C. PAGE _ OF ‘

QA:L

CAR/SWO CONTINUATION PAGE

ROOT CAUSE DETERMINATION:

1t is premature to try to identify a root cause at this time. This determination will be made once
| the YMQAD/USGS action plan is implemented. '

ACTIONS TO PREVENT RECURRENCE:

If implementation of the YMQAD/U SGS action plan does not cover actions to prevent
recurrence & supplemental response will be submitted after root cause determination is
completed. :

COMPLETION DATE:

The USGS dnticipates that it will take until September 30, 1996 to complete all required actions
. necessary to close this CAR. The USGS procurement QMPs will be revised and ready for
review by June 15, 1996. ' g
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Attachment 1
Page 1 of 4

- ACTION PLAN FOR U.S. GEOLOGICAL (USGS) PROCUREMENT
ACTIVITIES RELATIVE TO CORRECTIVE ACTION REQUEST
' YMQAD-96-C004

A. vision of lsr ment Pro

1) Initiate a review and revision of USGS-YMP procurement procedures in
cooperation with the Director, YMQAD to contain the necessary detail to ensure
analytical, calibration, and/or other services are procured in accordance with the
Quality Assurance Requirements and Description (QARD). This revision shall
include the evaluation of suppliers and documentation of applicable quality
requirements as outlined within the QARD for procurement of analytical,
calibration, and/or other semces

2) . Obtain conc_urrence from the Director, Yucca Mountain Quality Assurance
Division (YMQAD), that these procedures reflect the requirements and the
methodology for implementing those requirements as described in the QARD.

B. Q' orrective Actions For New or Amended Existing Ouality-Affecting Procurements

_ Invoke the foﬂowing controls prior to initiating new or amending existing quality-affecting
procurement actions relative to the procurement of analytical, calibration, and/or other services:

1) Assure that suppliers of analytical, calibration, and/or other services are qualified
for the scope, nature, or complexity of the services to be procured by coordination
with YMQAD prior to issuance of Purchase Orders or arrange for the supplier to
work dlrectly under the USGS quahty program prior to initiation of final
procurement actions. ” "’

2) Submit Suppliers Evaluation Reports to YMQAD for suppliers to be added to the
Qualified Supphers List (QSL) as appropriate. ‘

3) Obtain concurrence from the Director, YMQAD, prior to issuance of any POs.
This interim process step will assure that the supplier is qualified for the scope,
nature, or complexity of the work to be performed, or is working directly to the
USGS quality program. This concurrence also will verify that sufficient technical
details and appropnate quality requirements are contained in the PO to ensure the
USGS receives an acceptable product. :

96-C004.pln
April 25, 1996
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Page 2 of 4

"4)  After receipt of analytical, calibration, and/or other services and USGS
acceptance, USGS will submit a copy of the PO and a copy of the documentation
received from the supplier to the Director, YMQAD, for concurrence that the
received documentation satisfactorily reflects the requxrements of the purchase

documents.

Nat

The above process shall remain in effect until the Director, YMQAD, is satisfied that USGS is
eﬁ'ecnvely implementing a procurement process, at which time a documented release will be
given to USGS to assume norma.l procurement actions.

C. g:orrectwg Actions For Prgcurements Already in Exlstenc
1)  USGSwill .idenufy all in-process quahty-aﬁ'ectmg procurements.
2) USGS will separate these quality-affecting suppliers into three g:ioups:
A Those suppliers who are listed on the QSL '

B. Those suppllers who are not on the QSL and are workmg directly to the
USGS quality program.

- C Those suppliers who are not on the QSL nor working directly to the USGS
program but whom USGS has found to be acceptable to perform work by
* other means.

3) USGS will review procurements for suppliers on the QSL "with YMOAD
gverview" to assure that necessary technical details and appropriate quality
requirements-are contained in the final PO to ensure the USGS receivesan
acceptable product. These reviews will be performed commensurate with the
scope, nature, and complexity of the service provided and will address the need to
incorporate requirements from those procedures revised under Section A above.

4) Coordinate with YMQAD to assure that those suppliers listed on the QSL that
" have not been previously audited by YMQAD are audited for compliance to the
~ purchase documents and acceptability for the scope, nature, and complexity of

work being performed.

A If the supplier is found tb be acceptable, no further action is necessary.

96-C004.pln
Apnil 25, 1996

- P 13 of 143



)

6)

96-C004.pln

April 25,1996

. Attachment 1
Page 3 of 4

B. Ifthc supplier is found not to be implementing QA controls stated in the
final PO, YMQAD will generate deficiency documents for USGS
resolution w:th the supplier unplementmg actions deemed necessary.

C. An acceptable disposition or resolution will be agreed to prior to further
work activities by the supplier or final acceptance of supplier services,
depending upon the nature of the deficiency.

D. In addmon, Supplier Evaluation Reports will be generated by USGS to
reflect current status of the suppliers.

E. If any suppliers are removed from QSL the USGS will perform an impact
analysis of the effects of the basis of removal on previous work.

For those current suppliers working directly under the USGS quality program
who are not on the QSL, the USGS in cooperation with YMQAD, will assure that
appropriate technical details and quality requirements have been passed onto
those suppliers based on the scopc nature, and complexlty of the work to be
performed.

A. Ifthe purchasc documentation is found to be acceptable no further action
is required. .

B. If the purchase documentation is found not to be acceptable, USGS will
generate deficiency documentation as required.

For those current suppliers who are not on the QSL, nor working directly to the -
USGS program, and who were deemed acceptable to perform work by other
means, the following action will be taken:

A USGS will perform an evaluation of the procurement documentation for
technical detail and quality requirements based on the scope, nature, and
‘complexity of work being performed.

B. Based on this evaluation. USGS, in conjunction with YMQAD, will

determine 2 means of qualifying the supplier by either assisting in the
development of a quality program or by extending the USGS quality
program down into the supplier.

C. An evaluation will be performed and documented by USGS, in
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‘D.

Attachment 1
Page 4 of 4
conjunction with YMQAD, to determine the acceptability and impact of

work accomplished by these supphers based upon the quality requirements
implemented by the supplier.

. D. Where necessary, deficiency documentatlon will be generated agamst

USGS accepted products.

. After receipt of analytical, calibration, and/or other services and USGS

acceptance, USGS will submit a copy of the PO and a copy of the documentation
received from the supplier to the Director, YMQAD, for concurrence that the
received documentation satlsfactonly reflects the requirements of the purchase
documents.

ions for Completed curements

Invoke the following actions for completed procurements:

L

2)

96-C004.pln
April 25, 1996

USGS will crovxde a listing of completed procurements initiated afier September
1995 for suppliers of analytical, cah’bratxon, and/or other services that fall into the
following categones .

. A.  Those suppliers who are listed on'the QSL or the USGS Approved
Vendors List (AVL).

B.  Those suppliers who are not on the QSL or the USGS AVL and who
“ worked directly to the USGS quality program

C. Those suppliers who are not on the QSL or the USGS AVL who did not
- work directly to the USGS quality Program who have been found to be
acceptable to perform work by other means.

Based on this listing, an evaluation will be made by the methods outlined in

" "Corrective Actions for Procurements Already in Existence" actions as
apphcable :
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‘ 8 . .
OFFICE OF CIVILAN %S&Z‘%‘:&‘S‘iﬁ:ﬁ‘ Request
RADIOACTIVE WASTE MANAGEMENT -
U.S. DEPARTMENT OF ENERGY NGYMOAD-96.C004
WASHINGTON, D.C. PAGE OF
QA: L

CAR/SWO CONTINUATION PAGE

AMENDED RESPONSE - CAR YMQAD-96-C-004

ACTION : COMPLETION DATE
Remedial Action 6 © Junel5, 1996
ActionPlanItem A.l June 15, 1996
Action PlanItem C.3 _ May17,199
Action Plan Item D.2 July 15, 1996

Submitted By: WM%)}”MMMQ | Date 5-31-9 L’, |

R T. H Chaney, Quahty Assurance Manager YMP

Exhibit AP-16.20Q.3 Enclosure 2 R?v. 07/03/95
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m
ror——J
United States Department of the Intenor AMERICA s
R
GEOLOGICAL SURVEY —
BOX 25046 M.S. 425 - -
DENVER FEDERAL CENTER
DENVER, COLORADO 80225 QA:L
EN REPLY REFER TO: :
June 17, 1996
Richard E. Spence, Director, , | o RECEIVED
- Quality Assurance Division , ' . ‘ .
. Yucca Mountain Project Office ' JUN 1% 1995
U.S. Department of Energy : ,
P.O. Box 98608

‘Las Vegas, NV 89193-8608
SUBJECT: YMOQAD- 96-C004 Revised USGS Procurement Proceedures

As committed to in the response to the subject CAR, I have enclosed Preliminary Drafts of
USGS QMP-4.01, R8 and QMP-4.01, R3. At this time they have not received any endorsement
from USGS Yucca Mountain Project Management and are intended for the purpose of discussion
only. In revising these procedures, I have tried to incorporate the results of the recent QSL
Workshop as I understand them. Since you will have a liaison position established in Denver

. before the revisiori of these procedures is completed I wonder if you would like me to forward a
copy to the person filling that position.

Assurance Manager

THC/aa
Enclosure

Copies to: W. Hudson, QATSS, Las Vegas, NV .

- J. E. Therien, QATSS/SAIC, Las Vegas, NV
J. S. Martin, QATSS/SAIC, Las Vegas, NV
D. G. Sult, QATSS/SAIC, Las Vegas, NV
A. Anderson, USGS, Denver, CO

N210-A

- pief 43



ENCLOSURE: EVALUATION OF DRAFT U. S. GEOLOGICAL SURVEY’S (USGS)
| QUALITY MANAGEMENT PROCEDURES QMP-4.01, REVISION 8
AND QMP-7.04, REVISION 3, REVISED IN RESPONSE TO '
CORRECTIVE ACTION REQUEST (CAR) YM-96-C-004,
RESULTING FROM YUCCA MOUNTAIN QUALITY ASSURANCE
DIVISION’S (YMQAD) AUDIT YM-ARC-96-10 OF USGS

MAJOR COMMENTS QMP-4.01, REVISION 8:

QARD4.2.1C QARD does not recognize a supplier of items or services working
to a graded QA program as used in this QMP. Delete this section
and any references. As per previous discussions with USGS there
are only two types of suppliers; those working directly under the
purchaser’s QA program (i.e.; staff augmentation) or those
working directly under an approved QA program. QMP-7.04 will - -
be impacted as a result of deleting this section. o

. General The procurement document review and approval process does not
comply with the QARD. For example there is no technical review,
for sole source purchase orders or solicitation packages for all steps
after possible revision to the documents.

.. General QARD requires that review criteria be established for each
reviewing organization (i.e.; what are the reviewers reviewing for).
Procedure referes the reader to QMP-7.04 for the review, however,
no review criteria exists there.

. ‘General o Delete ._refe.rence to-section 5.4 p;ocurenient by support
' ' participants. : -
. General * Provide RTN or equivalent to assist in the review to assure all

applicable criteria are covered.

MAJOR COMMENTS QMP-7.04, REVISION 3:

. General - Suggest that procedure be revised to identify the minimum QARD
requirements for suppliers of calibration services and suppliers of
scientific services (analytical and testing services).

_ p1g & 143



General Provide RTN or equivalent to assist in the review to assure all
applicable criteria are covered.
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- DRAFT - June 17,1996 o YMP-USGS-QMP-4.01, R§
: ' Page 1 of 11

'MANAGEMENT PROCEDURES MANUAL _

SECTION 1 - PROCUREMENT DOCUMENT CONTROURECEIPT |
*°  OF PROCUREMENTS .

1. ur_R_Pm The bu'rposc of this Quality 'Managcmmt.Px;ocedmé (QMP) is to ensure that Yucca Moun-
ﬁm Project - U.S. Geological Survey (YMP-USGS) procurcment documents contain the eppropriate '
technical and quality assurance (QA) requirements, that procurcments are’ adequately planned and
cxcw@mdthathctequéswdsmiwsmxtthcspeciﬁedwchnicdmdQAmquimmm

2. SCOPE OF COMPLIANCE. This procedure applies only to the procurcment of quality-affecting
services. Guidelines for determining which services arc quality-affecting are included in Attachment 1.

The steps contained in this procedure shall be used to process procurements and procurcmmt-modiﬁca- -
tions that involve changes to the scope of work, technical requircmaits, QA requirements, rights of
~ access, documentation requirements, nonconformances, hold points, or lists of spare or replacement parts

delineated in the initial procurement document.

This procedure applies to 2!l YMP-USGS personnel, extended staff, and Supplicrs working directly to

the YMP-USGS QA Program.

This procedure, as noted in Para. 5.4, spplies to YMP-USGS support participants initiating quality- -

affecting procurements and procurement modifications.

The acquisition of services from another Federal Government agency which involves a transfer of m,

or from Suppliers which receive funding directly from the Yucca Mountain Project Site Characterization
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"DRAFT - June 17, 1996 _ L YMP-USGS-QMP-4.01, R8
' . Page20of11

Office, shall be controlled through thc'usc of 2 Management Agreement developed in accordance with
QMP-4.02, Control of Agreements.

Services fallingwithinthcsmpeofthisprowdmshaﬂnqtbcpmchasedusingthkdpartydmﬁs,imﬁmt
' funds, bank.eards,orblanketpinebasc agrecments. V ' L

'Allprocm'cmcxitsiniﬁatzdaﬁcrﬁ_xccﬁ'cctivcdntcofthisrevisionshallcomplywithallbfthcrequimmm
- of this procedure. Procurements initiated under previous revisions of this procedure need no re-work as
* a result of the revision. Aanwandopcnpqucntsshaﬂb;rwcivedhaccordanoc;vithSecﬁonsz :
ofthisproeedz:;'c.

3. DEFINITIONS. Dcﬁnitionsofthzﬁrstuscofthctcsms;wﬁttcninbolditaliaipthisprocedurcarclisted |
in Attachment 2. | |

4. RESPONSIBILITIES. General respousibilities are included in Attachment 3. Specific responsibilities
are identified throughout Section 5.0.

5. PROCEDURE.

© sl Initiating Procurements:

NOTE: Modification to procurements shall be processed in accordance with the following steps
with the following éxccption: The QA Office review s required only for modifications which
involve changes in the technical or QA requirements. Modifications that involve only cost or

schedule changes do pot require the QA Office revicw.

5.1.1 THE REQUESTOR:

- p216f 143



DRAFT - June 17, 1996 YMP-USGS-QMP-4.01,R8
' Page3of1l

a) Determines if the needed procurement is quality-affecting, using the guidance in Attachment -

1.

NOTE: Non-quality-affecting procurements are to be processed using traditional USGS A

practices.

b) Develops the information required for qnality-nffcctin_g procurements using the reqmrmmts

in Attachment 4, Part L

¢) When appropriate, develops the Justification For Other Than Full and Open Competition
(JFOC). ‘

d) Selects a proposed QA Procurement Option or Options using the guidance in Attachment 4,

Part II. The Options are:

‘1) A Supplier working to 8 documented QA program approved by the YMP-USGS Quality
Assurancc (QA) Office. These Supphcrs are listed in the Qualified Suppﬁers List
" (OSL) mamtmned by the Yucca Mounta.m QA Division (YMQAD) Copies maybc

obtained from thc YMP-USGS-QA Office.

" 2) A Supplier serving as extended staff to the YMP-USGS working directly to YMP-USGS

Quality Management Procedures.
3) A Supplier working to a graded QA program (scc QMP-7.04).

¢) Requests the Administrative Management Section o initiate a U.S. Department of the

Interior Requisition (Form DI-1, Attachment 5) by providing all of the applicable informa-
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DRAFT - June 17,1996 - © YMP-USGS-QMP-4.01,R8
' : : Paged of 11

tion outlined in Attachment 4, Parts I and [I. This information may be conveyed to the
Administrative Management Section either in writing or verbally. '

5.12 THE ADM]NISTRATNE MANAGEMENT SECTION:

.8). Prcpams a'Di-l form, using the M@aﬁm provided by the Requestor.

5y ¥Forwards the completed DI-1 form to tbc YMP-USGS QA Oﬁipc.

5.13 THE YMP-USGS QUALITY ASSURANCE (QA) OFFICE:

2) Reviews the DI-1 form; and if -the-prec

if for an approved supplicr ensures the appropriate QA

requirements identified in the initial supplier evaluation are included with the DI-1.

b) IEEpaG _. ERUI IO R Hew S0pp 55 concurs with the'QA Procurcment Option proposed

c) Appliés the QA Review stamp, Attachment 9, to the front page of the DI-1 form, records the
Procurement Option typc selected by the requestor, signs and dates the stamp, and forwards

555 the DI-1 form and attachment to the Administrative Management Section.

_p23 &f 143



DRAFT -June 17,1996 . . YMP-USGS-QMP-4.01,R8
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5.14 THE ADMINISTRATIVE MANAGEMENT SECTION:
g) Reconds the status and forwards the DI-1 form and attachment to the Requestor.
515 THE REQUESTOR:

. 8) Reviews the DI-1 form and attachment to confirm the inclusion of appropxia.tc techx;iea] and
QA requircments, It may be necessary for the Requestor to resolve commeats with the
YMP-USGS QA Office ar Administrative Management Section prior to approval.  Signs
the DI-1 form indicating approval, and forwards the DI-1 form and sttachment o the
N - .. ~

5.1.6 THE PROGRAM CHIEF for delegate):

8) Reviews the DI-1 fmmmdmmnmtmmsm:ﬁatmemhnicaxmqmtsmappuca- :
ble, correct, techmcally adcquatc complete, accurate, and in compliance with established
reqmrcments if any. Approvs the procurement by signing in the "Burcau Officer” box of
the DI-1 form This approva! indicates technical review of the procurement document and '
expcndlturc authonzatmn Forwards the DI-l form and attachment to the Administrative

Management Section.
5. 1;7 THE ADMINISTRATIVE MANAGEMENT SECTION:

a) Approves the DI-1 form and attachment and forwards the aﬁproved documentation to the
USGS Central Region Procurement and Contracts Branch. |
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518 CENTRAL REGION PROCUREMENT AND CONTRACTS BRANCH: Upon receipt of
the approved DI-1 form and attachmeat, the Central Region Procurement and Contracts Branch

processes the requisition into a formal Purchase Order, Contract, or Modification as follows:

5.18.1 Small Purchases (both Competitive and Sole-Source Purchase Orders-Under

8) To complete & Competitive Purchase Order the Central Region Procurement and

Contracts Branch:

1) Prepares Request For Quotations (RF(Q) utilizing the technical and QA

requirements contained in the DI-1 form and attachment.
2) Obtains quotations from prospective Suppliers.
3) Determines the low offeror.

4) When procurcment Option 1 §E3iis sclected, coordinates Pre-award Supplier

| Quélxﬁcation Evaluation with the YMP-USGS QA Office if the Supplier has.

not been previously approved by the QA Office. Sec Para. 5.1.9.2.

5) Obtains the YMP-USGS QA Office's review of the final Purchase Order. Sec

Para. 5.1.9.1.

- 6) Awards t_hc' Purchase Order.
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7) Forwards a copy of the Purchase Order to the Administrative Management

Section.

t) To complete a Sole Source Purchase Order, the Central Region Procurement and

_Contracts Branch:

N

1) Reviews and approves the IF ocC.

2) When procurement Option 1 §3jis sclected, coordinates Pre-award Supplier
Qualification Evaluation with the YMP-USGS QA Office if the Supplier has
not been previously approved by the QA Office. Sec Para. 5.192.

. 3) Obtains the YMP-USGS QA Office's review of the final Purchasc Order. See

Para. 5.19.1.
4) Awards the Purchase Order.

5) Forwards a copy of the Purchase Order to the Administrative Management N

Section.
| 5.1.82 Contracts (Both Advertiscd and Negotiated):

a) To initiate both advertised and ncgotiated contract actions, the Central Region
Procurement and Contracts Branch:

1) Prepares a Solicitation Package using the technical and QA requirements
contained in the DI-1 form and attachment. When appropriate, develops
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: Page 8of 11

required special responsibility factors, such as financial, QA, and producnon
issues, and mcorporaws them into the Solicitation Packagc

2) Obtains reviews of the Solicitation Packagc from the Requestor and the YMP-
USGS QA Office. Forwards a eopy ofthcsc rcv:cws to the Admmxsuatwc

Management Section.’ Appro\m JFOC lf nppropnatc fot sole-source action.. . - .

3) Issues solicitation to all potential interested Suppliers.
4) Receives scaled Bids or Proposals.

b) Upon receipt of Sealed Bids (advertised) the Central Region Procurement and

Contracts Branch:

'1)- Forwards the Abstract and low bid to the Requestor for review and award
concurrence. Upon receipt, forwards a copy of the concurrence to the Admin-

. istrative Management Section.

2) When Option 1 §¢:3s selected, coordinates the Pre-award Supplier Qualifica-
tion Evaluation with the YMP-USGS QA Office, if the Supplier has not been

previously approved by the QA Office. Sec Para. 5.1.9.2.
3) Assembles the final Contract package.

4) Obtains the YMP-USGS QA Office review of the final Contract. See Para.

5.19.1.
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o

1) Coordinates technical evaluation of Hhg:

YMP-USGS-QMP-4.01, RS
Page 9 of 11

5) Awards the Contract to the responsive/responsible contractor submitting the

lowest bid.
6) Forwards a copy of the contract to the Administrative Managemeat Section.

Upon receipt of proposals (negotiated), either competitive or sole-source, the
Cenn'achgionProcm'emcntandConu'aetsBrancE: -

proposals to include QA
requirements as specified in the Reguest for Proposal (RFF) Technical Evalu-
ation Criteria. Required only for competitive proposals.

2) Conduct_s negotiations with offerors; addressing both technical and QA re-

quirements. Required for both competitive and sole-source proposals.

3) When procurement Option 1 Bi3lis selected, coordinates Pre-award Supplier
. Qualification Evaluation with the YMP-USGS QA Office, if the Supplier bas
_ mot been previously approved by the QA Office. Sec Para. 5.1.92. This is

reqmred for both cdmpetiﬁvc and sole-source proposals.

4) Determines which contractor offers the best value based on cost, satisfactory
QA evaluation, and technical merit, in accordance with the RFP requircments.

Required only for competitive proposals.

5) Obtains the YMP-USGS QA Office review of the final Contract. This is re-

quired for both competitive and sole-source prop‘osals.' Sce Para. 5.1.9.1.
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6) Awards the Contract to the chosen contractor. Required for both competitive
and sblc-soumc proposals. |

7) Forwards a copy of the contract to the Administrative Managemeat Section.

- Required for both competitive and sole-source proposals.
5.9 THE YMP-USGS QUALITY ASSURANCE (QA) OFFICE:

5.19.1 QA Office Reviews:

remain appﬁwblc ‘to any changes incorporated during the bidding/supplier

sclection process.

b) Applics, signs and dates the procurcment documentation with the QA Review

’Stamp, Attachment 9.

‘¢ FMds a copy of the stamped page to Cettral Region Procurement and Con-

tracts Branch and to the Administrative Management Section.
5192  Pre-Award Sﬁpplicr‘ Evaluations:
a) When appli'cablc,. coordinates the performance of Pre-award Supplier Evaluations

with the Central Region Procurement and Contracts Branch. Supplier Evalua-

tions are pc}fonncd in accordance with QMP-7.04, Supplier Evaluation.
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5.1.10 THE ADMINISTRATIVE MANAGEMENT SECTION:

2) Retains copics of the DI-1 form, Purchase Order, Contract and Modification documentz-

tion, along with the cvidence of the YMP-USGS QA Office and technical reviews, for

52 Resciptof Services:

52.1 THE YMP-USGS QUALITY ASSURANCE (QA) OFFICE:

. 2) When applicable, performs a Source Verification (reference RMEPST 0% Pera—5-1-

the Supplier's facility to ensure that the procurcment requircments have bccn met prior to .

b) Obtains the QA Manager's approval of the completed Source Verification docummtauon.

¢) Forwards the original of the completed and approved Source Verification documentation to

thcAdmmxstnnchanagcmcnt Section and forwards a copy to the Requestor. '

.522 THEREQUESTOR:

a) Upon receipt, compares the service FESHE

requirements have been met.

NOTE: For Blanket Purchase Orders (BPOs) "upon receipt” is upon receipt of the last

service for the BPO for a given fiscal year.
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b) Completcs the back side of the Purchase Order form, (Attachment 10), documenting partial _

receipt, conditional acceptance, full receipt, etc.

:¢) When applicable, completes the
Analysis Quality Control Plan §ocameniation.
respee&vely)

d ForwardsthcwmplctedbacksxdcoftbchehascOrda‘formand,whmappheable the
jan or Sample Analysis Quality Control Plan

5.3 Closing Procurements:
53.1 THE ADMINISTRATIVE MANAGEMENT SECTION:

a) Uses the back side of the Purchase Order form to initiate paymcnt'via traditional USGS
practices.

b) Compiles and prcpam the doéumcmation associated with the procurement for transmxttal ;
to the Local Records Center. The package must contain, but is not limited to, the following

' jtems:
1) DI-i and attachments;

2) Final Purcﬁae Order or Contract documentation,
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©3) When applicable, the documentation from the CEHBFERERE RS
the completed Sample Analysis Quality Control Plan, or the Source Verification Plan;

4) The completed back side of the Purchase Order form; and
- 5) Reference to any related M-USGS QDRs, DOE CARs, or DOENCRs. -
¢) Forwards the procurement documentation package to the YMP-USGS-Leeal-Reeords-Center

receipt of the last received document. See-Pere~62.

5.4 Procurements by Support Participants:
541 YMP-USGS SUPPORT PARTICIPANTS: AslE authorized by management agreements or
comparable documents, support participants mey—é@ initiate quality-affecting procuremeats and ‘

procurement modifications as outlined below.

a) Incorporate, as a minimum, the applicable technical and QA mqmrcmcnts identified herein. '

b) Perform tcchnicalﬁvicws and gpprovals §§?’

¢) Obtain the approval of the YMP-USGS QA Manager for proposed suppliers and/or subcontrac-

tors.

d) Submit final procurement documents, including modifications, to the YMP-USGS QA Manager

for appmﬂ.
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¢) Perform receipt acceptance of the purchased service.

6.1 Controlled Documents: None.

6.2 MM QA Records identified in Para. 5.3.1.b shall be submitted to the YMP-
USGS Local Records Center in dccordance with QMP-17.01. |

7. RELATED DOCUMENTS.

7.1 Superseded Documents: This QMP supersedes YMP-USGS-QMP-4.01, R, Procurement Document
Control; Modification QMP-4.01,R6-M1; QMP-7.01, RS, Receipt of Purchased Items and/or
Services; and Modification QMP-7.01,RS-M1. -

7.2 References Cited:

e  YMP-USGS-QMP-3.03, Software
o  YMP-USGS-QMP-4.02, Control of Agrecments

« * YMP-USGS-QMP-7.04, Supplier Evaluation

+  YMP-USGS-QMP-17.01, YMP-USGS Records Management for Record Sources

'PBé o‘f,(‘!?)
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8. ATTACHMENTS.

Attachment 1:  Guidelines For Determining Quality-Affecting Procurements
Attachment2:  Definitions
 Attachment 3: Rsponsibiliﬁw.. |
Am 4 Procurement Reqmsmon Requirements
Attachment5:  U.S. Department of the Interior Requisition (Form DI 1)

Attachment 88 YMP-USGS QA Office Procurement Review Stamp'

Attachment § 40: USGS Purchase Order Form

9. APPROVALS AND EFFECTIVE DATE.

EFFECTIVE DATE:
YMP-USGS Quality Assurance Manager o Date
Chict, Yuoca Mountain Project Branch | - ' Date
_ Assistant Chief Hydrologist for Technical Support Date
Science Advisor for Science Applications . Date
10. HISTORY OF CHANGES.
Revision/ - '
ModificationNo, =~ Effective Date Description of Changes
. RO 08/24/85 Initial issue of QMP to describe procurement document

contro! process.
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| . Page 16 of 11
RI - 10727/86 Provides guidance for “commercial grade” material and-
- includes a procurement document checklist for QA
R2 - Effective date was not assigned, document was not
. distributed. : _
R3 06/23/89 Provides list of exempted purchases; specifies YMP

personnel procurement responsibilities; Blanket -
_ Purchase Agreements; REECo procurements; and
contains Supplier Certificate of Conformance.

R3-M1 06/15/90 Changes procurement responsibilities for the *
contracting officers; QA and technical review
requirements; and moves supplier Certificate of .
Conformance to QMP-7.01 (reference USGS-NCR-90-

09 and USGS-AFR-9002-06).

R3-M2 08/01/91 Modifies distribution of procurement documents in -
response to USGS-NCR-90-31.
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Revision/
Mofiterion N
R3-M¢
R4

R4-M1

R6
R6-M1

R7

YMP-USGS-QMP-4.01,R8

Page 17of 11
EffectiveDate Description of Chianges

10/15/91 Provides for organization name changes to GSP and

11/13/91 Revision of Capital Equipment Request Form
(Attachment 2) and corresponding text.

04/09/93 Changs procedure scope and oonupondmg .
-procurcmmt process. - o

04/09/93 Modifics YMPB Administrative Management Section
responsibilities and capital equipment (REECo,
Attachment 2).-

12/13/93 Incorporates Modification QMP-4.01,R4-M1 and

) DOE/RW-0333P (QARD, RO) procurcment i

ments, CAR 93-053, and CAR-91-07,R1.

05/10/94 Incorporates DOE/RW-0333P (QARD, R0)
procurcment language.

03/08/95 Changes made to reflect new organizational structure

- and corresponding responsibilities.

changcsmqmredasamultofDOECAR .

YM-94-050.
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GUIDELINES FOR DETERMINING QUALITY-AFFECTING PROCUREMENTS

1. Procurements that gre considered to be quality-affecting include the following: ]

« Tasks and services used for YMP Site Characterization activities, including sample collection and data

+ Examples typically include:

- calibration services or purchase of calibrated equipment
- analytical services
- software development
' - supporting research or data development
- purchase of calibrated equipment

2. Procurements that are pot considered to be quality-affecting include the fqﬂowing:
« Activities that are not used for YMP Site Chara_cterization.
» Examples typically include:

- Non-technical material and services such as office supplies, standard office equipment, clerical
services, etc. ' :

- Equipment, tools and material, such as batterics, hammers, screw drivers, drills, generators, saws,
nails, lumber; safety equipment, such as slings, tic-downs, hard hats; vehicles and related -
‘maintenance, supplies and repairs, such as oil and tires; and camping and personal equipment.

- Standard computer and peripheral equipment, such as PCs, printers, interfaces, modems, monitors,
keyboards, diskettes, supplies, etc. ‘ . :

- Photographic film.

- Commercial-grade mechanical and ‘electronic replacement parts for equipment that is subject to
calibration. : ' ‘ :

- Periodicals, books, and publications, including maps.

-" Thin sections. - '

- Mineral separations.

Procurcments of made-to order items that are not quality-related should be considered for QA processing in
order to ensure that procurement requirements are met.

| —F5:]6f“ll3
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’ DEFINITIONS

Abstract - A summary document prepared by the Contracting Officer (Central Region Procurements and
Coutracts Branch) containing line-item price details provided by respondents in sealed bids. Low bidder is
identified from the abstract.

Qualified Suppliers List (QSL) - A list of suppliers that have worked to a Quality Assurance program that
meets the spplicable Ym Mountgin Project Quality Assurance requirements. :

Awdrd - The act of tthContmcting Officer signing a Purchase Order, Contract, or modification.

Bids - Vendor's submissions in response to an Invitation For Bid (IFB) issued under the sealed bidding
process. Bids must be submitted using the IFB package as issued, and must include any required additional
documentation.

Contracts - Procurement actions which exceed the Small Purchase Threshold (currently $25,000).
DI-1 and Attachments - The DI-1 form, including all required approvals and attachments.

JFOC - Justification For Other Than Full and Open Competition. This document is prepared by the
Requestor to justify a sole-source acquisition. -

Preé-award Supplier Qualification Evaluation - An evaluation performed by the QA Office to ensure that
the Supplier's QA Program complies with the YMP-USGS QA requirements as incorporated into_the

Proposals - Vendor's submission in response -to a Request For Proposals (RFP) issued under cither the
eompctiﬁvé or noncompetitive proposal process. Proposals generally consist of two types: cost and technical.

Purchase Order or Contract Documentar.x:on - The final Purchase Order or Contract, including all required
reviews, approvals and attachments.

Request for Proposal (RFP) - A written solicitation used for a negotiated acquisition, either competitive or
sole-source, to communicate the Government's requirements, and to solicit proposals from. vendors.
Proposals submitted under this method may be accepted unilaterally, without discussions, by the Government,
resulting in a binding contract. Or, they may be used as a basis for technical evaluation and negotiations of
both technical and cost factors. If negotiations are conducted under a competitive environment, 2 Best and
Final Offer is required of all offerors who participated in negotiations. )

Regquest For Quotations (RFQ) - A method used in small purchasing to obtain quotes for price, delivery, and
other information from vendors. This method is used when the Contracting Office determines written quotes
are necessary. The Standard Form 18 is generally used to obtain these written quotes unless Electronic Data
Interchange (EDI) is used. Quotes received under either method are not legally binding on the vendor.
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DEFINITIONS

Sealed Bids - Bids that are submitted under the Advertised method of procurement using the USGS prepared
- Invitation For Bid (IFB) as the bid package. Sealed bids are held by the Contracting Officer unopened until
the date and time designated for bid opening. At this time, they are opened at a public bid opening.

Small Purchases - The procurement term for purchasing supplics or services up to the small -px;rchuc
threshold, curreatly $25,000, through the issuance of Purchase Orders, or Delivery' Orders under Federal .

Supply Schedules Contracts up to the maximum order limitation (MOL) of the contract. B

Sole Source Purchase Orders - Purchase Orders that are lssued without competition to a single vendor based
on rationale contained in a Sole-Source Justification prepared by the Requestor and approved by the
Contracting Officer. ' X

Solicitation Package - The docmneniation issued to vendors specifying a need of the Government for
materials or services. Includes both Invitation for Bid (IFB) and Request For Proposals (RFP).

Special Responsibility Factors - Components of solicitation which must be addressed by the potential bidder
to allow evaluation of responsiveness to requirements of the solicitation package. Such factors could include
financial history of the company, QA issues, experience, and/or production issues relating to the bidder's
ability to meet exact details of the DI-1 and attachments. - .

- py 6F 14
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Attachment 3
Page 1 of 1
RESPONSIBILITIES
M&&mﬁm& is mpodsible for: ensuring the QA requirements, incorporated into

procurements, arc appropriate; performing evaluations of proposed Supplicrs; performing Source

Verifications; and approving Sample Analysis Quality Control Plans.

Proeram Chiefs arc responsible for ensuring that appropriate technical requirements are incorporated into

* quality-affecting procurements in accordance with this procedure.

Requestors are responsible for initiating, and for per!'orming. rwciﬁt acceptance of quality-affecting
procurements, in accordance with this procedure and for providing any pertinent background information
to reviewers as requested. _ :

The Administrative Management Section is responsible for: processing DI-1 form and attachments;
verifying funding; tracking the status of procurements; coordinating procurcment actions with the Central
Region Procurement and Contract Branch; and submitting procurement QA records to the Local Records
Center. _ : . .

¢ Central Regi ent and ch is responsible for: coordinating solicitation;
preparing, awarding and distributing Purchase Orders and Contracts; coordinating supplier evaluation with
the QA Office; and maintaining the principal interface with the Supplicrs. ,
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PROCUREMENT REQUISITION REQUIREM'ENTS

PART I DESCRIPTION
“The following information, ﬂmupp_s_gﬂq sha!l be included in the Description Section of the DI-l
form, Attachment 5. The information is developed by the Requestor who conveys the information to
the Administrative Management Section. The Admxmstratwe Managcmcnt Scctlon meorporatcs thc
_ mformatxon mto the DI-1 form. A
o The Yueca Mountain Project WBS Number.
* The Scope of Work to includc, as applicable:
- A description of the work;
- Reference to design basis, if applicable;
- Technical requirements, including specifications, tolerances and acceptance criteria;
= Reference to specific governing documents, including current revision, such as:
¢ Technical procedures, scientific notebooks, ;tudy plans, or ins;ructions; |
~ * Drawings;
* Codes and or standards;
- Sparcor @let parts or assemblics;

- Hold and/or witness points bcyond which work cannot proceed without YMP-USGS
authorization; and

- Required tests and or mspcctlon and rclated acceptance criteria.
- Docummts necessary to provide evidence of the qunhty or acceptability of the service.

: Rights of access to supplier's facilities.
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PROCUREMENT REQUISITION REQUIREMENTS (Continued)

" PART Il QUALITY ASSURANCE PROCUREMENT OPTION CRITERIA
The following criteria shall be used in selecting & Quality Assurance Procurement Option:

This is the preferred option to be uscd when the Supplier repeatedly performs a gpecific

" service for the YMP-USGS. With this option, the Supplier either has or develops a QA -
Program under which the work will be performed. These Suppliers arc listed on the
Qualified Suppliers List maintained by the Yucca Mountain QA Division.

This option is normally used when the Supplier will work FEEEHS¥NPUSORIOR
Pi537ii under the dircet supervision-of the YMP-USGS: With this option, the Supplicr sball
faced distribution for QMPs and appropriate technical procedures.

Determinations also will be made regarding QMP and technical procedure training -
. requirements for the Supplier's personnel. Personnel qualification documentation shall also
be prepared and submitted to the YMP-USGS in accordance with appropriate QMPs.

Option 3) e
BT anTat AT OATEHEniS RrEYs pince de 2
roquirements for th ervice to be pro Aed it

L .'Importanccofthcdatabcing acquired to site chamctaimtonorliwnsiﬁg. Will the
.mult’sbepseddi.fect!jvtpsuppoﬁthoscdccisiom. :

2. Complexity of the activity or service or method. .
3. Reliability of the process or methods used in pexjfomﬁhg the service.
4. Reproducibility of the results being procured.
5. Degres of standardization of the methods or processes used in performing the service.
6. History of scrvice quality by nthe supplie. '
7. Necessity for special controls or processes.

8. Degree to which functional compliance can be demonstrated through source verification
or quality control samples. 4

All suppliers of quality affecting services must have qualified and trained pcrsonncl,'ahd
work to documented procedures. The degree to which these and other quality controls must
be documented by the supplier shall be determined based on an evaluation by the QA Qffice

- Pyz oﬂ%
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PROCUREMENT REQUISITION REQUIREMENTS (Continued)
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MANAGEMENT PROCEDURES MANUAL
7-COl . ED SER

SECTION 4 - SUPPLIER EVALUATION

1. PURPOSE. The purpose of this Quality Managemeat Procedure (QMP) i to establish micthods to ensure
that -suppliers and support participants providing quality-affecting sa'vm herein after refm;d to as
supplicrs, have thc capability to meet the Yucca Mountam Project (YMP)-US Geological Survey -
(USGS) Quality Assurance (QA) requirements, and that a Qualified Suppliers List (QSL) is mmntamod.

2. SCOPE OF COMPLIANCE. This procedurc applics to the initial and annual cvaluation of suppliers
that provide quality-affecting services obtainedbin aooordanoc with QMPs -4.01 or -4.02. The scope docs

not apply to suppliers who work to the YMP-USGS QA Program as augmented staff.

3. DEFINITIONS.
3.1 Qualified Supplier List (OSL): A listing of suppliers currently qualified to supply services to the

Office of Civilian Radioactive Waste Management (OCRWM) or other Affected Organmtlons The -
QSL is maintained by the OCRWM, Yucca Mountain Quality Assurance Division. ’

'3.2 Supplier: Supplier or Vendor. One who provides quality- affecting services in support of USGS site’

characterization activities.

3.2 Supplier Evaluation: A documented evaluation that determines if the supplier is qualified to provide

quality-affecting services in accordance with the procurement document requircments.
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33 S;mp]m‘_&m An on-site evaluation of a potential sx_xpplid’s facilities, personnel, performance
hiﬁtory, cmrcntQAmords,andQAprom Thcpurposcofﬂ)ccvnluaﬁonistodetamincthc
technical and quality capabilities of a poteatial supplicr to satisfy the requirements of procurcment

documents and/or the applicable elements of the OCRWM QA program.

3.4 Support Participant: An organization providing a specific service under QMP-4.02 to the YMP-
USGS.

4. RESPONSIBILITIES.

4.1 M&M&M&wmwﬂmmg eppropriate QA

requirements for & service and evaluating

ments. The YMP-USGS QA Manager also is responsible for submitting the QSL supplier evalua-
tions to the OCRWM.

4.2 YMP-USGS Requestors arc mﬁonsiblc for specifying the technical requirements, concurring with
the QA requirements, and identifying the importance of the service to site characterization activities.

S. PROCEDURE.
5.1 [nitial Evaluation: Upon determination of the need to evaluate a new supplier, the YMP-USGS QA
Manager shall initiate an evaluation to determine if the supphcr is capable of meeting YMP-USGS

QA and technical requirements as specified in the YMP-USGS procurement document or agreement.

5.1.1 The evaluation of the supplier shall be by supplier evaluation or by surveillance (ref. QMP-
18.02), and shall consider the requirements identified in the attachment to this QMP appropriate for
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the service to be provided. The extent of the cvaluation and the requirements applied to the supplier
sba!lbcaftmctionofd:csuppﬁa‘squaﬁtypafmmanccandoftbcnlaﬁvchnpommcandcomplad-
ty of the services being obtained.

YMP-USGS QA controls, the supplier will pot be inclu_ded in th:: QSL.

’

: e Jpon determination that the supplier can meet YMP-USGS requirements, the

YMP-USGS QA Manager shall add the supplier to the QSL, and the evaluation shall be distributed

to the requestor and to the OCRWM in accordarice with AP-74Q.
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SLS54% AnyvaﬁaﬁonmthAnquimtsmtedigmemchmtsmmistmbc

based on critéia identified in Attachment 4, to QMP-4.01 and cvaluated by the QA Office
to determine if they exceptions are appropriate. Consideration shall be given by

thc QA Office to the use of Sample Quality Control Plans or source vcnﬁcatxon

dscn'bedmAttachmthasasupplcmenttothcsupphds QA program. .

5.2 Annual! Evaluations: Each supplier on the QSL shall receive an annual evaluation to determine
' retention on the QSL. These evaluations shall be conducted by the YMP-USGS QA Office prior to
the date indicated on the QSL.

" The evaluation shall be conducted as & dwk-top evaluation or a surveillance (reference QMP-18.02);

and shall consider the review criteria listed below:

® Supblicr’s performance in accordance with the requirements in current procurcment or agrecment -
documents. ' | '

® Rev:cw of docmncntatxon ﬁnmshed by thc supplier (such as calibration certificates,
nonconformance reports andeorrcct:ve actions). V

e RcvncwofanychangsbymcsupphcrtoQAprowdmsrcfcrmccdmprocuremcntdocu

 ment.

® Results of previous evaluations, squrcc‘veriﬁcatibm, receiving acccptahcc, QC plans, or audits

by other organizations.

® Expericnce with similar services furnished by the same supplier.
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® A‘rcviewofproamcntdowmcntsoragrwnemstodctcxmincifthcsupplierhasfeccived

' additional work since the initial procurcment or agreement.

52.1 The results of the evaluation shall be documented in accordance with Attachment XXX and
AP-7.4Q and submitted by the YMP-USGS QA Manager to YMQAD.

522 If inadequacies are identified, the YMP-USGS QA Manager, in coordination with the YMP-
USGS Requestor, shall determine which of the following actions is the most appropriate.

5221  Delete the supplier from the QSL and evaluate the possible negative impact en
the qualty of services already furnished by the supplicr. The evaluation results shall be
documented i the annual evaluation. If the impact is negative, 8 deficiency document shall
'be initiated. The YMP-USGS QA Manager shall notify users of the QSL that the supplier
 has been removed from the QSL, and that purchased services in process at this time, from

this specxﬁc supplier, shall be halted.

5222 Retain the supplicr on the QSL if the inadequasies to be corrected will not
t.z'cga_.tively impact future purchased sérvic&s. _Any impact on prior procurements shall' be
documented in the annual evaluation. If the impact is negative, 8 deficiency document shall

_ beinitiated. In this case, there will bcnoﬁhangctotthSL; mdnochmgchﬁcucof&c

supplier.

5223  Retain the supplier on the QSL with restrictions. An evaluation of possible nega-
tive impact on the quality of semm already obtained shall be performed and documented.
Conditions requiring correction by the supplier shall be identified. The information in the
QSL will be updated to include the restrictive conditions. The YMP-USGS QA Manager
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shall notify the supplier of these conditions and request notification from the supplier when
- the conditions have been corrected. If decmed ncuss#ry the YMP-USGS QA Managerxhall’
schedule s vmﬁcahon to determine if the actions takcn arc adequate. Upon positive resolu-
uOn,thcmmchonwlﬂbchﬁcdtndthcmformahonmtthSLmﬂbcupdated. Thcdocu
mentation qf the supplier evaluation shall include the justiﬁcation for lifting the mtriction
and shall include the results of the evaluation of impact. If inadequacies still exist, they shall
" be bandled in accordance with Para. 52.2.1

6. RECORDS MANAGEMENT.
6.1 Controlled Documents: None.

62 Records Center Documents: QA Records associated with this procedure shall be submitted to the
Records Management Facility by the YMP-USGS QA Manager as complete record packages, in -
accordance with AP-17.1Q, and may i;icludc the following: | |

cka cka | en
e Documentation of initial or annual supplier evaluation (If surveillance, identify as per QMP-
18.02))
L] Doéumcntntiqn of supplier deficiencies

Individual Records

'@ Documentation of initial-or annual supplier evaluation (If other than surveillance, identify such

as 92-E01.)
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7. RELATED DOCUMENTS.

7.1 Superseded Documents: This QMII> supersedes YMP-USGS-QMP-7.04, R2, Subplid Evaluation
and QMP-7.04,R2-ML. ' | |

~

72 References Cited:

- DOE/YMP AP-7.4Q, Maintcnance of the Office of Civilian Radioactivé Waste Management
- Qualified Suppliers List | '
"« DOE/YMP AP-16.1Q, Performance/Deficiency Reporting
« DOE/YMP AP-16.2Q, Corrective Action and Stop Work
'« DOE/YMP AP-17.1Q, Records Management
+  YMP-USGS-QMP-4.01, Procurement Document Control
. m;usas.qm-4.62, Coatro! of Agreements
«  YMP-USGS-QMP-12.01, Instrument Calibration
¢  YMP-USGS-QMP-18.02, Surveillances |
8. ATTACHMENTS.

. Attachment1: YMP-USGS Supplier Checklist
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9. APPROVALS AND EFFECTIVE DATE.
* EFFECTIVE DATE:
YMP-USGS Quality Assurance Manager , _ . Date
Chicf; Yucca Mountain Project Branch . ~ Date
Assistant Chief Hydrologist for Technical Support ' Date
Science Advisor for Science Applications Date
10. HISTORY OF CHANGES.
Modification No. Effective Date Description of Changes
RO 04/09/93 Initial Issue.
Rl 05/10/94 This revision incorporates Modification QMP-7.04,R0-
‘ M1 and meets DOE/RW-0333P (QARD, R0) require-
ments.
R1-Ml1 \ 02/07/95 Added to comc:dc with changm to QMP-7 01,R5-M1
. . , for the QC program.
RI-M2 - " 03/08/95 Changs made to reflect new orgamntlona! stmcun'e
' ‘ and corresponding mponsibxhtus
R2 This revision incorpérates Modifications QMP-

7.04 R1-M1 and -M2, incarporates the necessary inter-
face to DOE/YMP AP-7.4Q, and addresses appropriate
issues identified in DOE CAR YM-94-050.

R3 T Thxsrcvnsxonwasmadcaspartofthceorrecuvcacuons
for CAR-YMQAD-96-C004. :
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Attachment 1.
Page 1 of 7
YMP-USGS :
SUPPLIER CHECKLIST ~ Page1of7
SUPPLIER NAME:
DOCUMENT TiTLE: L 7
REVIEWED BY: . : | ' ' L DATE:

1.0 Organization

The supplier shall include a description of the organizational
structure and define responsibilities for verifying quaﬁty that are
independent from those perfomung work

The supplier shall agree to allow YMP personnel, including the
NRC, DOE, USGS, and cther authorized personnel, upon rea-
sonable notification, to perform audits and/or survelliances of the
supplier’s facilities, personnel, and QA implementation?

2.0 Quality Assurance Program

A program shall be established for indoctrination, training, and
qualification of personnel performing quality-affecting activities
to assure proficiency is achieved and maintained.

The program shall include the documentation of personnel
qualifications, hdoctnnahon and tralmng prior to performing
work.

3.0 SOftware ' ‘ .
Methods shall address that: a) software programs' pérfor‘m asin-
tended and b) provide evidence that data manipulation
programs produce the intended results

Data shall be traceable to the software version preceding &.

4.0 Procurement Document Control

The QA program shall describe the approach used to assure
that technical and quality requirements are incorporated into
procurement documents. The orginal procurement documents
and modifications to them shall be reviewed for inclusion of
technical and quality requirements

The QA program shall include requirements to document the
evaluation and selection of suppliers prior to the award of a
contract.

v_d\q\qrp-7-04.03
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Attachment 2
Page 2 of 7
Suppler QA Plan Checklist
Supplier:
Date:
Page of 7

Methods shall be described to ensure that recieved services
meet procurement requirements. ~ :

| 5.0 Instructions, Procedures and Drawings

Quality affecting activities shall be performed in awordanﬁe with -
approved procedures. ,

The quality assurrance program shall describe the process for
preparation, review, approval, and control of QA implementing
documuments. .

12.0 Control of Measuring and Test Equipment (M&TE) .

The suppliers QA program shall describe the methods used to
assure that measuring and test equipment, including equipment
that contains software or programmable hardware, is adjusted
and maintained as a unit at prescribed intervals, or prior to use,

- against reference standards having trraceability to nationally
recognized standards. Calibration standards shall have a
.greater accuracy than that required of the M&TE being
calibrated. _ :

Calibration M&TE shall be uniquely identified to provide trace-
ability to calibration data. The use of M&TE shall be
documented. Measures shall be established to prevent the use
of out-of-calibration M&TE. When M&TE is found to be out-of-
calibration the validity of results using that equipment since its
last calibration shall be evaluated. :

'»_d\q\qrp-7-04.03a
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Attachment ¢
Page 3 of *
Suppler QA Plan Checklist
Supplier: |
Date:
Page of 7

Does the supplier's mﬁbranon documentahon include the fol-
lowing

8.
b.

C.

YMP-USGS Purchase Order number.

Name of the organization (company) performing the cali-
braton. "~ .

Name or identification of the person perfomung the calibra-
tion.

A statement that accuracy of the Principal Reference Stan-
dard{s) used in the calibration is greater than (or equal to
with documented justification) the required accuracy of the
equipment being calibrated.

The date the calibration was performed.

Identification of equipment being calibrated (such as manu-
facturer, type, model, serial number, or other unique
identifier).

Identification of calibration standard (such as manufacturer,
type, model, serial number, or other unique idenhﬁer) and
NIST traceability or similar information when using other
recognized standards, gnd calibration procedure or method
used. Alternatively, it is acceptable for calibration docu-
mentation to provide a reference to documentation contain-
ing the standard’s identily, range, accuracy, traceability,
and the procedure or method used. '
Records of actual calibration data values, when applicable,
both before and after any adjustments, enabling the deter-
mination of whether the equipment was, and is, within re-
quired tolerance or accuracy. If adjustments are not per-
formed, a second set of data Is not required. Clear indica-
tion of condition when instrument is found to be out of cali-
bration, as submitted, and a statement or clear indication
that the recalibrated’ equipment is within tolerance in all op-

erating ranges.

What are the supplier's i_:a!ibraﬁon capabilities? What M&TE
can be calibrated? Over what ranges? To what accuracies?

Is the supplier willing to immediately notify the YMP-USGS tech- -

nical contact when a calibration instrument used to calibrate and
certify YMP-USGS equipment is found to be defechve or out of
calibration?

Does the supplier have esfablxshed methods for receiving, han-
dling, storing, shlppmg and otherwise controllmg YMP-USGS
M&TE?

Is the supplier willing to calibrate equipment in its as-received -
condition as well as after maintenance (before and after cali-
bration)?

‘p_d\q\gmp-7-04.03
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Attachment 2
’ ' Page4 of 7
Suppler QA Plan Checklist
Supplier:
Date:

Page of 7

Does the suppliei' maintaln records of all actions affecting cali-
brations? For how long? s the supplier willing to provide YMP-
USGS with originals or copies of those records?

16.0  Corrective Action

The QA Program shall provide a control system for identifying
and documenting deviations from technical and quality proce-
dures.

.Adverse conditions shall be reported to appropriate manage-
ment responsible for the condition who shall determine extent of
the condition and take remedia! actions.

The QA corganization or other independent group shall venfy that
corrective actions have been completed.

17.0 QA Records

The QA Program shall provide for specifying, preparing, and
maintaining records that provide evidence of quality.

The records shall be protected from damage, deterioration, or
loss.

The requiremehts and responsibilities for record transmittal, dis-
tribution, retention (3 years Minimum), maintenance, and dispo-
sition shall be established and documented

18.0-  Audits

The QA Program shall provide for planned and scheduled au-
dits to verify compliance with its reqmrements and determine its
effectiveness.

The audits shall be performed by independent personnel to per-
form the audits in accordance with prescribed procedures or
checklists.

Audit results shall be documented and reported to responsible
management. '

Follow-up action to verify corrective action shall be taken where
indicated.

\p_d'q\gmp-704.03a
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YMP-U SGS-QMP-7.04,R3

Attachment 2
Page § of 7
Suppler QA Plan Checklist
Supplier:
Date:
Page of 7

For Analytical Serivee Suppliers thefollowing
requirements shall also be met:

_The laboratoty shall have a formal, logical way of receiving,
handling, tracking samples submitted by the USGS. The
disposttion of samples that do not conform to requirements of
the requested analysis shall be documented.

Data (analyses) shall be properly records, received, stored, sub-
_ mitted to USGS requestor, and archived for an acceptable pe-
riod of time.

The labomioty shall have traceable procedures for creation of
standards, conduct of analyses, mllbrahon of instruments, and
documentation of software.

The laboratory already does satisfactory work of similar nature
for other USGS offices or for other agencies such as the EPA,
etc.; or has a national reputation based upon past work.

The laboratory shall have an internal quality control program.

to produce them. Software version changes shall be checked to
verify that the software produces correct results.

Analytical results shall be traceable to the software version used |

The laboratory participates in inter-laboratory comparisons such
as round-robin studies or stafistical comparisons.

_ For suppliers of services other than calibration or sample
‘analysis the following leqmrements shall be considered for
inclusion: -

Scientific investigation activities ahall be documented in a
scientific notebook that provides a description of the work as
performed and the results obtained. _

Data shall be indentified in a manner that provides traceability to

associated documentation and computeér codes.

p_d\q\qmp-7-04.03z
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Attachment .
Page 1 of :
" USE OF SAMPLE ANALYSIS QUALITY CONTROL
K AND SOURCE VERIFICATION
is Ouali 1 (SAQC) Pian developed by the Requestor to document the methods that will be used to -

confirm that analytical results are appropriate for the intended purpose. . -

_This option is normally used for limited scope sample analysisof'suchamiqucnahxrcthat(hcd&sircd supplier does not work to
a documented QA Program that meets QARD requirements. ) :

When this option is selected the QA Office will assess the laboratory’s capability to complete the requested analyses through a
review of its analytical methods and quality control practices. If appropriate, an on-site review of the laboratory facilitics will be
conducted. The Requestor shall prepare the SAQC Plan (page 6 of this Attachment) identifying the verification method to be
used, including acceptance criteria. Verification methods may include split samples, duplicate samples, known samples, etc.
The SAQC Plan shall be prepared and approved prior to award of the procurement.

~ Upon receipt of the data analysis, the Requestor shall document the results of the QC analysis and submit the completed SAQC
Plan to the QA Office. The QA Office shall review and approve the completed SAQC Plan, and forward the original tothe -
Administrative Management Section and a copy to the Requestor. . o * ,

A Source Verification (SV) performed by the QA Office, to a pre-approved plan, at the Supplier’s facility prior to completion of

service to ensure that the procurement meets the technical and QA requirements specified in the procurement documents.

“This option is normally used when a supplier docs nt;t méct all applicable QA requircments and the procurement activ- '
ity can be monitored, witnessed, or observed during the production process. (Examples include limited scope calibra-
tions, and testing or assembly of made-to-order items.)

When this option is selected the supplier evaluation review will document what requirements are met, not applicable,
and not met by the supplier. The QA Office shall prepare the Source Verification Plan (page 4 of this Attachment),
incorporating witness points, as appropriate, assign 8 SV number and submit this Plan to the Requestor for approval.
The QA Office will inform the Central Region Procurement and Contracts Branch who will advise the Supplier ac-
- cordingly. The SV Plan is normally prepared after the procurcment is awarded but sufficiently early to permit the
~ Supplier to plan for the SV activities. ’ .

The QA Office shall perform thé Source Verification according to the approved Plan. Following completion of the -
Source Verification and approval of the completed Plan by the QA Manager, the QA Office will forward copies to the
Requestor and the Administrative Management Section.

‘p_d\q\qmp-7-04.03a

-P5\’1'o'f 43



YMP-USGS-QMP-7.0, R3
Attachment 2
Page 3 of 3

SVN: __.

YMP-USGS Date:
QUALITY ASSURANCE

SO_URCE VERIFICATION PLAN Page 10f __

‘CO.MPLETE ONLY APPLICABLE TEMS:

SUPPLIER:

Dl L - PO S
~ Number Date ~ Number ‘ _Date

DESCRIPTION:

T

Prepared by: ) ' Date:
QA Manager Approval: ; : Date:
Technical Approval: - . Date:
ELEMENTS TO BE VERIFIED: . | ACCEPTABLE | UNACCEPTABLE -

Verification has confirmed that the preceding activities are:
O Acceptable O Unacceptable  Ref: QDR

Verified by: ' ' Date:

QAO Approval:




YMP-USGS-QMP-1.0,R3

Attachment 2
Page 3 of 3
YMP-USGS | Page 1 of __
. SAMPLE ANALYSIS '
QUALITY CONTROL PLAN
COMPLETE ONLY APPLICABLE ITEMS:
SUPPLIER: __ ' PURCHASE ORDER NO. " DATE:
DESCRIPTION OF PLAN: ' : '
PURPOSE OF PLAN:
SCOPE OF PLAN:
Prepared By: ! Reviewed by (QAO): /
Name ' Date - Name Date .
PLAN DESCRIPTION
Analytical Results of Samples Are: O Acceptable O Not acceptable. Comments: .
Results Reviewed By: a Date:
Reviewed By (QAO): : | Date:

_ psgafidE



%0 % C"’W 7;/21/5

Ehi e 09J-

YMQAD COMMENTS ON YMP-USGS-QMP-4.01, R8, DRAFT DATED 7/19/96

I P Para Comment Resolution

T a .

E g

M e _

1 1 2 *Revise the sécond bamgraph to reflect that the procedure applies to changes to technical Agree
requirements and QA requirements and then define the terms "technical reqmremems and "QA
requirements”.

2 . 2 5.1.1c *Revise to read similar to: “If the procedure applies, uses Attachment 4 to develop the Agree
information reqmred for the procurement and incluedes Attachment 5. Forwards this information

It to the Adrmmstmtwe Management Section. "
" 3 2 5.1.3a *Revise to read: ;'Usnng Attachment 7, reviews ..." Agree

4 2 5.1.3b *Change existiné para, to 5.1.3¢c and change the attachment reference from Attachment 7 to Agree
Attachment 8, then create a new para. 5.1.3b that reads: "If not found acceptable, includes
appropriate comments.

5 2 5.1.6a | *Change to read: "Using Attachment 9, reviews...." _ Agree

6 3 5.1.8.1a | Consider adding a step for Requestor and QA to review RFQ prior to issunance. Change not needed

) ' . because requestor
' and QA see DI-1
form prior to
preparation of RFQ |
7 3 5.1.8.1a | Consider adding "(i.c. As appmﬁriate, evaluates technical considerations; supplier personnel, Agree
)3 capability, and past performance; alternatives and exceptions).” :

8 3 5.1.8.1a | Consider adding a step for a final technical review, Not needed. -

)4 Previous reviews by
requestor satisfy the
need for this
review. |
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chide 19d -

Para

1 p Comment Resolution -
T |a
E g
M ¢
9 3 5.1.8.1b | Consider adding a step for a final technical review. Not needed.

: )2 - Previous reviews by
requestor satisfy the
need for this

" review.

10 4 5.1.8.2b | Consider clanfymg evaluation by adding words similar to: “(i.e. As appropriate, evaluates Cannot give
)i technical considerations; supplier personnel, capability, and past performance; alternatives and impression that
exceptions). " “ exceptions to a
A sealed bid proposal
‘ can be taken.
11 4 5.1.8.2b | Consider adding :a-step for a final technical review. Not needed.

“ )3 : Previous reviews by
requestor satisfy the
need for this
review,

12 4 5.1.8.2c | Consider clarifyihg evaluation by adding words similar to "(i.e. As appropriate, evaluates Not needed
)4 technical considerations; supplier personnel, capability, and past performance; alternatives and
exceptions).” . ,
13 5 5.1.9.1b | *Change Attachment 7 to Attachment 8. Agree “
) ' .
14 5 5.2.1b) | *Change Attachment 8 to Attachment 10. Agree “
15 Attac | NOTE *add the following to the first sentence: "and if apphcable, specify which USGS implementing Agree o “
1 " documnets apply”. -

~




1 P | P Comment Resolution
T a :
E g
M e
16 Attac | N/A *Add definition of QA Requirements and technical requirements that are similar to: QA Agree
2 requirements - An all inclusive term intended to address: QA program requirements; General
Terms and Conditjons (such as rights of access, hold points, and nonconformince reporting);
source verification plan; and documentation requirements. Technical requirements - An all
inclusive term intended to address: Scope of Work; Codes, specifications, drawings, procedures,
instructions; Tests; Inspectionns; acceptance criteria (such as sample analysis QC plans).
17 Attac | N/A *In first paragrai?h éhange *Attachment 5" to "Attachment 6". Agree
4 *.
‘18 Attac | N/A *Change second bullet to read: “the technical requirements to include, as applicable:” Agree
4
19 Attac | N/A *Under the second bullet add "- A Scope of Work” zind "- Disposition of samples (refer to Agree
4 Attachment 5, Section 11, Paragraph 10)" -
20. Attac | N/A *Under the next to last line add: "Methods for acccpting supplier services shall include one or Agree
4 more of the following, as appropnate to the services being procurcd
‘ - Performing one or a combination of source verification, receiving inspection, or post-recelpt
testing
- Technical verification of the service
- Surveillance or audit of the work
- Review of objective evidence of conformance to pumhase documwent requirements”
21 Attac | N/A *After the last line add: "When appropriate, mclude a submittal schedule that indicates if the Agree
4 document is to be submitted for information, review, or acceptance and when the documentation
is expected to be submitted (Refer to Attachment 5, Section V."
22 Attac | T . *Add the following to the NOTE: ' *,provided the supplier agrees to meet the terms and Agree
‘ 5 conditions described in III, IV and V." :

Chid222d -




~

Chige€7d -

m—

REQUIREMNTS
1. Is there a requirement for the supplier to have a documented QA program that implements
applicable portions of the OCRWM QARD prior to initiation of work?

2. Is there a requirement for the supplier to incorporate appropriate QARD requirements into any -

sub-tier supplier issued procurement document?

3. Is the supplier expected to work to USGS implementing documents? If yes, are the USGS
implementing documents that are applicable specified on the purchase document and have
provisions been made to provide a copy of each applicable implementing document to the
supplier? '

4. Are there provisions written within the purchase document for rights of access to supplier
facilities and records foe inspection, audit, survcnllance by the USGS, OCRWM, or other °
designee authorized bt the USGS?

5. Is there a statement that either designates required hold pomts or mdncatmg that there are no
hold points? '

1 p Para Comment Resolution
T a :
E g
M-’ e '
23 Attac | 11 6.0 *Add a paragraph | that reads " An authenticating dated signature of the pcrson who is Agree. Also
, 5 responsible for the service.” clairified that
*documentation”
could mean more
- than just a
Centificate of
‘Calibration
. v document.
24 Attac ‘| 11 8.0 *Change the first paragraph to read: Descibe methods used for specifying....” and add a second Agree
5 paragraph that reads: "Records are considered QA records when stamped, initialed, or signed
‘| and dated as complete. ‘If the nature of the record (Such as magnetic or optical media) precludes
stamping, initialing, or signing, then other means of authermcatlon by authorized personnel are
permitted.”
25 - Attac | 11 10.0 *Change the forth paragraph to read: "Describe the supplier’s internal and external quallty Agree
5 control methods used to verify the analytical results are correct.”
26 Attac | N/A Change to Attachment 8 and add a new Attachment 7 that reads: Agree
7 CRITERIA FOR REVIEW OF PURCHASE DOCUMENTS FOR APPROPRIATE QA
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Para

Comment

Resolution

I 26
cont

6. Has documentation required to be submitted to the USGS for information, review, or

| acceptance been identifdied on the purchase document? Is there a submittal schedule identified?

7. Does the purchase document have provisions for the supplier to maintain documentation that
will become a QA record? If yes, have the specific types of documents to be maintained been
identified and have retention times and disposition requirements been identified?

8. Are there provisions for the supplier to report nonconformances to the USGS and obtain
USGS approval for "use-as-is” and “repair” dispositions?

9. If applicable, are there provisions for the supplier to identify any spare and repalcement parts -

or assembles and the appropriate technical and QA data required for ordering> "

Agree

27

Attac

Change to Attachment 10 and add a new Attachment 9 that reads: CRITERIA FOR REVIEW
OF PURCHASE DOCUMENTS FOR APPROPRIATE TECHNICAL REQUIREMENTS

1. Is there an appropriate Statément of Work to be performed by the supplier? "~

2. Have appropriate documents that describe the technical requierements of the services to be
furnished been specified (e.g. codes, standards, regulations, drawings, procedures, or
instructions)? Have the appropriate revision levels of the documents been specified?

3. Have appropriate tests, inspections, and acceptance requirements been specified? Have the
methods for USGS acceptance of the services been specified?

Agree




YMP-USGS-QMP-4.01, RS
Page | of

' MANAGEMENT PROCEDURES MANUAL

4- PERATI AND P ME

SECTION 1 - PROCUREMENT DOCUMENT CONTROL/RECEIPT .
OF PROCUREMENTS

l PURPOSE. The purpose of this Quality Managemcnt Procedure (QMP) is to ensurc that Yucca Mo;m-
tain Project - U.S. Geological Survey (YMP-USGS) procurement documents contain the appropriate
technical and quality assurance (QA) requirements, that procurements are adequately planned and
exccuted, and that the requested services meet the specified technical and QA requirements.

2. SCOPE OF COMPLIANCE. Thisprowdurc applies only to the procurement of services that must meet
the QA program requirements delineated in the Office of Civilian Radioactive Waste Management
(OCRWM) Quality Assurance Requirements Document (QARD) (DOE/RW-0333P). Guidelines for
determining applicability are included in Attachment 1.

The steps contained in this procedure shall be used to process procurements and procurement modifica-
tions that involve changw to the technical requirements and QA requirements. :

The acquisition of services from another Federal Government agency whxch involves a transfer of funds,

or from Suppliers which receive funding directly from the Yucca Mountain Project Site Characterization
Office, shall be controlled through the use of a Management Agreement developed in accordance with
QMP-4.02, Coatrol of Agreements. '

Services falling within the scope of this procedure shall pot be purchased using third party drafts, imprest
funds, bank cards, or blanket purchase agrecments.

All procurcments initiated afier the effective date of this revision and any modifications to open
procurements shall comply with all of the requirements of this procedurc Procurements initiated unda'
prcvnous revisions of this procedure need no re-work as 2 result of the revision.

3. DE !f!ﬂ! IIQES. Deﬁmtxons of the first use of the terms written in bold italics in this procedure are lxsted'- ;
in Attachment 2.

4. RESPONSIBILITIES. General responsibilities are included in Attachment 3. - Specific responsibilities
are identified throughout Section 5.0.

5. PROCEDURE.

Procurements shall be processed in accordance with the following steps with the following exception:
The QA Office review js required only for modifications which involve changes in the technical or QA
req}xircmcnts. Modifications that involve only cost or schedule changes do not require the QA Office
review. .
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Page 2 of 9

5.1 Processing Procurements:
5.1.1 THE REQUESTOR:

a) Using the guidance in Attachment 1 determines if the procurement must meet the require-
ments of this procedure. If this procedurc does not apply then procurcmcnts are to be
processed using traditional USGS pracucs

b) When nppropnatc, devclops the Justification For Oth::r Than Full and Opcn Competmon
(JFOC) .

¢) If the procedure applics, uses Attachment 4 to develop the information reqmmd for the
procurement, and includes Attachment 5. Forwards this information to the Administrative
Mangement Section.
'5.12 THE ADMINISTRATIVE MANAGEMENT SECTION:
a) Prepares a DI-1 fonﬂ (Attachment 6), using the information provided by the Requstor..
b) Forwards the completed DI-1 form to the YMP-USGS QA Office.
5.1.3 THE YMP-USGS QUALITY ASSURANCE (QA) OFFICE:

a) Using Attachment 7 revicws the DI-1 form, todctcrmmcthatappropmthARequmts
have beenincluded. -

b) . If not found acceptable, includes appropriate comments.

©) ApplmtthA Rcvncwstamp Attachment 8, to the front page of the DI-1 form, sxgnsand
dates the stamp, and rctm'nst!wDI-lformandattachmmttothcAdmxmsu'anveMamge-
ment Section. A

5.1.4 THE ADMINISTRATIVE MANAGEMENT SECTION:
a) RwordsthcstamsandforwardstthI-l fo:mandattachmenttothckeqmtor
515 THEREQUESTOK '

a) Reviews the DI-1 form and attachment to confirm the inclusion of appropriate technical and
" - QA requircments. It may be necessary for the Requestor to resolve comments with the
YMP-USGS QA Ot‘ﬂcc or Administrative Management Section, if necessary, prior to
approval. Signs the DI-1 form indicating approval, and forwards the DI-1 form and attach-
“ment to the Program Chief.

3.1.6  THE PROGRAM CHIEF (or delegate):

a) Using Attachment 9 reviews the DI-1 form and attachment to ensure that the technical
requirements are applicable, correct, technically adequate, complete, accurate, and in compli-
ance with established requirements, if any. Approves the procurement by signing in the "Bu-
reau Officer" box of the DI-1 forin. This approval indicates technical review of the pro-
curement document and expenditure authorization. Forwards the DI-1 form and attachment
to the Administrative Management Section.
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5.1.8

YMP-USGS-QMP-4.01, R8
Page 3 of 9

THE ADMINISTRATIVE MANAGEMENT SECTION:

Approves the bl-l form and attachment and forwards the approved documentation to the
USGS Branch of Acquisitions and Federal Assistance.

THE USGS BRANCH OF ACQUISITIONS AND FEDERAL ASSISTANCE:

Upon receipt of the approved DI-1 form and attachment, the USGS Branch of Acquisitions
and Federal Assistance processes the requisition into a formal Purchase Order, Contract, oc
Modxﬁcanon as follows:

5.18. l Small Purchases (both Competitive and Sole-Source Purchase Orders $100,000
or less).

) To complete a Competitive Purchase Order the USGS Branch of Acquisitions and
Federal Assistance:

1) Prepares Reguest For Quotatzans (RFQ) utilizing the technical and QA
reqmrcmcntscontmnadmthcm-l form and attachment.

2) Obtains quotations from prospective Suppliers.

3) Evaluates quotation in coordination with requestor (i.c. as appropriate, cvalu-
ates technical considerations; supplier personnel, capability, and past perfor-
mance; alternatives; and cxccptnons) and determines mponswdrwponsx’blc‘
offerer.

4) Coordinates Pre-award Supplier Qualification Evaluation with thc YMP-

USGS QA Office if the Supplier has not been previously approved by the QA
Office. SeePara 5.1.9.2.

5) Obtains the YMP-USGS QA Office's review of the final Purchase Order. See
Para. 5.1.9.1.

6) Awargisthc Purchase Order. . -

7) Forwards a copy of the Purchase Order to the Administrative Managemmt
Section.

b) To eompletc a Solc Source Purchasc Ordcr the Branch of Acquisitions and Federal
Assistance:

1) Reviews and approves the JFOC.

2) Coordinates Pre-award Supplier Qualification Evaluation with the YMP-
USGS QA Office if the Supplier has not been previously approved by the QA
Office. Sec Para. 5.1.9.2.

3) Obtains the YMP-USGS QA Office's review of the final Purchasc Order. Sec -
Para. 5.1.9.1.

4) Awards the Purchase Order.
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5) Forwards a copy of the Purchase Order to the Administrative Management
Section.

5.1.82 Contracts (Both Advertised and Negotiated):

a) To initiate both advertised and negotiated contract actions, the Branch of Acquisi-
tions and Federal Assistance:

-1) Prepares a Solicitation Package using the technical and QA requn'anmts
contained in the DI-1 form and attachment. When appropriate, develops

: reqmred special responsibility factors, such as financial, QA, and production
issues, and incorporates them into the Solicitation Package.

2) Obtains reviews of the Solicitation Package from the Requestor and the YMP-
USGS QA Office. Forwards a copy of these reviews to the Administrative
" Management Section. Approves JFOC if appropriate for sole-source action.

3) Issuss solicitation to all potential interested Suppliers.
4) - Recceives scaled Bids or Proposals.

b) Upon receipt of Sealed Bzds (advertised) the Branch of Acqmsmons and Federal |
Assistance:

1) Forwards the Abstract and low bid to the Requestor for review and award
concurrence. Upon receipt, forwards a copy of the concurrence to the Admin-
istrative Management Section. :

2) Coordinates the Pre-award Supplicr Qualification Evaluation with the YMP-
USGS QA Office, if the Supplier has not been previously approved by the QA
Office. Sec Para. 5.1.9.2.

3) Asscmbles the final Contract packagc.

4) Obtains the YMP-USGS QA Oﬂicc review of the final Conlract. Sec Pana.
5.191. <.

5) Aﬁards the Contract to the responsive/responsible contractor submitting the
lowest bid. - . .

6) Forwards a copy of the contract to the Administrative Management Section.

c) Upon receipt of proposals (negotiated), either competitive or sole-source, the
Branch of Acquisitions and Federal Assistance:

1) Coordinates technical evaluation of the proposals to include QA requirements
as specified in the Request for Proposal (RFP) Technical Evaluation Criteria.
Required only for competitive proposals.

2) Conducts ncgotiations with offerors, addressing both technical and QA rc-
quirements. Required for both competitive and sole-source proposals.
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3) Coordmats Pre-award Supplier Qualification Evaluation with the YMP-
USGS QA Office, if the Supplier has not been previously approved by the QA
Office. Sec Para. 5.1.9.2. This is required for both competitive and sole-

. source proposals.

4) Determines which contractor offers the best value based on cost, satisfactory
QA evaluation, and technical merit, in accordance with the RFP requircments.
Required only for competitive proposals.

5) Obtains the YMP-USGS QA Office review.of thc final Contract. Th:s isre-
quired for both competitive and sole-som:c proposals. See Para. 5.1.9.1.

6) Awards the Contract to the chosen contractor. Required for both competitive
and sole-source proposals.

7) Forwards a copy of the contract to the Administrative Management Section.
Required for both competitive and solc-sourqc proposals.

- 5.1.9 THE YMP-USGS QUALITY ASSURANCE (QA) OFFICE:
5.19.1 Forﬁnalprocm'cmcntdocumenttthA Office:

a) Reviews the final procurcmcntdocmnentat:ontoensmcthatthcappropnatc QA J
_requirements are included based on the QMP-7.04 review and that they remain
applicable to any changes incorporated during the bidding/supplier selection
process.

b) 'Applics, signs and dates the procurement documentation with the QA Review -
Stamp, Attachment 8.

¢) Forwards a copy of the stamped page to the Branch of Acquisitions and Federal
Assistance and to the Administrative Management Section.

. .5.192  Pre-Award Supplier Evaluations:

"a) When applicable, coordinates the performance of Pre-award Supplier Evalua-
tions with the Branch of Acquisitions and Federal Assistance. Supplier Evalua-
tions are performed in accordance with QMP-7.04, Supplier Evaluation.

5.1.10 THE ADMINISTRATIVE MANAGEMENT SECTION:
-8) Retains copies of the DI-1 form, Purchase Order, Contract and Modification documenta-
tion, along with the evidence of the YMP-USGS QA Office and techmcal reviews, for
subsequent transmxttal to the Records Coordinator.
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52 - &mnmﬁﬂlm
52.1 THE REQUESTOR:

2) Upon receipt, compares the service results to the procurement document to ensure all
requirements have been met. A

NOTE: For Blanket Purchasc Orders (BPOs) " upon recclpt" is upon recmpt of the last
service for the BPO for a given fiscal year.

b) Completes the receiving report copy of the Purchase Order form, (Attachment 10),
menting partial receipt, conditional acceptance, full receipt, etc.

¢) When applicable, completes the Sample Analysis Quality Com:rol Plan documentation.

d) Forwards the completed receiving report copy of the Purchase Order form and, when applica-

. ble, the Sample Analysis Quality Control Plan information to the Administrative Manage-
ment Section. - ,

5.2.2 - THE YMP-USGS QUALITY ASSURANCE (QA) OFFICE:

a) thcn applicable, performs a Sourec Verification (refercnce QMP-7.04 ) at the Supplwr's

" facility to ensure that the procuremmt requirements have been met prior to completion of
the service.

b) Obtains the QA Manager's approval of the completed Source Verification documcntatlon.

¢) Forwards thc original of the completed and approved Source Verification documentation to -
the Administrative Management Section and forwards a copy to the Requestor.

53 thgzmmmg |
- 53.1 THE ADMINISTRATIVE MANAGEMENT SECTION:

a) Ussthcreccwmgrcponeopyofthcl’mchasc Order formtmmtlatcpaymcntmu'admonal
USGS practices. - , _

~b) Compxlm and prepares the documentation associated with the procurement for transmittal
to the Records Coordinator. The package must contain, but is not limited to, the follawmg
- items: ;
1) DI-1 and attachments;
25 Final Purchase Order or Contract documentation,

3) When applicable, the documentation from the completed Sampic Analysis Quality
Control Plan, or the Source Verification Plan;

4) The completed receiving report copy of the Purchase Order form; and

.- 5) Reference to any related deficiency documents.
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c) Forwards the procurcmcnt documentation package to the Records Coordinator for Record
Sources, upon reccxpt of the last received document. .

6. MZ_CQ&D_S_M_MAQE_NI

6.1 Controlled Documents: Nonc.

6.2 Records Center Documents: QA Records identified in Para. 5.3.1.b are considered non:
andshallbcsnbmmcdtothem-USGS Records Coordinator in accordance with QMP-17. ol.

A W.

7.1 Superseded Documents: This QMP supersedes YMP-USGS-QMP-4.01, R7, Procurement Docu-
ment Control/Receipt of Procurements.

7.2 References Cited:

YMP-USGS-QMP-3.03, Software

YMP-USGS-QMP-4.02, Control of Agreements

YMP-USGS-QMP-7.04, Supplier Evaluation

YMP-USGS-QMP-17.01, YMP-USGS Records Management for Record Sources

8. ATTACHMENTS.

Attachment 1:  Guidelines For Determining Quality-Affecting Procurements
Attachment2:  Definitions

. Attachment3:  Responsibilities

 Attachment4:  Procurement Requisition Requirements

Attachment5:  YMP-USGS Quality Assurance Requircments for Suppliers
Attachment 6: U.S. Department of the Interior Requisition (Form DI 1)
Attachment 7:  Criteria for Review of Purchase Documents for Appropriate QA Reqmremcnts
Attachment 8:  YMP-USGS QA Office Procurement Review Stamp
Attachment 9:  Criteria for Reviews of Purchase Documents for Appropnatc Technical Reqummts
Attachment 10:  USGS Purchase Order Form
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9. APPROVALS AND FFFECTIVE DATE.
- EFFECTIVE DATE:
YMP-USGS Quality Assurance Manager - : Date
Chicf, Yucca Mountain Projoct Branch Datc
Assistant Chief Hydrologist for Technical Support , - Date
Senior Advisor for Science Applications . Date
10. HISTORY OF CHANGES. |
Revision/ A :
Modification N Effective D Description of C] .

RO 08/24/85 Initial issue of QMP to describe procurement document
control process.

RI - 10/27/86 Provides guidance for "commercial grade” material and
includes a procurement document checklist for QA
review.

R2 - Effective date was not assigned, document was not
distributed. ' A

R3 - 0639 .. Provides list of exempted purchases; specifies YMP
personnel procurement responsibilitics; Blanket
Purchase Agreements; REECo procurements; and

| contains Supplier Certificate of Conformance.
R3-M1 06/15/90 Changes procurement respounsibilities for the
* contracting officers; QA: and technical review
requirements; and moves supplier Certificate of

Conformance to QMP-7.01 (reference USGS-NCR-90-
09 and USGS-AFR-9002-06). '

R3-M2 . 08/01/91 Modifies distribution of procurement documents in

: ’ response to USGS-NCR-90-31.

Pz ofI43



YMP-USGS-QMP-4.01,R8

Page 9 of 9
Revision/ ) .
R3-M3 10/15/91 Provides for organization name changes to GSP and -
R3-M4 11/13/91 Revision of Capital Equipment Request Form
' (Attachment 2) and corresponding text.
R4 04/09/93 _ Chang& proédu.re scope and corresponding
.o ~ procurement process.
R4-M1 04/09/93 Modifies YMPB Administrative Management Section
' responsibilities and capital equipment (REECo,
Attachment 2)
RS 12/13/93 Incorporates Mod1ﬁcatnon QMP4. 01 R4-M1 and
DOE/RW-0333P (QARD, R0) procurement require-
| ments, CAR 93-053, and CAR-91-07, R1.
R6 - 05/10/94  Incorporates DOE/RW-0333P (QARD, R0)
procurement language.
REMI 03/08/95 Changes made to reflect new organizational structurc
- and corresponding responsibilitics.
R7 07/21/95 Incorporated changes required as a result of DOE CAR
. YM-94-050.
R8 - Incorporated changes required as a result of DOE

CAR-YM-96-C004.
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GUIDELINES FOR DETERMINING QUALITY APPLICABILITY
OF REQUIREMENTS TO PROCUREMENTS

1. Procurements that must mect the YMP USGS QA program requirements include the following:

« Tasks and services used for YMP Site Characterization actmtm including sample eollecuon ‘and data
analysis.

» Examples typieally include:

- calibration services (may include purchase of equipment that needs calibration)*
- analytical services

- software development or modxﬁcat:on

- supporting rescarch or data development

NOTE: If the supplier will be working in a direct support capacity, subject to the requirements of the

' YMP USGS QA program, the procurement document only needs a statement that commits the

supplier to work to the requirements of the YMP USGS QA program (reference OQA Lesson

Learned 92-001) and if applicable specify which USGS implementing documents apply. The
procurcment document is considered QA-NA. A

2. Procurements that gre pot considered to be controlled by the YMP USGS QA program include the
following:

« Activities that are not used for YMP Site Characterization.

+ Examples typically include:

- Non-technical material and services such as office supphcs standard office equipment, clencal'
services, etc.

- Equipment, tools and material, such as batteries, hammers, screw dnvers dnlls, generators, saws,
nails, lumber; safety equipment, such as slings, tie-downs, hard hats; vehicles and related
maintenance, supplies and repairs, such as oil and tires; and camping and personal equipment.

- Standard computer and peripheral equipment, such as PCs, pnntcrs interfaces, modems, moaitors,
keyboards, diskettes, supplics, etc.

- Photographic film.

- Commercial-grade mechanical and clectromc replacement parts for equipment that is subject to
calibration.

- Periodicals, books, andpubhcatxons mcludmg maps

- Thin sections.

- Mineral separations.

* When equipment is purchased as calibrated, the suppliet must be qualified to provide calibration
scrvices in accordance with QMP-7.04.
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DEFINITIONS

Abstract - A summary document prepared by the Comractmg Officer (Branch of Acqmsmons and Federal
Assistance) containing line-item price details provided by mpondcnts in scaled bids. law bidder is
identified from the abstract. : .

. Award - ’I‘hcactoftthonmtmgOﬁlcusxgmngaPmch&Ordu Contract, or modification.

Bids - Vendor's submissions in response to an Invitation For Bid (IFB) issued under the sealed bidding
process. Bids must be submitted using the IFB package as wsued, and must include any required additional
documentation.

Contracts - Procurement actions which exceed the Small Purchase Threshold (currently $100,000).
DI-1 and Attachments - The DI-1 form, including alf reqtured approvals and attachments.

JFOC - Justxﬁcat:onForOtherThanFullandOpchompeunon Tlns documcntxsprcparedbyﬂ:c
Requestor to justify a sole-source acquisition.

Pre-award Supplier Qualification Evaluation - An evaluation performed by the QA Office to ensure that |
the Supplier's QA Program complies with the YMP-USGS QA requircments as jncorporated into the
RFP/RFQ or solicitation.

Proposals - Vendot’s submission in response to a Request For Proposals (RFP) issued under cither the -
competitive or noncompetitive proposal process. Proposa]sgcnaallyconsxstoftwotyps cost and technical.

Purchase Order or Contract Documentation - The final Purchase Order or Contract, including all required
reviews, approvals and attachments.

QA Requirements - An all-inclusive term intended to address: QA program requirements; General Terms and
_ Conditions (such as rights to access, hold points, non conformance reporting); source vmﬁcauon plan, and
.documentauonrcqmmnmts ST )

Regquest for Proposal (RFP) - A written solicitation used for a negotiated acquisition, either competitive or
sole-source, to communicate the Government's requirements, and to solicit proposals from vendors.
Proposals submitted under this method may be accepted unilaterally, without discussions, by the Govenment,
resulting in 8 binding contract. Or, they may be used as a basis for technical evaluation and negotiations of
both technical and cost factors. If negotiations are conducted under a competitive envnronmcnt, a Best and
Final Offer is requxred of all offerors who participated in negotiations.

Request For Quotations (RFQ) - A method used in small purchasmg to obtain quotes for price, delivery, and
other information from vendors. This method is used when the Contracting Office determines written quotes
are necessary. The Standard Form 18 is generally used to obtain these written quotes unless Electronic Data
Interchange (EDI) is used. Quotes received under cither method are not legally binding on the vendor.
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DEFINITIONS (Continued)

Sealed Bids - Bids that are submitted under the Advertised method of procuremeant using the USGS prepared
Invitation For Bid (IFB) as the bid package. .Sealed bids are held by the Contracting Officer unopened until
the date and time designated for bid opening. At this time, they are opened at a public bid opening.

- Small Purchases - The procurement term for purchasing supplies of services up to the small purchase
threshold, currently $100,000, throughthc:ssuanocofl’mhasc Orders, or Delivery Orders undchedcnl
Supply Schedules Contracts up to the maximum order limitation (MOL) of the contract. _

Sole Source Purchase Orders - Purchase Orders that arc issued without competition to a singlc veador based
on rationale contained in a Sole-Source Justification prepared by the Requestor and approved by the
Contracting Oﬂiw

Solicitation Package - The documentation issued to vendors specifying a need of the Government for
materials or services, Includes both Invitation for Bid (IFB) and Request For Proposals (RFP). .

Special Responsibility Factors - Components of solicitation which must be addressed by the potential bidder
to allow evaluation of responsiveness to requirements of the solicitation package. Such factors could include
financial history of the company, QA issues, experience, and/or production issues relating to the bidder's
abilitytomeetuactdetailsoftthI—landatzachmmts ~ ,
Technical requirements - An all-mclusnvc term intended to address: Scope of Work; codes, standards,
specifications, drawings, procedures, instructions; tests; mspechons, acceptance criteria (such as sample
analysis QC plans). '
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RESPONSIBILITIES

. ]]LMJLAS&LMMMM is responsible for: ensuring the QA requirements, mco:porated into
procuremeats, are appropriate; performing evaluations of proposed Suppliers; pcrformmg Source
Verifications; and approvmg Sample Analysis Quahty Control Plans.

« Program Chiefs are mponsnblc for ensuring that appropriate technical requirements are moorpomtcd into
quality-affecting procuremeats in accordance with this procedure.

-« Requestors are responsible for initiating, and for pa-fo:mmg reccxpt acceptance of quahty-aﬁ'c;:ung
. procurements, in accordance with this procedure and for providing any pertinent background mfamanon

torcvncwa'sasreqmted

) MM@M&@MM is mponsxblc for: processing DI-1 form and attachments;
verifying funding; tracking the status of procurements; coordinating procurement actions with the Branch

of Acquisitions and Federal Assistance; and submitting procurement QA records to the Records
Coordinator. .

+ The Branch of Acquisitions and Federal Assistance is responsible for: coordinating solicitation; preparing,
awarding and distributing Purchase Orders and Contracts; coordinating supplier evaluation with the QA
- Office; and maintaining the principal interface with the Suppliers.
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PROCUREMENT REQUISITION REQUIREN[ENTS

The followmg information, when applicable, shall be included in the Description Section of the DI-1 -
form, Attachment 6. The information is developed by the Requestor who conveys the information to
the Administrative Management Section. The Admnnstratxvc Management Section incorporates the
mformatlon into the DI-1 form. _
o The Yuoca Mountain Project WBS Number.
« The technical requirements o include, as applicable: . : S
A Scope of work; ' |
- A description of the work;
- Reference to design basis, if applicable;
- Reference to specifications, tolerances and acceptance crteriz;
- Rcfamcctospecnﬁcgovemmgdocummts mcludmgcunmtrcvnsxon,suchas
* Technica! procedures, scientific notebooks, study plans, or instructions;
* Drawings;
* Codes and or sténdards;
- Spare or replacement parts or assemblies; A
- Hold and/or witness points beyond which work cannot proceed without YMP-USGS
hocization:

- Disposition of samples (refer to Attachmeat 5, Section I, Paragraph 10)
. Reqxﬁredtwtsaddorihspecﬁonandrclatcdacecptanccmiteﬁa.

- Methods for accepting supplier services shall mcludc one or more of the following, as appropriate
to the services being procured: . .

* Performing one or a combination of source verification, receiving inspection, or post-receipt
test.

"+ Technical verification of the service
* Surveillance or audit of the work
* Review of objective evidence of conformance to purchase document requirements
- Documents to be provided to USGS that provide evidence of the quality or acceptability of the
service. When appropriate include a submittal schedule that indicates if the document is to be

submitted for information, review or acceptance and when the documentation is expected to be
submitted (Refer to Attachment 5, Section V). ,
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YMP-USGS QUALITY ASSURANCE REQUIREMENTS FOR
SUPPLIERS OF QUALITY SERVICES

L INTRODUCTION

- The services quotcduponorﬂmhedforthxsprowmnmtarcforﬂ;cuscbytthS Geological Survey,
Yucca Mountain Project Branch (YMPB-USGS) in connection with the Civilian Radioactive .Waste
_ManagcmentProgramsponsoredbytthS Department of Energy. '

The services shall be provided in accordance with the Supplier's documented QA program, awcpwd by thc
YMP-USGS prior to the award. The YMP-USGS acceptance of the suppher’s QA program is predicated on

the degree of compliance with the YMP-USGS QA Requircments described in Section II and the Supplier’s
agrecmenttomeetthctcrmsd&cnbedmm,wmdv

NOTE: If a cahbratlon ‘supplier’s QA program mects the requirements of ANSI/NCLS Z540-1-1994
Calibration Laboratories and Measuring and Test Equipment-General Requirements it is considered
acceptable, provided the supplier agrees to meet the terms and conditions describedinIIL IV, and V.

COMPLIANCE WITH THE QUALITY ASSURANCE REQUIREMENTS IMPOSED HEREIN IS
MANDATORY TO THE DEGREE APPROPRIATE.

" II. SUPPLIER'S QA PROGRAM.

The Supplicr's documented QA Program shall -addnss the folfowing topics to the degree appropriate for the
nature, scope and complexity of the activity:

~ NOTE: chApmgramcmﬂdtakéthcformqfaQA manual that contains a QA program description and
implementing documents or a series of implementing documents with a matrix that reflects how the following
topics are addressed.
1.0  Organization
Provide a description of the supplier's organizational structure and define responsibilities for the
_ personnel verifying quality achievement. Personnel who perform verification of quality achicvement
mustbcmdcpendentﬁ'omthoscpcrformmgmcwork
20 QAProgram

Provide for indoctrination, training, and qualiﬁcation.of pcrsonncl performing the activities to assure
suitable proficiency is achicved and maintained prior to performing the work.

3.0 Software
Provide evxdcncc that data manipulation progmms producc intended results.

Software to be developed or modxﬁcd for YMPB site characterization activitics shall meet the
requirements of the YMP-USGS-QMP-3.03, Software.

4.0 - Procurement Control -

Descnbcthcapprowhusodtoassmthatscopcofwork,tcchmcalandquahtyrcqunmtsm
mcorporatcdmtoprocurmentdocumentsandchangutothcdocummts
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YMP-USGS QUALITY ASSURANCE REQUIREMENTS FOR :
- SUPPLIERS OF QUALITY SERVICES
(Continued)

Include requirements to document the evaluation and selection of suppliers: prior to the award of 2
. contractlpm'chascordcr Mcthodsusedtoensmthatreccxvedscmcwmcctreqmmnmtsshallbc

The procurement “documents for services directly supporting this procurement work shall incorpoutc
appropriatc YMP USGS QA program requirements ,

50 Instructions, Procedures and Document Control

Provide for conducting activities in accordance with documented approved implementing documents
(c.g. procedures). These implementing documents shall consider the appropriateness of the following:

A.  Responsibilities and organizations affected by the document.

B.  Technical requircments.

" C. A sequential description of the work to be performed including controls for altering the -
sequence of required inspections, tésts, and operations. The organization responsible for

preparing the document shall determine the appropriate level of detail. ‘

D.  Quantitative or qualitative acceptance criteria sufficient for determining that activities were
satisfactorily accomplished. '

E. Prerequisites, limits, precautions,. process parameters, and environmental conditions.
Quality verification points and hold points

G. Methods of demonstrating that the work was performed as required (such as provisions for
* recording inspection and test results, check-off lists, or sign-off blocks). ! _

H  Identification of QA records gencrated by the implementing document.

L Identification of associated items and activities. )

Describe the process used for preparation, review, approval and control of lmplementmg documents.

This process must include: methods used for ensuring that only the latest revision is used; and,
mcthods used to ensure that documents are reviewed for adequacy, correctness, and complctcnss

6.0 Control of Measuring and Test Equipment (M&TE)

Describe the methods used to assure that M&TE, including equipment that contains software or
programmable hardware, is adjusted and maintained as a unit at prescribed intervals, or prior to use,
against reference standards having traceability to nationally recognized standards. Calibration
standards shall have a greater accuracy than that required of the M&TE being calibrated.

Calibration M&TE shall be uniquely identified to provide traceability to calibration data. The use of
M&TE shall be documeated. Measures shall be established to prevent the use of out-of-calibration
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YMP-USGS QUALITY ASSURANCE REQUIREMENTS FOR '
SUPPLIERS OF QUALITY SERVICES
(Continued)

M&TE. When M&TE is found to be out-of-calibration the validity of results using that equipment
since its last calibration shall be evaluated. ' oo :

 NOTE: The following is applicable caly to calibration axppu&s.

The supplier's calibration documentation (e.g. Certificate of Calibration) shall include the following:
A.  YMP-USGS Purchase Order number.

B.  Name of the organization (company) performing the calibration.

€. Name or identification of the person performing the calibration.

D A statement that the accuracy of the Principal Reference Standard(s) used in calibration is

greater than (or equal to with justification) the required accuracy of the equipment being
calibrated. :

. .

The date the calibration was performed.

F. ‘Identification of equipment being calibrated (such as manufacturer, type, model, serial number,
or other unique ideatifier). .

G. Identification of calibration standard (such as manufacturer, type, model, serial number, or
other unique identifier) and NIST traccability or similar information when using other
recognized standards, and calibration procedure or method used. Alternatively, it is acceptable
for calibration documentation to provide a reference to documentation containing the standard's

- identity, traceability, and the procedure or method used. '

H.  Records of actual ¢alibration data values, when applicable, both beforc and after any

. adjustments, enabling the determination of whether the equipment was, and is, within required

tolerance or accuracy. If adjustments are not performed, a second sct of data is not required.

Clear indication of condition when instrument is found out-of-calibration, as submitted, and &

statement or clear indication that the recalibrated equipment is within tolerance in all operating
ranges. - ~

I An authenticating dated signature of the person who is responsible for the service.

7.0 Corrective Action

Provide a control system for identifying and documenting deviations from technical and quality
implementing documents. Adverse conditions shall be reported to appropriatc management
responsible for the condition who shall determine the extent of the condition and take remedial actions.

The QA organization or other independent organization shall verify that corrective actions have been
completed. -, .
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YMP-USGS QUALITY ASSURANCE REQUIREMENTS FOR
' SUPPLIERS OF QUALITY SERVICES
- (Continued) .

8.0 QA Records

‘Describe methods used for specxfymg, jpreparing, and maintaining records that provide evndaxcc of

ity. mcmordsshaubeprotectedﬁ'omdamagc,detmomnonorloss The requirements and
responsibilities for record transmittal, distribution, retention, maintenance, and disposition shall bc

" established and docummted.

RecordsmwnsxdaedQAmordswbmsmmpcd,mmd&msxgnedanddawdascomplcte If the
nature of the record (such as magnetic or optical media) precludes stamping, xmtxalmg or signing, then
othcrmeans of authentication by authorized personnel are permitted.

QA records shall be reviewed to ensure that they are legible, accurate, complete, appropﬁatc to the
work accomplished, and identifiable to the item(s) or activity(s)to wbich they apply

Corrections to previously transmitted QA records, mcludmg documcnts that will become QA records,

"shall include the initials or signature of the individual authorized to make the correction and the date

the correction was made.
Audits

Planned and scheduled audits to verify compliance with the QA program requirements and determine
its effectiveness shall be performed at least annually or once during the life of the contract. The audits -
shdlbcpafomedmmdmmm&pmmbcdprwedmmch&khsﬁbyquﬂxﬁedpmmlwbo
do not have direct responsibility for performing the activities being audited. Audit results shall be
documented and reported to mpons:blc management. Responsible management shall take action to
correct identified deficiencies in accordance with Section 7 and follow-up action to verify corrective
action shall be taken in accordance with Section 7.

Ifthc supplicr does not have a means of provndmg foran annual audit, USGS may elect to request that
DOE conduct the audit.

10.0 Documentatxon of Analytlcal Services

Describe the process for receiving, handling, tracking samplw submitted by USGS. The disposition
of samples that do not conform to conditions required forthcreqmtcd analysis shall bcdoumcnted,
and provided to the USGS.

Data (analyses) shall be properly recorded, received, stored, submmcd to USGS mqucstor and stored
in accordance with Section 8.0.

Describe the methods for creation of standards, conduct of analyses, calibration of instruments, and

" documentation of software.

Describe the supplier’s internal and external quality ¢ontrol methods used to verify the analytical

. results are correct.

Analytical results shall be traceable to the software version used to produce them. Software version
changes shall be checked to verify that the software produces correct results.

- pe2.of 143



IV.

YMP-USGS-4.01, R8
Attachment 5
PageSof 6

YMP-USGS QUALITY ASSURANCE REQUIREMENTS FOR |
SUPPLIERS OF QUALITY SERVICES :
(Continued)

Unlssotbmsestatcdmthcpurchascdocumcnt,xtnsnotarcqmmmtthatthcsamplsbc
returned to YMP-USGS.

11.0 Scientific Invesﬁgnﬁon

When technical or other tmplemcnung procedurc are not utilized, scientific investigation activities
shall be documented in a scientific notebook that provides a description of the work as performed
and the results obtained.

Data shall be identified in a manner that provides tmccabnhty to associated dommentatlon and
computer codes.

GENERAL TERMS AND CONDITIONS

Where possible sub-tier procxmcnts should be th.b supplicrs that are approved by the YMP-
USGS/YMP USGS . _

* The supplicr shall notify the YMP-USGS technical contact when a calibration instrument used to

calibrate and certify YMP-USGS equipment is found to be defective or out-of-calibration.

The supplier shall notify the YMP-USGS technical contact when the supplier identifies any
nonconformances (deviations) from the procurement document. Nonconformances where the
proposed disposition is "repair” or "use-as-is" require YMP-USGS approval.

The supplier will identify any spare part or rcplacemcfzt parts or assemblics and the appropriate
technical and QA rcqmrcmcnts/mformanon rcquxred for ordering. : ’

ACCESS FOR VERIFICATION

The supplier shall agree to allow YMP-USGS personnel, the NRC , the DOE or their representatives,

-upon reasonable notification, access to supplier facilitics and records to perform mspecuons audits, or

surveillances to verify QA program compliance.

YMP-USGS verification activities shall not relieve the supplier of the responsibility for verification of

quality achievement.
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Page 6 of 6

SUPPLIERS OF QUALITY SERVICES

(Continued)
V. REQUIRED DOCUMENTATION
' The following documentation is required.
DOCUMENT DESCRIPTION SUBMITTAL REQUIREMENT
Supplier QA Program document Submit to the USGS for acceptance prior to start

of work

Calibration Certificate and calibration reports
(Supplier of calibration services) -

Submit for acceptance with the calibrated equip-
ment or after calibration

| QA Records such as:

implementing documents
equipment calibration
analytical results

sample tracking

training .
lification
audit reports
corrective actions
notebooks
logbooks

Retain for at least 3 years or until dispositioned |
by YMP-USGS
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Attachment 6
( Page 1 of 1
Form Di-1 '
o O e ~ UNITED STATES ~ - Pege of
DEPARTMENT OF THE INTERIOR
REQUISITION | . W
To ~| Bureau/Office ’
. Date
Appropriation/Allotment No. Charge shipping costs to
Vendor ' . ’ . Deliver to
] 1
To Be Completed by Fiscal Authority Only
FUND CERTIFICATION: Fundsin the amounts shown are available
and chargeable to the cost authorities shown above. - _
Signature Date Approved by (Signature) E Date
Tiie ) ) . Tite
Regquisitioned by (Signature) . Date Bureau Officer (Signature) Date
Tite _ ' Title

Prepare in single space typing. Use double space between items. Fill outtop of requisition completely, showing complete shuppmg instructions
and appropriation if ditferent from that to which requisition is chargeable. ) P 9 S GF [43 :
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YMP-USGS QA OFFICE PROCUREMENT REVIEW STAMP

(EXAMI’LE)

YMP-USGS QA

Option Type:
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CRITERIA FOR REVIEW OF PURCHASE DOCUMENTS FOR
 APPROPRIATE TECHNICAL REQUIREMENTS -

Is there an appropriate Statement of Work to be performed by the supplier?

_ Have appropriate documents that describe the technical requirements of the services to be furnished

_ been specified (e.g., codes, standards, regulations, drawings, procedures or instructions)? Have the
appropriate revision levels of the documents been specified? ’ .

Have appropriate tests, inspections, and acceptance requirements becn specified? Have the methods(s)
for USGS acceptance of services been specified?
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* Page 1.of2
ORDER FOR SUPPLIES OR SERVICES of PAGES

‘ PAGE

m————————
IMPORYANT: Mark ail psckapes and 3pers with contrect and/or orger mambers. { l

1. DATE OF CROER 2. CONTRACT NO. (it sny) 3. CROER NO. «. REQUISTTION/REFERENCE NO.
14 Feb 193¢ 1434-Co86+8A-00452 | $6-4389-6137
5. ISSUING OFFICE {Adoress eorresponaencs 10} [ 111139 6. SHP 10: (Consignes end adoress, 2iP Code) 210c38
. US GLOLOGICAL STRVEY .

nm OF ACOUISITION & FIDERAL ASSIST.
PO BCX 23046 - MS2BIC '
DENVER, €O 80338

US CESLOGICAL SURVEY
BLSG 28 DXT L-)4 DFC
. qmn. €0 #8328

Linds L. Criger (363)1236-5900 x343 SHIP VIA:
1.to:eomumamu.mmzrmr | | OF ORDER
A. PURCHASE = Retersns your
c0000182 CEXTIFIID BALANCE SIXVICE ':“.::-:-::::-:
SOUTH JCREAN ROAD pacitind -
:;:: 3 artached shemi, il Sy, Inihuting Sulvary o bal~
ERGLINGCD, €D 80112 cotod This pureiune B Segeasid sntur vy of:
8. DELIVERY « Eacust tor [
303-680-6£808 - Dlnmlﬂ“.ﬁ:“m.h-
mmﬂu**.““
andl s (oust Subrect % e Sia el Sendiens of
e SIS Al QWL
S. ACCOUNTING AND APPROPRIATION DATA 10. RAEQIXSITIONING OFRCE

96-4813-24001 BOC: 251A 11, BUSINESS CLASSIACATION (Chack eppropriets boxlesl)
SMALL THAR ADVAN- WOMEN-
$1.500.00 &= d SMALL D TAGED O CWNED
12. F.C.B. PONT 14. GOVERNMENT B/ NOJ 15, DELIVER TO £.0.8 POINT 16. DISCOUNT TERMS
- CRIGIN ON OR BEFORE (Date)
13. PLACE OF INSPECTION AND ACCEPTANCE 82/24/97 et €30
17. SCHEDULE {Ses reverse for Rejections)
T8 0. SUMPUES OR SDWCTS ' SUANTITY wet Leid AMOUNT acTIPeD
OROTAID [ -4
w - ey o [, al $ " $ et
| smIvER o coroae mTTIAY KSedd ‘e . i
zu.m cmcr JUTCT GOLOS 303-336-0516 X250
ATTRCRIZID CALLIZ GORDOR RATIRAY
TS ¥C 1S A MOT TO IXCEID AMOIRIT CF $1800;
BILLING ATTIR DACR STXVICE
THIS PROCRDENT I3 CUALITY AFFECTING AD ALL MORK
m AI PIZFORMED IN ACCORDANCT WITR TRE NC-
0SGS CCALITY ASSTURAUKT RICUIREMENTS ATTADKID
X nT
LYY TRIS IS A BLANKET FORCKASET CRDER FOR 1.00] & 1500.06000080 1,808.60
CALIEFATION OF BALAKT ICUIPENT AXD
RZPAIR CF § BALNNCIS CALIEIATID 2 TIMES
A YTDAR FOR THT PIRICD €2/14/36 TRROOGH
62/24/97
3 MITILIR BALANCES
MCDEL PELC
moorL P
MODIL PE160
2 SARTORICS BALANCIS
MOOLL 1601 NPS-1
e pimg TS SHG FORT 15. GROSS SIGPPING WEIGHT 20. BVOICE NC. . 700107
INSTRUCTIONS ' ) Pages)
ngr:nss + MAIL INVOICE TO: inchs 2P Casu) USCS425 : T@.
US GIOLOGIONL STRVEY, ATTN ADMINISTRATIVE CFTICER 1.800.00 B GRAND
PO sOX 25046 W/S €25, DRNVER, CO €b22s . TOTAL
23, NAME [Typsd) - :
22 UNTTER :nns oF AMENCA 7 Linda L. Criger (303)236-5900 x343
BY {Signanwre) Lr( .
: OPTIONAL FORM 347 {10-83)
NSN 7540-01-162-8083 ¥ se347401 Prescribed by GSA
FAR {48 CFR) §3.213le)
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Attachment 10
Page2 of 2

USSES Créexr No.

U.S. GEOLOGICAL SURVEY
RECEIVING REPORT

&MH:QIAIELX_QEQH_EEQEIEI_Q£_§§EELIE§L§EE!1§E§‘ perform

necessary inspections, inform vendor ¢f any shortidges, damaged, or defectzve
items, and annotate front of form to show quantities accepted. Failure to
provide certification and invoices to OFM within S days of your receipt of
invoice may result in payment of addi:zonal interest charges to the vendor.

This was a [ ] partial [ ] £inal delivery

All items delivered and/or services rendered ([ Jwere [ ] were not accepted.

- 1f you answerded no. then please complete the rejection information at the bottem of this
Zorm.

Dates:

goods received/ goods/services accepted Invoice received
services rendered . : :

I certify that the articles and/or services have been received inspec:ed.
and accepted except as otherwise noted. :

Signature of Receiving Official Date Telephone No.'

I . ' . |

Item No. ' pescripticn of " Quantity ) . Reason for

Supplies/Services Rejected Cost Rejection/
' Disallowvance
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MANAGEMENT PROCEDURES MANUAL

7- L CHASED SERVI

SECTION 4 - SUPPLIER EVALUATION

1. PURPOSE. The purpose of this Quality Management Procedure (QMP) is to establish methods to

evaluate suppliers and support participants providing quality-affecting services, herein after referred to

as supplicrs, to determine that they have the capability to meet the Yucca Mountain Project (YMP)-U.S. .

" Geological Survey (USGS) Quality Assurance (QA) requirements, and perform annual evaluations

needed to maintain the supplier on the Office of Civilian Radioactive Waste Managcmcnt (OCRWM)
Qualified Suppliers List (QSL).

2. SCOPE OF COMPLIANCE. This procedure applies to the initial and annual evaluation of suppliers
that provide quality-affecting services obtained in accordance with QMPs -4.01 or -4.02. The scope does
not apply to suppliers who work to the YMP-USGS QA Program as augmented staff. :

3. DEFINITIONS.

3.1 Quhﬁ_gd_s_unplm_(gm A listing of suppliers currently qualified to supply services to
.DOE/OCRWM. The QSL is mamtamed by the DOE/OCRWM, Yucca Mountain Quality Assurance

- Division.

3.2 Supplier: Supplier or Vendor One who provides quality- affecung services in support of USGS site
characterization activities.

3.3 Supplier Evaluation: A documented evaluation that determines if the supplier is qualified to provide
quality-affecting services in accordance with the procurement document requirements. The evalua-
tion may be a desk-top evaluation, a supplier survey or a combination of both.

- 3.4 Supplicr Suryeillance: An on-site review of a contracted supplier to verify conformance with
spec:fied procurcmcnt rcqmremcnts and evaluate their adequacy effectiveness. (Sec QMP-18.02).

3.5 Supplier Survev: An on-site evaluatmn of a potential supplier's facilities, pcxsonncl performance
history, current QA records, and QA program. The purpose of the survey is to determine the
technical and quality capabilities of a potential supplier to satisfy the requirements of procurement
documents and/or the applicable elements of the OCRWM QA program.

3.6 Support Participant: An organization providing a specific service under QMP-4.02 to the YMP-
USGS.

4. P IBIL

The YMP-USGS Quality Assurance (QA) Manager or delegate is responsible for determining appropriate

QA requirements for a service and evaluating suppliers' ability to meet those requirements. The YMP- -
USGS QA Manager also is responsible for submitting documentation of the QSL supplier evaluatioas to
the OCRWM/YMQAD.
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S. PROCEDURE.

5.1 Pre- gm Su gghcr Evaluation: Upon dctcnmnanon of the need to evaluate a supphcr the YMP-
USGS QA Manager shall initiate an evaluation to determine if the supplier is capable of mecting
YMP-USGS QA and techmcal rcqmrments as specified in the YMP-USGS procurement document

or agrecment.

5.1.1 The evaluation of the supplier shall be by desk-top supplicr evaluation or by supplier survey,
or combination of both, and shall consider the requirements identified in the applicable procurement
document. The extent of the evaluation and the requirements applied to the supplier shall be a
function of the supplicr's quality performance and of the relative importance and complexity of the
services bcmg obtained. ‘The evaluation and/or survey shall be documented on Attachment 1 to this
QMP.

5.1.2 The evaluation shall be performed as soon as préctical after a supplier has been selected in
accordance with QMP-4.01, or QMP-4.02, but before the contract is awarded.

5.1.3 The QA reviewer performing the evaluation first determines if the potential supplier is
currently on the QSL for the services being requested. If so, ensures the appropriate QA require-
meats are attached to the procurement document.

5.1.4 If the proposed supplier is mot currently on the DOE/OCRWM QSL, the QA reviewer

performs a pre-award supplier evaluation. The evaluation is documented by completing: 1)

Attachment 1 to this QMP as it applies to the service requested and 2) the supplier evaluation

documentation prepared in accordance with DOE/YMP AP-7.04 Q, Maintenance of the Office of

Civilian Radioactive Waste Management Qualified Suppliers List. The QA Manager ensures the |
appropriate QA requircments are included in the procurement document.

5.1.5 If a supplier does not have a documented QA program that mects all the applicable QA
requircments then the YMP-USGS QA Manager, in coordination with the YMP-USGS
Requestor, shall modify the procurement documentation to  include the
necessary QA controls to ensure that the requiremeats in QMP-4.01, Attachment 5, are satified. If
it is determined that the supplier is unable or unwilling to implement the YMP-USGS QA controls,
the supplier will pot be included in the QSL and an alternate supplier will be selected.

5.1.5.1 Any variation to the QA requirements identified in the procurement document shall
be based on criteria identified in Attachment 2, and evaluated by the QA Office to determine
if the exceptions are appropriate. Consideration shall be given by the QA Office for the use
of YMP-USGS Sample Analysis Quality Control Plan or Source Verification Plan described
in Attachment 3 as a supplement to the supplier's QA program.

5.1.6 Upon determination that the supplier can mest YMP-USGS requirements, the YMP-USGS
QA Manager shall add the supplier to the QSL, and the evaluation shall be distributed to the
requestor and to the OCRWM in accordance with AP-7.4Q.

52 Amu_&ﬂm Each suppllcr on the QSL shall receive an annual evaluation to determine
retention on the QSL. These evaluations shall be conducted by the YMP-USGS QA Ofﬁcc prior to
the date indicated on the QSL.

The evaluation shall be conducted as a dwk-top evaluation or a surveillance and shall consider the
following:

_paiefiy3
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@ Supplier’s pcrformancc in accordancc with the requirements in current procurement or agreement
documents.

® Review of documentation furnished by the supplier (such as calibration certificates,
Nonconformance reports, and cor;ective actions).

® Review of any changes by the supplier to QA procedures referenced in procurement docu-
ment. ' : .

e Results of previous evaluanons ‘source vcnﬁcauons recciving acceptance, QC plans or audits
by other organizations.

® Experwncc with similar services ﬁmsbed by the same supplier.

® A review ofprocm'cm:nt documents or agreements to determine if the supphu'has received
additional work since the initial procurcmcnt or agreement.

5.2.1 The results of the evaluation shall be documented in accordance with AP-7.4Q and submit-
ted by thc YMP-USGS QA Manager to YMQAD.

5.2.2 If inadequacies are identified, the YMP-USGS QA Manager, in coordination with the YMP-
USGS Requestor, shall evaluate the impact onthcquahtyofscrvicwalreadyﬁ:mishcdbythc
‘supplier. The evaluation results shall be documented in the annual evaluation.. If the impact is
negative, a deficiency document shall be initiated, and one of the following actions shall be taken:

5221  Delete the supplier from the QSL. The evaluation results shall be documented |
in the annual evaluation. The YMP-USGS QA Manager shall notify users of the QSL that
the supplier has been removed from the QSL and that purchased services in process at this
time, from this specific supplicr, shall be halted:

5222  Retain the ‘supplier on the QSL if the inadequacies to be corrected will not
ncgatively impact future purchased services. In this case, there will be no change to the
QSL and no change in the use of the supplier.

5223  Retain the supplier on the QSL with restrictions. - The information in the QSL

- will be updated to include the restrictive conditions. The YMP-USGS QA Manager shall
notify the supplier of these conditions and request notification from the supplier when the

_conditions have been corrected.  If deemed necessary, the YMP-USGS QA Manager shall
schedule a verification to determine if the actions taken arc adequate. Upon positive resolu-
tion, the restriction will be lifted and the information in the QSL will be updated. The docu-
mentation of the supplier evaluation shall include the justification for lifting the restriction
and shall include the results of the evaluation of impact. If inadequacies still exist, thcy shall
be handled in accordance with Para. 5.2.2.1.

6. RECORDS MANAGEMENT.
6.1 Controlied Documents: None.
6.2 Records Center Documents: QA Records associated with this proccdurc shall be submitted to the

Records Coordinator by the YMP-USGS QA Manager as complete record packages, in accordance
with AP-17.1Q, and may include the following:
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® Documentation of supplier evaluation or surveys (If surveillance, identify as per QMP-'l 8.02)
® Documentation of supplier deficiencics

7. RELATED DOCUMENTS.

7.1 ,S_unggsﬂﬂ_gggmﬁ This QMP supcrscdm YMP-USGS-QMPJ 04, R2, Suppher Eva!nanon
and QMP-7 04,R2-M1. , )

7.2 Rimmﬁm:

e Quality Assurance Requircments Document

« DOE/YMP AP-7.4Q, Maintenance of the Office of Civilian Radioactive Wasu: Management
Qualified Suppliers List

DOE/YMP AP-17.1Q, Records Management

QMP-17.01, Records Management

YMP-USGS-QMP-4.01, Procurement Document Control/Reccxpt of Procurcmcnts
YMP-USGS-QMP-4.02, Control of Agreements

YMP-USGS-QMP-18.02, Surveillances

8. ATTACHMENTS.
Attachment 1:  YMP-USGS Supplier Checklist
_ Attachment2:  Grading Criteria
. Attachment3:  Source Vertification and Sample Analysis Quality Control

9. APPROVALS AND EFFECTIVE DATE.

EFFECTIVE DATE:

YMP-USGS ww Assurance Manager o ' Date
Chicf, Yucca Mountain P;*ojcct Branch : o Date
Assistant Chief ;-Iydrologist for Technical Support | ' Date
Senior Advisor for Science Applications _ Date
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10. HISTORY OF CHANGES.
Revision/
Modification N Effective D Description of Cl
RO . 04/09/93 © Initial Issue.
RI 05/10/94 . - ‘This revision incorporates Modification QMP-7.04,R0-
: M1 and meets DOE/RW-0333P (QARD, R0) require-
meats. ' .
R1-M1 - 02/07/95 Added to eoincidé with changes to QMP-7.01,RS-Ml
for the QC program. ' ‘
R1-M2 03/08/95 Changes made to reflect new organizational structure
and corresponding responsibilities.
R2 07/03/95 This revision incorporates Modifications QMP- :
7.04,R1-M1 and -M2, incorporates the necessary inter-
- face to DOE/YMP AP-7.4Q, and addresses appropriate
issues identified in DOE CAR YM-94-650.
R3 : | This revision was made as part of the corrective actions

for CAR-YMQAD-96-C004.
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Attachment |
Pagelof 5
<R YMP-USGS ‘
y - SUPPLIER CHECKLIST Page1of5
SU-PPUER NAME:
DOCUMENT TITLE: .
REVIEWED BY: S _ : DATE:

1.0 Omenizatlon

The supplier shall include a description of the organizational
structure and define responsibilities for verifying quality that are
independent from those performing work.

The supplier shall agree to allow YMP personnel, including the
NRC, DOE, USGS, and other authorized personnel, upon rea-
sonable notification, to perform audits and/or surveillances of the
supplier's facilities, personnel, and QA implementation?

2.0 Quality Assurance Program

A program shall be established for indoctrination, training, and
qualification of personnel performing quality-affecting activities
to assure proficiency is achieved and maintained.

The program shall include the docuhentahon of personnel
qualifications, indoctrination, and training prior to performing
work.

3.0 Software

Methods shall address that software programs perform as in-
tended and provide evidence that data mampulahon programs
produce the intended results.

Data shall be traceable to the software version preceding it.

Software developed or modified for YMPB Site Characterization
activities shall meet the requirements of YMP-USGS QMP-3.03.

4.0 Prdcurement Document Control

The QA program shall describe the approach used to assure
that technical and quality requirements are incorporated into
procurement documents. The orginal procurement documents
and modifications to them shall be reviewed for inclusion of

technical and quality requirements

p_dqmp-7-04.03
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Attachment |
: Page 2 of §
Supplier QA Plan Checkli
Supplier:
Date: __-
Page2of §

The QA program shall include requirements to document the
evaluation and selection of suppliers prior to the award of a
. contract.

Methods shall be described to ensure that recieved services
meet procurement requirements. Procurement documenits for
services directly supporting YMPB work shall incorporate appro-
priate YMP-USGS QA program requirements.

5.0 Instructions, Procedures and Drawings

Quality affecting activiies shall be performed in accordance with
-approved procedures.

The quality assurance program shall describe the process for
preparation, review, approval, and control of QA implementing
documuments. The process must include methods for ensuring
that only the latest revision is used.

The suppliers QA program shall describe the methods used to
assure that measuring and test equipment, including equipment
that contains software or programmable hardware, is adjusted
and maintained as a unit at prescribed intervals, or prior to use,
against reference standards having trraceability to nationally
fecognized standards. Calibration standards shall have a
greater accuracy than that required of the M&TE being
calibrated. :

12.0 Control of Measuring and Test Equipment (M&TE)

Calibration M&TE shall be uniquely identified to provide trace-
ability to calibration data. The use of MATE shallbe .

_ documented. Measures shall be established to prevent the use
of out-of-calibration M&TE. When M&TE is found to be out-of-
calibration the validity of results using that equipment since its

. last calibration shall be evaluated.

p_d\q\qmp-7-04.03a ' (
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Attachment 1
Page 3 of 5
Supplier QA Plan Checldnt
Supplier:
Date: .
Page3of §

Does the supplier's calibration documentation include the fol-

lowing:

a. YMP-USGS Purchase Order number.

b. Name ofthe organ:zahon (company) performing the cali-
bration.

c. Name oridentification of the person performmg the callbra-
tion.

d. Astatement that accuracy of the Principal Reference Stan-
dard(s) used in the calibration is greater than (or equal to.
with documented justification) the required accuracy of the
equipment being calibrated.

e. The date the calibration was performed.

Identification of equipment being calibrated (such as manu-

facturer, type, model, serial number, or other unique

identifier).

0. Identification of calibration standard (such as manufacturer,

. type, model, serial number, or other unique identifier) and
NIST traceability or similar information when using other
recognized standards, and calibration procedure or method
used. Alternatively, it is acceptable for calibration docu-
mentation to provide a reference to documentation contain-
ing the standard's identity, traceability, and the procedure
or method used. )

h. Records of actual calibration data values, when applicable,

~ both before and after any adjustments, enabling the deter-
mination of whether the equipment was, and s, within re-
quired tolerance or accuracy. If adjustments are not per-
formed, a second set of data is not required. Clear indica-
tion of condition when instrument is found to be out of cali-
bration, as submitted, and a statement or clear indication
that the recalibrated equipmentis thhm tolerance in all op-
erating ranges.

i.” Anauthenticating dated sugnature of the person responsible
for the service.

"™

What are the supplier's calibration capabilities? What M&TE
can be calibrated? Over what ranges? To what accuracies?

Is the supplier willing to immediately notify the YMP-USGS tech-
nical contact when a calibration instrument used to calibrate and
certify YMP-USGS equipment is found to be defective or out of
calibration?

Does the supplier have established methods for receiving, han-
dling, storing, shipping and otherwise controlling YMP-USGS
M&TE?

Is the supplier willing to calibrate equipment in its as-received
condition as well as after maintenance (before and aﬂer cali-’
bration)?

p_d\q\qmp-7-04.03a
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Attachment 1
Page 4 of §
Supphcr QA Plan Checklist
Supplier:
Date:
Pagedof § -

Does the supplier maintain records of all actions affecting cali-
brations? For how long? Is the supplier willing to prowde YMP-
USGS with origmals or copies of those records?

16.0 Correc_tlve Action

The QA Program shall provide a control system for identifying
and docurnentmg deviations from technical and quality proce-
dures.

Adverse conditions shall be reported to appropriate manage-
ment responsible for the condition who shall determine extent of
the condition and take remedial actions.

The QA organization or other independent group shall verify that -

corrective actions have been completed.

47.0 QA Records

The QA Program shall provide for specifying, 'preparing, gnd
maintaining records that provide evidence of quality.

The records shall be protected from damage, de‘tetid‘raﬁon. or -
loss.

The requirements and responsibilities for record transmittal, dis-
tribution, retention (3 years Minimum), maintenance, and dispo-
-sition shall be established and documented

18.0 Audits

The QA Program shall provide for planned and s¢heduled au-
dits to verify compliance with its requirements and determme its
effectiveness.

The audits shall be performed by independent personnel to per-
form the audits in accordance with prescribed procedures or
checklists.

Audit results shall be documented and reported to responsible
management.

Follow-up action to verify corrective action shall be taken where
indicated. . ,

‘p_d\q\qmp-7-04.034
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Attachment
Page 5 of
Supplier QA Plan Checklist
Supplier:
Date:
PageSof 5

For Analyticﬂ Service Suppliers the foil_owing
requirements shall be considered for inclusion instead
of those in Para. 12.0:

The laboratory shall have a formal, logical way of receiving,
handl ing, tracking samples submitted by the USGS. The

. disposition of samples that do not conform to requirements of
the requested analysis shall be documented. -

Data (analyses) shall be properly reoords. received, stored, sub-
mitted to USGS requestor, and archived for an acceptable pe-
riod of time.

The laboratory shall have traceable procedures for creation of
standards, conduct of analyses, whbraﬁon of instruments, and
documentation of software.

The laboratory already does satisfactory work of similar nature -
for other USGS offices or for other agencies such as the EPA,
efc.; or has a national reputation based upon past work.

The laboratory shall have an internal quality control program.”

Analytical results shall be traceable to the software version used
to produce them. Software version changes shall be checked to
verify that the software produces correct results.

The laboratory participates in inter-laboratory comparisons such
as round-robin studies or statistical comparisons.

For suppliers of services other than calibration or sam-
plé analysis the following requirements shall be consid-
ered for inclusion: '

Scientific investigation activities shall be documented in a
scientific notebook that provides a description of the work as
performed and the results obtained when a technical
imp!emnting procedure Is not utilized.

Data shall be indentified in a manner that provides traceability to
associated documentation and computer codes.

\p_d\q\qmp-7-04.034
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Page 1 of 1

GRADING CRITERIA

When a supplier needs its own QA program supplemented to ensure appropriate QA requirements are in place 4
for the service to be provided, the following criteria shall be addressed to determine what QA requirements
must be supplemented: . .

1.

o N O 9 r w N

Importance of the data being acquired to s:te characterization or licensmg Will the results be used directly
to support those decisions. _

Complexity of the actmty or service or method.

Reliability of the process or methods used in performing the service.

Reproducibility of the results being procured.

Degree of standardization_of the methods or processes used in performing the service.
History of service quality by the supplier. A

Necesity for special controls of processes.

Degree to which functional comphance can be demonstrated through source verification or quality control
samples. .

All suppliers of quality affecting services must have qualified and trained personnel, and work to documented
procedures. The degree to which these and other quality controls must be documented by the supplier shall be
determined based on an evaluation by the QA Office of the documentation supplied by the requestor. The QA
Office evaluation shall be documented in accordance with QMP-7. 04 .

In cases where this graded approach is applied the suppher’s supplemented QA program may be enhanced by
either a YMP-USGS Sample Analysis Quality Control Plan, or a Source Verification Plan

0_ 0704 03
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fJSE OF SOURCE VERIFICATION AND
SAMPLE ANALYSIS QUALITY CONTROL

A Source Verification (SV) performed by the QA Office, to a pre-approved plan, at the Supplier's facility prior
m_&mpm_o_fmwmsmthatthcprocmcmcntmectsthcwchmcal and QA requirements specified in
the procurement documents. - ‘

Source verification is normally used when a supplicr does not meet all applicable QA requirements
and the procurement activity can be monitored, witnessed, or observed during the production pro-
cess. (Examples include limited scope calibrations, and testing or assembly of made-to-order items.)

When source verification is selected the supplier evaluation review will document what require-
ments are met, not applicable, and not met by the supplier. The QA Office shall prepare the Source
Verification Plan (this Attachment), incorporating witness points, as appropriate, assign a SV num-
ber and submit this Plan to the Requestor for approval. The QA Office will inform the Branch of
Acquisitions and Federal Assistance who will advise the Supplier accordingly. The need for source
verification should be identified and a plan developed prior to the award of the procurement. -

The QA Office shall perform the Source Verification according to the approved Plan. Following
completion of the Source Verification and approval of the completed Plan by the QA Manager, the
QA Office will forward copies to the Requestor and the Administrative Management Section.

A Sample Analysis Quality Control (SAQC) Plan developed by the Requestor to documeat the methods that
willbcusedtoeonﬁmthatqnalyticalmultsmappmpdazeforthcintmdedpgrposc. .

This option is normally used for limited scope sample analysis of such a unique nature that the desired supplier
does not work to a documented QA Program that meets QARD requirements. ;

When this option is sclected, the QA Office will assess the supplier's capability to complete the requested - '

- analyses through a review of its analytical methods and quality control practices. If appropriate, an on-site
review of the supplier’s facilities will be conducted. The Requestor shall prepare the SAQC Plan (this Attach-
ment) identifying the QC sampling method to be used, including acceptance criteria. QA sampling methods
may include spht samples, duplicate samples, known samples, etc. The SAQC Plan shall be prepared and

approved prior to the award of the procurement. ,

Upon reocnpt of thc data analysis, the Requestor shall document thc results of the QC analysxs and submit the
completed SAQC Plan to the QA Office. The QA Office shall review and approve the completed SAQC Plan,
and forward the original to the Administrative Management Section and a copy to the Requestor.

‘\p_d\q\qmp-7-04.03s
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SVN:

YMP-USGS S Date:

QUALITY ASSURANCE 7 '
SOURCE VERIFICATION PLAN Page 1 of _

COMPLETE ONLY APPLICABLE ITEMS:

SUPPLIER:

P.O. /
Number Date

DESCRIPTION:

Prepared by: | - Date:

QA Managér Approval: Date:

'Techniw! Approval: ' _ - Date:

ELEMENTS TO BE VERIFIED: : : . ' ACCEPTABLE | UNACCEPTABLE

Verification has confirmed that the preceding activities are:

O Acceptable- O Unacceptable =~ Ref: QDR
‘Verified by: . g Date:
QAO Approval: : ~ Date:
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Reviewed By (QAQ):

Attachment 3
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i YMP-USGS Page 1 of _
SAMPLE ANALYSIS
‘ QUALITY CONTROL PLAN
COMPLETE ONLY APPUCAB!.E ITEMS:
SUPPLIER: PURCHASE ORDER NO. DATE:
DESCRIPTION OF PLAN: ' |
, h PURPOSE OF PLAN:
SCOPE OF PLAN:
Prepared By: _ '/ Reviewed by (QAO): [
Name Date . Name Date -
PLAN DESCRIPTION
Analytica! Results of Samples Are: O Acceptable O Not acceptable. Comments:
Results Reviewed By: . Date:
Date: _ i




PROPOSED QARD EXCEPTIONS

The USGS with issuance of QMP-4.01, R8 and QMP-7.04, R3, is requesting the following two
exceptions to the QARD requirements. Although the USGS believes that the QARD provides
for these practices, recent interpretations of QARD requirements by YMQAD auditors have
taken exception to these practices. Implementation of these exceptions does not diminish the
documentation that would be used to support the evaluation of the quality of procured service.

Section 4:
4.2.1C - May not be met in all cases where analytical services are procured. In some
cases the QARD requirements may be graded to justify the use of  Quality Control
Sample Plan to augument the suppliers QA program. Suppliers will still need to be
evaluated to ensure they are technically qualified and capable of performmg the
requested analyses.

Section 12
12.2.7 - The USGS procedures allow that the required information be provnded on the
calibration certificate or that the certificate provide sufficient identification that the
information is traceable to other documents supportmg the calibration that contain the
information.
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Number | Requirement _ | USGS Implementation
4.1 ‘| GENERAL - This section establishes requirements to ensure that procurement documents, and any changes thereto, contain
appropriate technical and quality assurance requirements.
42 REQUIREMENTS
421 Procurement Document Preparation - Procurement documents issued by each Affected Drganization shall include the following
provisions, as applicable to the item or service being procured: .
4.2.1A. A statement of the scope of work to be performed by the supplier. USGS_QMP-4.01 Rev 08 - Att4:peyt
; E :2bullet
4.2.1B. Technical requirements including: TRACE NOT REQUIRED
4.2.1B.1. Design bases shall be identified or referenced. USGS_QMP-4.01 Rev 08 - Att4:pg1
:2bullet _
4.2.1B.2.:1 | Specific documents (such as drawings, codes standards regulations, procedures, or | USGS_QMP-4.01 Rev 08 Att4:pg1
s instructions) that describe the technical requirements of the items or services to be :2buflet
fumnished shall be specified.
4.2.1B.2.:2 | The revision level or change status of these documents shall also be identified. USGS_QMP-4.01 Rev 08 - Att4:pg1
] :2bullet
4.2.1B.3. | Tests, inspections, &i#§ acceptance requirements that the purchaser will use to monitor | USGS_QMP-4.01 Rev 08 - Att4:pg1
| and evaluate the performance of the supplier shall be specified. :2bullet
421C. Quality Assurance Program Requirements including: .
4.2.1C.1.:1 | A requirement for the supplier to have a «documented ﬁuality‘ Assurance![(A} program | USGS_QMP-4.01 Rev 08 - Att5 :pg1 :iI
s that implements applicable N ESlirafse NGt BRI AnHTBssHIaR |QARD)
| requirements prior to the initiation of work. ,
4.2.1C.1.:2 | The extent of the {§& program shall depend on the scope, nature. or complexity of the

item or service belng procured.

USGS_QMP-4.01 Rev 08 - Att5:pg1 Il

1 4.2.1C.2,

A requirement for the supplier to incorporate the appropriate QARD requirements into
any subtier supplier-issued procurement document.

USGS_QMP-4.01 Rev 08 - Att5 :Il 4
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Number Requirement USGS Implementation
4.2.1C.3.:1 | When deemed appropriate, the purchaser shall pe‘rmtt some or all suppller work to be | USGS_QMP-4.01 Rev 08 - Att1 :pgt
8 * | performed under the purchaser's B BRBHEE AffaEtaa Aﬂél A :optiont
provided the work Is adequately addressed. ,
421C3.:2 |n thes cases, procurement documents shall specify that the purchaser's Branothé | USGS_QMP-4.01 Rev 08 - Att1
s { HiFEHGHS implementing documents are appllcable to the supplier and See Note
thet the purchaser “shall provide these applicable documents to them.
421D, Right of access to supplier facilities and records for inspection or audit by the USGS_QMP-4.01 Rev 08 - Att5 :IV
purchaser, OCRWM, or other designee authorized by the purchaser.
4.2.1E. Provisions for establishing hold points beyond which work cannot proceed without USGS_QMP-4.01 Rev 08 - Att4 :pgt
: purchaser authorization. :2bullet
4.2.1F, Documentation required to be submiﬂed to the purchaser for information, review, or USGS_QMP-4.01 Rev 08 - Att5 .V
acceptance‘ » :
4.2.1F.1. The document submittal schedule shall be identified. USGS_QMP-4.01 Rev 08 - Att5 .V
421F.2. It the purchaser requires the supplier to maintain documentation that will become QA 'USGS_QMP-4. 01 Rev 08 - Att5 :II
records, the retention times and disposition requirements shall be identified. 8.0
42.1G. | Purchaser requirements for the supplier to report nonconformances and the purchaser | USGS _QMP-4.01 Rev 08 - A5 :lI
approval ‘of the disposition of nonconformances. 10.0 '
421H. Identification qf gny spare and replacement parls or assemblles and the appropnate USGS_QMP-4.01 Rev 08.- Attd:pg1
422 Procurement Document Review and Approval
4.22A. Procurement document reviews [i§ danE USGS_QMP-4.01 Rev 08 - 5.1.3a),
5,1,5a), 5.1.6a), 5.1.9.1a)
4.2.2B. A review of the procurement documents and any changes thereto shall be made to USGS_QMP-4.01 Rev 08 - 5.0 :5.1.5a),
verify that documents include appropriate provlslons to ensure that items or services 5.1.6a), 5.1.9.1a)
will meet the govemning requirements. '
4.2.2C, Reviews shall ensura that all applicable technical and A program requirements are USGS_QMP-4.01 Rev 08 - 5.1.5n),

included.

5.1.6a), 5.1.9.1a)
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Number Requirement ‘ | USGS Implementation
4.2.2D. Reviews shall be performed by personnel who have access to pertinent information USGS_QMP-4.01 Rev 08 - 5.1.5),
. and who have an adequate understanding of the requirements and scope of the 5.1.6), 5.1.9)
procurement. ‘
4.2.2E. Procurement document reviewers shall include representatives from the technical and USGS_QMP-4.01 Rev 08 - 5.1.5a),
: O organizations. 5.1.6a), 5.1.9.1a)
422F. Procurement documents shall be approved USGS_QMP-4.01 Rev 08 - 5.1.5a),
‘ 5.1.6a), 5. 1. 7a)
423, Procurement Document Change ,
4.2.3A. Changes to the scope of work, technical requirements, &JA program requirements, right | USGS_QMP-4.01 Rev 08 -2 £2p, 5.0
of access, documentation requirements, nonconformances hold points, and lists of ' '
spare and replacement parts delineated in procurement documents shall be subject to
the same degree of control as used in the preparation of the original documents. _
423B.:1s | Changes made as a result of proposal/bid evaluations or precontract negotiations shall | USGS _QMP-4.01 Rev 08 - 2 :2p, 5.0,
be incorporated into the procurement documents. 5.1.8.2¢):1), 5.1.8.2c) 4). 5.1.8.2¢), :5),
‘ , 5.1.9.1a)
4.2.3B.:2s | The evaluation of these changes and the resulting impact shall be completed before USGS_QMP-4.01 Rev 08 - 2 :2p, 5.0,
the contract is awarded. 5.1.8. 2c) 1), 6.1. 8.2c):4), 5.1.8.2¢):5),
_ 5.1.9.1a)
4.2.3B.:3s | This evaluation shall consider: |
4,2.3B.:3s1 | Appropriate requirements as specified in this section. USGS_QMP-4.01 Rev 08 - 2. :2p, 5.0,
! 5.1.8.2¢):1), 5.1.8.2.c):4), 5.1.8.2c)
' :5), 5.1.9.1a)
4.2.3B.:3s2 | Additional or modified design criteria. USGS_QMP-4.01 Rev 08 - 2. :2p, 5.1,
. ’ 5182c)1),5182c)4),5182c)
:5), 5.1.9.1a)
4.2.3B.:3s3 | Analysis of exceptions or changes requested or specifled by the supplier and a

determination of the impact such changes have on the intent of the pmcurement
documents or quallty of the item or service to be fumished. .

USGS_QMP-4.01 Rev 08 - 2. :2p,
50,5182c):5), 5.19.1a)

Chide Lotd
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Number Requirement _ M&O Implementation
71 GENERAL - This section establishes requirements for planning and executing procurements to ensure that purchased items and
services meet specified requirements. This section does not apply to direct-support services used for staff augmentation. The
_supplier selection and bid/proposal evaluation requirements of this section do not apply to situations where the Office of Civilian
Radioactive Waste Management obtains the services of other Department of Energy offices or Federal agencies through
Memoranda of Understanding, Memoranda of Agreement, Program Guidance Memoranda, Interagency Agreement or other
documents containing appropriate technical and Quality Assurance (QA) requirements. Technical and QA requirements specified
in these documents shall be verified to be satisfactorily incorporated into the applicable program prior to starting work subject to the
Quality Assurance Requirements and Description (QARD).
72 REQUIREMENTS .
7.2.1:1s Procurement Planning - Procurements shall be planned and documented to ensure a USGS-QMP-4.01 Rev 08 - 1.
' systematic approach to the procurement process. ‘ '
7.2.1:28 Procurement planning shall:
7.2.1:2sA. | Identify procuremént methods and organizational responsibilities. USGS_QMP-4.01 Rev 08 - Att3,
: ' : Att4:ll :
7.2.1:25B. Identify what is to be accomplished, who is to accomplish it, how it is to be accomplished, and | USGS_QMP-4.01 Rev 08 - Att4:1,
when it is to be accomplished. ' AttS
‘1 7.2.1:2sC. Identify and document the sequence of actions and milestones needed to effectively USGS_QMP-4.01 Rev 08 - 5.
' complete the procurement. ' o
'7.2.1:2sD. | Provide for the integration of the folldwing activities: TRACE NOT REQUIRED
7.2.1:2sD.1. | Procurement document preparation, review, and change control according to the USGS_QMP-4.01 Rev 08 - 5.

.| requirements of Section 4.0, Procurement Document Control. _
7.2.1:2sD.2. | Selection of procurement sources. USGS_QMP-4.01 Rev 08 -5.1.8
7.2.1:2sD.3. | Proposal/bid evaluation and award. USGS_QMP-4.01 Rev 08 -

. 5.1.8.1,5.1.8.2
7.2.1:23D.4. | Evaluation of supplier performance. USGS_QMP-7.04 Rev 03 - 5.2
Verifications including any hold and witness point notifications. USGS_QMP-4.01 Rev 08 - Att4

2buliet
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i

Evaluation of supplier's current QA records supported by any documented qualitativo and
quantitative information. .

Number Requirement M&O Implementation
7.2.1:2sD.6. | Control of nonconformances. USGS__QMP-4.01 Rev 08 Att il
' 3.
7.2.1:2sD.7. | Corrective action. USGS_QMP-4.01 Rev 08 - Att5 :HI
7.0 .
7.2.1:230.8. Acceptance of the item or service. USGS_QMP - 4,01 Rev 08 ; 5.1,
‘ 5.2
7.2.1:2sD.9. Identification of QA records. USGS:QMP-4.01 Rev 08 AttS5, V.
7.2.1:2sE. - | Be accomplished as early as possible, and no later than at the start of those procurement USGS_QMP-7.04 Rev 03, 5.1.2
activities which are required to be controlled.
7.2.1:2sF. Be performed relative to the level of importanée, complexity.,an'd quantity of the item or USGS_QMP-4.01 Rev 08 Att5, Il.
service being procured and the supplier's quality performance. :
7.2.1:2sG. | Include the involvement of the QA organization. USGS_QMP-4.01 Rev 08
722 Source Evaluation and Selection
| 7.2.2A. Supplier selection shall be based on an evaluation, performed before the contract is awarded, | USGS_QMP-7.04, Rev 3, 5.1.2
of the supplier's capability to provide items or services in accordance wnth procurement '
_document requirements. ‘
7.2.2B.:1s | The organizational responsibilities for source evaluation and selection shall be identified and USGS QMP-4.01 Rev 08 -
shall include the QA organization. 5.1.8.1a) :4), 5.1.8.1b) :2),
5.1.8.2b), 5.1.8.2¢) :3)
USGS QMP-7.04 Rev 03-4.1,
. 5.1.4
7.2.2.B.:2s | If a source evaluation board is established, then the QA orgamzation shall have a voting USGS_N/A
‘ member.
7.2.2C. Measures for evaluating and selecting procurement sources shall include one or more of the TRACE NOT REQUIRED
following elements:
7.22C.1. Evaluation of the supplier's history for providing an identical or similar product which performs | USGS_QMP-7.04 Rev 03 - 5.14
satisfactorily in actual use, : :
7.2.2C.2. . USGS_QMP-7.04 Rev 03, 5.1,

ATTH
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Altemnatives,

/, Number Requirement
7.2.2C.3. Evaluation of the supplier's technical and quality capability based on an evaluation of supplier | USGS_QMP-7.04 Rev 03, 5.1.1
facilities, personnel, and QA program implementation. . :
7.2.20. The results of procurement source evaluation and selection shall be documented. USGS_QMP-7.04 Rev 03, 5.1.4
7.2.3 Proposal/Bid Evaluation
7.2.3A:1s | The proposal/bid evaluation process shall include a determination of the extent of USGS_QMP-4.01 Rev 08 -
conformance to the procurement document requirements. 5.1.8.1a::1), 5.1.8.2a):1),
' ' ' ' . , 5.1.8.2¢):4):1s, 5.1.92
7.23A.:2s | This evaluation shall be performed by designated, technically qualified organizations | usGs_aMP-4.01 Rev 08 - 5.1.8,
including the QA organization. 5.1.9.2
7.2.3B. The evaluation shall include the foflowing subjects consistent with the importance, complexity, | TRACE NOT REQUIRED
and quantity of items or services being procured: ‘
7.2.3B.1. Technical considerations. USGS_QMP-4.01 Rev 08 -
' 5.1.8.1a&b, 5.1.8.2a.1, 5.1.8.2b,
: - 5182c¢
7.2.38B.2, QA program requirements. USGS_QMP-4.01 Rev 08 -
N 5.1.8.1a8b, 5.1.8.2a.1, 5.1.8.2b,
5.18.2.c
7.2.38.3. | Supplier personnel. USGS_QMP-4.01 Rev08-
: 5.1.8.1a8b, 5.1.8.2a.1, 5.1.8.2b,
5.1.8.2.c ' ’
7.2.3B4. Supplier production capability. USGS_QMP-4.01 Rev 08 -
_ , : 5.1.8.1a&b, 5.1.8.2a.1, 5.1.8.2b,
5.1.8.2.c
7.2.38.5. | Supplier past performance. USGS_QMP-4.01 Rev 08 -
5.1.8.1a8b, 5.1.8.2a.1, 5.1.8.2b,
5.1.8.2.¢
7.2.38.6. USGS_QMP-4.01 Rev 08 -

5.1.8.1a8&b, 5.1.8.2a.1, 5.1.8.2b,
5.1.8.2.c
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Number Requirement M&O Implementation
71.2.3B.7. Exceptions. USGS_QMP-4.01 Rev 08 -
5.1.8.1a8b, 5.1.8.2a.1, 5.1.8.2b,
_ . 5.1.8.2.c
7.2.3C. Before the contract is awarded, the purchaser shall resolve, or obtain commitments to USGS-QMP-4.01 Rev 08 -
resolve, unacceptable quality conditions identified during the proposai/bid evaluation. 5.1.9.1a.
: A : ) USGS-QMP-7.04 Rev 03 - 5.1.5
7.2.3D. - | Supplier QA programs shall be evaluated either before or after contract placement, and any USGS_QMP-7.04 Rev 03 - 5.1.5
deficiencies that would affect qualny shall be corrected before startlng work subject to the
‘| QARD. .
7.2.3E. Supplier QA programs shall be accepted by the purchaser befora the supplier starts work USGS_QMP-4.01 Rev 08 - 5.1.9.2
) -| subject to the QARD. i '
724 Supplier Performance Evaluation
7.24A.:1s | The purchaser of items and services shall establish measures to interface with the supplier USGS_QMP-4. 01 Rev08-51.82
and to verify supplier's performance. 1)
UsGs _QMP-7.04 Rev 03 - 5.2,
, 5.1.4, A3
7.2.4A.:2s | The measures shall include:
7.2.4A.:2s1. | Establishing an understanding between the purchaser and suppher of the requirements and USGS_QMP-4.01 Rev 08 -
specifications identified in the procurement documents, 5.1.8.2a) :1)
7.2.4A.:252. | Requiring the supplier to identify planning techniques and processes to be used in fulfilling USGS_QMP-4.01 Rev 08 -
procurement document requirements. 5.1.8.2a):1) _
7.2.4A.:2s3. | Reviewing supplier documents that are prepared or processed during work performed fo fulf' N | USGS_QMP-4.01 Rev 08 -
procurement documem requirements, A 5.1.8.2a) :1)
7.2.4A.:254. ldenhfymg and processing necessary change information. USGS_QMP-4.01 Rev 08 -
5.1.8.2a):1)
7.2.4A.:2s5, Establishing the method to be used to document information exchanges between purohaser USGS_QMP-4.01 Rev 08 -
and suppller 5.1.8.2a) :1)
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7.2.4A.:236. | Establishing the extent of source surveillance and inspection. USGS_QMP-4.01 Rev 08 -
: o 5.1.8.2a):1)
USGS_QMP-7.04 Rev 03 - 5.1.4,
5.1.5, AHt3
7.2.48B. The extent of verifications shafl be a function of the relative importance, complexity, and USGS_QMP-4.01 Rev 08 -5.1.9.2
quantity of items or services being procured, and the supplier's quality perfformance. USGS_QMP-7.04 Rev 02 - 5.1.1
7.2.4C.:1s | Verifications shall be conducted as early as practical and shall not relieve the supplier of the USGS_QMP-4.01 Rev 08-5.1.9.2
responsibility for the verification of quality achievement. .
7.2.4C.:2s | Verifications shall include supplier audits used as a method of evaluahng the supplier's AP-7.4Q
performance, and evaluation of purchaser's documentation to aid in the determination of the
effectiveness of the supplier's QA program. :
7.25 Control of Supplier Generated Documents )
7.2.5A. Supplier generated documents shall be controlled, processed, and accepted in accordance USGS_QMP-4.01 Rev 08 - AttS.
with the requirements established in the procurement documents. .s8.o.v
7.2.5B.:1s | Measures shall be implemented to ensure that the submittal of these documents is USGS_QMP-4.01 Rev 08 - Att 4,
_ | accomplished in accordance with the procurement document requirements. Att5, V
7.2.5B.:2s . | These measures shall provide for the acquisition, processing, and recorded evaluation of USGS_QMP-4.01 Rev 08 - 5.2.1
technical, inspection, and test data compared against the acceptance criteria. :
7.26 Acceptance of ltems or Services
7.2.6A. The supplier shall verify that fumished items or services comply with the purchaser's USGS_QMP-7.04 Rev 03 - Att1:10
, procurement document requirements before offering the items or services for acceptance. :
7.2.6B. The supplier shall provide the purchaser objective evidence that items or services conform to USGS_QMP-4.01 Rev 08 - Att4
procurement documents. The documentation shall be available at the purchaser's facility :po1
before the item is installed or before the service is accepted.
7.2.6C. Methods for accepting supplier fumnished items or services shall include one or mors of the USGS_QMP-4.01 Rev 08 - Att4
following, as appropriate to the items or services being procured: . . :
7.2.6C.1. Evaluating the supplier certificate of conformance. USGS_N/A
7.2.6C.2. USGS_QMP 7.04 Rev 03, ATT3

Performing one or a combination of source verification, receiving lnspection or post-
instaliation test. ‘
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or observing activities performed by the supplier. This mothod of acceptance is called source
verification.
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7.2.6C.3. | Technical verification of the item or service. USGS_QMP-7.04 Rev 03, ATT3
7.26CA. Surveillance or audit of the work. . USGS_QMP-7.04 Rev 03, 5.2
1 7.2.6C.5. Review of objective evidence (such as certifications, stress reports, or personnel - USGS_QMP-4.01 Rev 8, 5.2.1
quatifications) for conformance to the procurement document requirements.
7.2.7 Certificate of Conformance - Whon a cemﬁcate of conformance ls used to accept an item or TRACE NOT REQUIRED
service;
7.2.7A. The certificate shall identify the purchased item or service to the specif'c procurement NA
document. o
7.2.7B.:1s | The certificate shall identify the specrr ic procurement document requirements met by the NA
- | purchased item or service. .
7.2.7B.:2s The procurement-document requirements identified shall include any approved changes, | NA
waivers, or deviations applicable to the item or service. -
7.2.7C. The certificate shall identify any procurement document requirements that have not been met | NA
together with an explanation and the means for resolving the nonconformances.
7.2.7D. The certificate shall be signed or otherwise authenticated by a person who is responsible for NA
this QA function and whose responsibilities and position are described in the supplier's QA -
' program.
7.2.7E. The certification process, including the implementing documents to be followed in fillingouta | NA
certificate and the administrative implementing documents for review and approvat of the
certificates, shall be described in the supplier's QA program.
7.2.7F.:1s Measures shall be identified to verify the validity of supplier certificates.and the effectiveness | NA
of the certification process (such as by audit of the supplier or by an independent inspactron
or test of the item).
7.2.7F.:2s | Verifications shall be conducted at intervals commensurate with the past quality performance | NA
of the supplier.
7.28 Source Verification - The purchaser may accept an item or service by monitoﬂng. witnessing, | USGS_QMP7.04, Rev 05, 5.1.5.1,

ATT3
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7.2.8A. Source verification shall be implemented consistent with the supplier‘s planned inspections, USGS_QMP-7.04, Rev 03, Att3
examinations, or tests at predetermined points and performed at intervals consistent with the :
importance and complexity of the item. _
7.2.88. Documented evidence of acceptance of source verified items or services shall be furnished to USGS_QMP-7.04 Rev 03,-ATT3
the receiving destination of the item, to the purchaser, and to the supplier. '
7.2.8C. Source verification shall be performed by personnel qualified in accordance with Section 2.0, USGS_QM-7.04, Rev 03, ATT3
Quality Assurance Program.
7.29 Receiving Inspection - When receiving inspecﬁon is used to accept an item: TRACE NOT REQUIRED
7.2.9A. The inspection shall consider the vrésults of source verifications and audits and the - NA
demonstrated quality performance of the supplier. _
7.2.98. The inspection shall be performed in accordance with established inspection implementing NA
documents. . v _
7.2.9C. The inspection shall verify, as applicable, proper configuration; identification; dimensional, NA -
' physical, and other characteristics; freedom from shipping damage; and cleanliness.
7.2.9D. The inspection shall be planned and executed according to the requirements of Section 10.0, | NA
, Inspection.
7.2.9E. Receiving inspection shall be coordinated with a review for adequacy and completeness of NA -
any required supplier documentation submittals.
7.2.10 Post-instafiation Testing
7.2.10A. When post-installation testing is used as a method of acceptance, the post-installation test NA
requirements and acceptance documentation shall be mutually established by the purchaser
and supplier. '
7.2.10B. The test shall be in accordance with the requirements of Section 11.0, Test Control. | NA
7.2.11 Control of Supplier Nonconformances - The purchaser and supplier shall establish and NA
document the process for disposition of items that do not meet procurement document "
requirements according to the following requirements. :
7.2.11A. The supplier shall evaluate nonconforming items according to the requirements of Section NA

EhlJehlld
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7.2.11B.:1s | The supplier shall submit a report of nonconformancs to the prchaser including supplier NA ‘
recommended disposition (e.g., use-as-is or repair) and technical justification.
7.2.118.:2s | Reports of nonconformances related to procufeme’nt document requirements, or documents TRACE NOT REQUIRED
approved by the purchaser, shall be submitted to the purchaser for approval whenever one of
the following conditions exists: - '
7.2.11B.:2s | Technical or material requirements are violated. | NA
1. " '
7.2,11B.:2s | A requirement in supplier documents, which have been approved by the purchaser, is - NA
2. violated. ‘ :
7.2.11B.:2s .| The nonconformance cannot be corrected by continuation of the original manufacturing NA
a3 process or by rework. . ' : '
7.2.11B.:2s | The item does not conform to the original requirement even fhough the item can be restored NA
4, to a condition such that the capability of the item to function is unimpaired. .
7.2.11C. The purchaser shall disposition the supplier's recommendation. NA
7.2.11D. The purcha‘s'er shall verify imblamentalion of the disposition. NA
7.2.12 Commercial Grade ltems - Where design specifies the use of commercial grade items, the NA
following requirements are an acceptable altemative to other requirements of this section.
7.2.12A.:1s | The commercial grade item shall be identified in an approved design output document. NA _
7.2.12A.:2s | An alteate commercial grade item may be applied, provided the responsible design TRACE NOT REQUIRED
organization provides verification that the altemate commercial grade item will perform the .
intended function and will meet design requirements applicable to both the replaced item and
the application. 4 ‘ ' -
7.2.128. Supplier evaluation and selection, when determined necessary by the purchaser based on NA
the complexity and importance to safety, shall be in accordance with the requirements of the
Subsection 7.2.2, Source Evaluation and Selection. '
7.2.12C.. | Commercial grade items shall be identified in the procurement document by the NA
manufacturer's published product description.
7.2.12D. NA

After receipt of a commercial grade item, the pufchasenhall ensure that:
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Page 9

Requiremeht ,

Number M&O Implementation
7.2.12D1. | Damage was not sustained during shipment. NA
7.2.12D.2. | The item received was the item ordered. TRACE NOT REQUIRED
7.2.12D.3. | Inspection or testing is accomplished, to the extent determined by the purchaser, to ensure NA

conformance with the manufacturer's published requirements. -
7.2.12D.4. NA

Documentation, as applicable to the item, was received and is acceptable.

Chl-4o 9lid




LANC Y] T .

OFFICE OF CIVILIAN RADIOACTIVE WASTE MANAGEMENT
ROOT CAUSE DETERMINATION QUESTIONNAIRE Page 1 of 4

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

1. lIdentify the adverse condition.

The USGS procurement procedures provided for the use of vendors prov:dmg quality aﬁ'ectmg
services without having a documented QA program that met QARD requirements. - Also, the links
between the procurement procedures was not clear. See Car YM-96-C004.

2. Indicate Where the condition was found.

The condition was found at the USGS offices in Denver, CO.

3. Note When the condition was first found.

The condition was found during Audit YM-ARC-96-10.

4. Select which major'prograrn element(s) was affected. (Waste Acceptance, Storage, Transportation, or Repository.)

Potential repository. | : . .

5. Denote the specific area(s) or discipline(s) of the major program element the condition occurred.
(e.g., engineering, design, ES&H)

Site Characterization -~ "

€. Determine if the condition is isolated or recurring.

-

Recurring

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

Programmatic - procedures

8. Denote what orgamzanons are affected by this condition (M&O, USGS, Weston, OCRWM etc.).
USGS

Exhibit AP-16.4Q.1 /_/@/ /é . A D HOETORD . on &8 ﬂ’éms'
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OFFICE OF CIVILIAN RADIOACTIVE WASTE MANAGEMENT _
ROOT CAUSE DETERMINATION QUESTIONNAIRE - Page 2 of 4

8 - Document the changes that have taken place that could have caused the condition.

‘None

10. Determine the need for sketches or photographs:

N/A

11. Deiermine the need for laboratory tests.

N/A

12. lIdentify the phvsiéal evidence examined.

N/A

13. Note the relevant documents reviewed.

All FY96 USGS procurement documents, Horton letter 6/12/96 QSL Workshop Guidance.

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

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

No interviews were conducted.

Rl or 9esugnee: (Print) - Signature: — Date: -
7orm Clpniy /f//é%é, | v/ |
Exhibit AP-16.4Q.1 | ( - _ Rev, 07/16/96

PIR of 193
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: OFFICE OF CIVILIAN RADIOACTIVE WASTE MANAGEMENT '
ROOT CAUSE DETERMINATION QUESTIONNAIRE Page 4 of 4

" j-Root Cause oge: , CAR No./DR No.

3AB . 4 YM-96-C004
Root Cause:

Inadéquate communication of Standards, Policies and Administrative Controls.

Just:ﬁmhon or Raticnaie for Selected Root Causes:

“The USGS had been issued deficiencies in this same area twice before. Each of these deficiencies
were closed based on the revision of USGS procurement procedures. In addition the procedures
were revised when the QARD was initially issued to address YMOQA comments. Because in
each case DOE QA had reviewed and accepted the revised procedures, the USGS believed in
each case it has procurement procedures that correctly addressed the QARD procurement
requirements. Discussions with other technical program QA Managers identifed that their
procurement procedures also provide for the use of the methods used by USGS.

Designee’ (Print) : W Slgnamm Date: .

Exhibit AP-18 4Q 1

| I: (Print) / (rﬁ(//”t

PG of TEL™ "



chige 92l d

" OPEN PROCUREMENT DOCUMENT REVIEW ~ Attachment I
May 13 -'17, 1996 " ' '

Purchase

Order #

96-SA-00192

W

Ball Aerospace Syétem

Comments

Calibration Services (Digital Multimeter). Standard QA Requirements for
Suppliers of Calibration Services. No acceptance requirements in PO.
Acceptance Requirements were added to P.O.: “Calibrate to
Manufacturer’s Specifications”

96-SA-00358

Ball Aerospace System

Calibration Services (Hastings Power Supply). Standard QA Requirement
for Suppliers of Calibration Services. Original PO had no acceptance reg’ts.
Mod to PO required that calibration be done to manufacturer’s specifications.

Acceptance Reg’ts were added to P.O.: “Calibrate to USGS HP-271,
RO”

96-SA-00259

Ball Aerospace System

Calibration Services (Keithley Voltmeters, Voltage Sources, Voltage -
Dividers). Standard QA Requirement for Suppliers of Calibration Services.
No acceptance requirements in PO. Acceptance Requirements were added
to P.O.: “Calibrate to Manufacturer’s Specifications”

96-SA-00200

Campbell Scientific Inc.

Calibration Services (Dataloggers). Standard QA Requirement for Suppliers
of Calibration Services. No acceptance requirements in PO. Acceptance
Requirements were added to P.O.: “Calibrate to Manufacturer’s -
Specifications”

96-SA-00203

Campbell Scientific Inc.

Calibration Services (Dataloggers). Standard QA Requirement for Suppliers
of Calibration Services. No acceptance requirements in PO. Acceptance
Reqmrements were added to P.O.: “Calibrate to Manufacturer s
Specifications”

$00- > T~ 247)
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OPEN PROCUREMENT DOCUMENT REVIEW
' May 13 - 17, 1996

Attachment I

Purchase
96-SA-00205 Campbell Scientific Inc. Calibration Services (Dataloggers). Standard QA Requirement for Suppliers
of Calibration Services. No acceptance requirements in PO. Acceptance
Requirements were added to P.O.: “Calibrate to Manufacturer’s
Specifications”
96-SA-00116 Eppley Laboratories Calibration Services (Radiometers & PSP Pyranometers). Standard QA
. Requirement for Suppliers of Calibration Services. No acceptance
requirements in PO. Acceptance Requirements were added to P.O.:
“Calibrate by comparing to appropriate standard and report results in
accordance with Eppley procedures”
Golder Associates | PO contains a “QA Requirements” section which requires the supplier to

96-SA-1023

implement applicable portions of the USGS QA Program (i.e., QMP-201,
QMP-2.08, QMP-3.03, QMP-5.01, QMP-5.05, QMP-6. 01). PO reflects
Extended Staff.

96-SA-00498

Desert Research
Institute

Analytical Services (Radiocarbon Age Dating). Standard QA Requirement
for Suppliers of Analytical Services. Additional requirements specified in
technical contract that DRI will perform analysis in accordance with the DRI
QA Program as accepted by USGS, with the exception of QA Elements 4
and 18. Acceptance Requirements are included in the Statement of Work.
SER prepared to delete reqmrcments for QA Elements 4, 7 and Supp |
fromQSL.

Lop-D~ -y 26,)




chido @S

OPEN PROCUREMENT DOCUMENT REVIEW Attachment I

May 13 - 17, 1996

Purchase
Order #

{ 96-SA-00517.

Beta Analyticai_lnc.

Comments

| Analytical Services (AMS Analysis C14). Standard QA Requirement for
Suppliers of Analytical Services. No QA attachment in PO, This is covered
by CAR YM-96-C004, Requirement that Beta work to own QA
program.

96-SA-00561

Beta Analytical Inc.

Analytical Services (AMS Analyms C14). Standard QA Requn'ement for
Suppliers of Analytical Services.

96-SA-00070

Satec Systems

Calibration Services (Load Frame). Standard QA Requirement for Suppliers }

of Calibration Services. No acceptance requirements in PO. Acceptance

Requirements were added to P.O.: “Calibrate to Manufacturer’s

Specifications”

96-SA-00133

John Fluke Mfg.

Calibration Services. (Multimeter). Standard QA Reqmrement for Suppliers
of Calibration Services. No acceptance requirements in PO. Acceptance -
Requirements were added to P.O.: “Calibrate to Manufacturer’ s
Specifications” ~

96-SA-00136

Environmental
Research Assoc.

_| This P.O. is being canceled USGS no longer needs the services of this

supplier,

96-SA-00515

Scott Specialty Gases

Material Supplier. (Speciality Gases & Standards). Standard QA

| Requirement for Suppliers of Calibration Services. Acceptance criteria

documented in PO.

bo0-> 94 - Wi )




Chijegzld

OPEN PROCUREMENT DOCUMENT REVIEW Attachment I
May 13 - 17, 1996

e

Purchase Supplier ‘ o ' Comments

Order #

96-SA-00156 . | Setra Systems, Inc. - Y Calibration Services. (Barometers). Standard QA Requirement for Suppliers

: - of Calibration Services. No acceptance requirements in PO. Acceptance
Requirements were added to P.O.: “Calibrate to Manufacturer’s
Specifications” :

96-SA-00230 University of Colorado [N . [ Analytical Services. (Pore-Water Samples). Supplier has no documented QA
‘ Program and USGS did not require supplier to implement USGS QA
program requirements. USGS implemented QC Plan on this supplier.

USGS 96-D002.

96-SA-00036 Huffman Labs, Inc. N Analytical Services. (Analysis of Cation, Anion, and Lithium Samples).
Supplier has no documented QA Program and USGS did not require supplier
to implement USGS QA Program requirements. USGS |mplemented QC
Plan on this supplier. USGS 96-D003.

96-SA-003 87 Setra Systems, Inc. Y | Calibration Services. (Pressure Transducer). Standard QA Requirement for
Suppliers of Calibration Services. No acceptance requirements in PO. No
action regarding acceptance requirements taken since PO is complete.

95;SA-00585_ Intertyme Metrology |Y Calibration Services. (Decade AC/DC Resistor). Standard QA Requirement
_ Laboratory Inc. for Suppliers of Calibration Services.
i
96-SA-00452 Certified Balance Y Calibration Services. (Balance Equipment). Standard QA Requlrcment for
Service ' Suppliers of Calibration Services. No acceptance requirements in PO.
Acceptance Requirements were added to P.O.: “Cahbratlon to
Manufacturer’s Specifications”,
“ 96-SA-00496 Mildred Murray N Augmented staff (i.e.; personal services contract) was used in the downsnzmg
of the LRC

7
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CLOSED PURCHASE DOCUMENT REVIEW
June 10 - 14, 1996

Attachment 2

SUPPLIER

PURCHASE ORDER # _
95-SA-01585 JIntertyme Metrology Calibration Services (AC/DC Decade Resistor). Standard QA
Modification Laboratory, Inc. requirements for suppliers of calibrations. Acceptance
requirements were referenced in PO.
Intertyme Metrology Calibration Services (AC/DC Decade Resistor). Standard QA

|| 1434-CR-95-SA-544 .

Laboratory, Inc.

requirements for suppliers of calibrations. Appropnate quality and
technical requirements included in PO.

" 1434-CR-95-SA-01715

M_ountain'States .

Reprocess and duplication of film of seismic data. Quality and

Micrographics technical requirements referenced in PO. Removed from QSL,
‘ S June 1996. :
|| 96-SA-00526 Barbara Hersch Augmented Staff (i.e., personal services contract). Used for
training and document control. QA requirements referenced in
| PO.
1434-CR-96-SA-00510 Certified Balance Calibration Services, Balance Calibration and Repair. Inadequate
Service . QA requirements in PO. QA rcqmrcments mcluded in subsequent
: PO 96-SA-00452
1434-CR-SA-00434 Paul Vander Heijde Augmented Staff (i.e., personal services contract). Used for
a ' technical review of ground water flow model. Qualification
requirements missing. DR# USGS-96-D004.
94-PO-0078 NOSAMS McLean Analytical laboratory. Radiocarbon analysis. PO modification.
Laboratory

July 19, 1994, canceled PO. Work never done.

foo->=16-wh F¥)




Attachment 2

- CLOSED PURCHASE DOCUMENT REVIEW .
June 10 - 14, 1996

PURCHASE ORDER # SUPPLIER

—

Chi Jo 529"

1434-CR-96-SA-00307

Dr. Johh, F. Schneider

Aﬁgmentcd Staff (i‘.e. personal services contract). Used for
technical review of earthquake data. Qualifications not
documented. DR# USGS-96-D004.

1434-CR-96-SA-00405

Norman Abrahamson

Augmented StafT (.., personal services contract). Used for .
technical review of earthquake data. Qualification not
documented. DR# USGS-96-D004.

1434-CR-96-SA-00371

Beth Wildman

Augmented Staff (i.e., personal services contract). Used for
technical review of thermlunescence analysis of samples.
Qualification not documented. DR# USGS-96-D004.

1434-CR-96-SA-00517

Beta Analytical

Analytical Laboratory. Analysis 20-40 Calcium Carbonate .
samples. No QA requirements attached to PO. CAR# YMQAD-
96-C004. '

1434-CR-96-5SA-496

Mildred Murray

| and oversight in elimination of duplicate records. Appropriate

Augmented staff (i.c., personal services contract). Used for review

requirements in PO,

“ 1434-CR-96-SA-00230

University of Colorado
INSTARR -

Analytical laboratory. Analysis of PORE water extracted from UZ
core. Inadequate requirements in PO. CAR# YMQAD-96-C004.

96-C-40098

Desert Research
Institute

| Analytical Services. Radiocarbon Age Dating. No revisions or

work done to contract after May 1993, Letter dated May 1996,
terminated contract. Subsequent PO# 96-SA-00498 issued.

foo-2-94 ~Luf ?"’3
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CLOSED PURCHASE DOCUMENT REVIEW
June 10 - 14, 1996

Attachment 2

| PURCHASE ORI ORDER #

SUPPLIER

95-C-40195 Paciﬁc-Wcstem Augmented Staﬂ' (.., personal services contract) Support studies
Technologies 8.3.14.2.1,83.1.4.2.2,83.11.7.3.1, 8.3.11.74.5, and
' - 8.3.1.5.1.4. Appropriate requir’emcnts referenced in PO.
94-C-40137 Foothill !ﬁ;ngineeﬁng Augmented StafT (i.c., personal services contract). Support studies
Consultants 1.233.1,83.1.23.1,83.1.2.2.1,83.1.2.1.1,and 83.1.2.2.3.1.
. i Appropriate requirements referenced in PO.
~ 1196-SA-00453 Pacific Engineeﬁng & Augmented Staff (i.e., personal services contract). Used for
' Analysis ' technical review of canhquake scenario motion data. Appropnate
requirements referenced in PO.
96-SA-00510 Certified Balance Calibration Services (Balance equipment). Standard QA
’ Service requirements for suppliers of calibrations services. No acceptance
: requirements in PO. Acceptance reqmrements added to
. subsequent PO# 96-SA-00452. .
96-SA-00036 Huffman Laboratories Analytical Laboratory. Analysis of ca'tiohia'nd ion concentrations

in small water volumes by ICP/IC methods. Inadequate
requirements in PO. CAR# YMQAD-96-C004.

00~ H- 1 =2
oo >t 997)
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- Workshop vs QMP-4.01 Rev 8

- ATTACBMENT 3

COMPARISON OF QSL WORKSHOP GUIDANCE TO
YMP-USGS QMP-4. 01, RS

. Page 1 of 11

WORKSHOP Calibration Services and Analytical Services are the same unless
stated otherwise

YMP-USGS-QMP-4.01, Rev. 8

1. Organization. QARD 1.2.3 - Quality shall be achieved and maintained by those
who have been assigned responsibility for performing the work. Quality achievement
shall be verified by persons or organizations not directly responsible for performing
the work.

Provide a description of the supplier's organizational structure and define
responsibilities for the personnel verifying quality achievement. Personnel who
perform verification of quallty achlevement must be independent from those
performing the work.

2. QA Program. A documented QA program shall be planned, implemented and
maintained. The program shall identify the activities and items to which it applies.
The establishment of the program shall provide control over activities affecting
quality to an extent consistent with their importance.. .

The program shall provide for indoctrination and traming, as necessary, of personnel
performing the activities affecting quality to assure that proficiency is achieved and
maintained.

The supplier must have a documented QA program that addresses the topics
presented in the purchase document to the degree appropnate for the nature, scope,
and complexity of the activity,

Provide for indoctrination, traming, and qualification of personnel performmg the
activities to assure suitable proficiency is achieved and maintained prior to
performing the work.

|

3. Design Control. N/A

N/A

ll

4. Procurement Document Control. Procurement documents and changes thereof
are reviewed and approved to insure inclusion of appropriate scope, technical and QA
requirements. (QARD 4.2.1 applies to the extent necessary based upon an evaluation
using QARD 2.24))

Describe the approach used to assure that scope of work, technical and quality
requirements are incorporated into procurement documents and changes to the
documents. Include requirements to document the evaluation and selection of
suppliers prior to the award of a contract/purchase order. Methods used to ensure
that received services meet requirements shall be described. The procurement

“documents for services directly supporting this procurement work shall incorporate

appropriate YMP USGS QA program requirements.
The following documentation is required:

Supplier QA Program document (Submit for acceptance prior to start of work)
Calibration Certificate and calibration reports

QA records such as: implementing documents; equipment calibration; analytical
results; sample tracking; training; qualification; audit repotts; corrective actions;

notebooks; logbooks. (Retain at least 3 years).

A0G- > Y-l 4D
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Workshop vs QMP-4.01 Rev 8

WORKSHOP Calibration Services and Analytical Serviees are the same unless
stated otherwise

5. Implementing Documents. QARD 5.2 REQUIREMENTS Waork shall be
performed in accordance with controlled implementing documents

5.2.1 Type of Implementing Documents: The type of document to be used to perform
work shall be appropriate to the nature and circumstances of the work being
performed. Implementing documents include documents such as procedures,
instructions and drawings.

5.2.2 Content of Implementing Documents: Implementing documents shall include the
following information as appropriate to the work to be performed.

A. Responsibilities and organizational interfaces of the organizations affected
by the document. '

B. Technical and regulatory requirements.

C. A sequential description of the work to be performed including controls for

altering the sequence of required mspecuons tests, and operations. The
organization responsible for preparing the document shall determine the
appropriate level of detail. '

D. Quantitative or qualitative acceptance criteria sufficient for detcrmmmg that
activities were satisfactorly accoplished.

E. Prerequisites, limits, precautions, process paramelers, and envnronmental
conditions.

F. Quality verification points and hold points.

G. Methods of demonstrating that the work was perfonned as requlred (such as
provisions for recording inspections and test results, check-ofT lists, or sign-
off blocks). -

H Identification of QA records generaled by the implementing document.

L Identification of associated items and activities.

5.2.3 Review and Approval of Implementing Documents: Implemneting documents

shall be reviewed, approved, and controlled in accordance with 6.

5.2.4 Compliance with Implementing Documents: Individuals shall comply with
implememing documents, however; When work cannot be accomplished as described
in the implementing document, or accomplishment of such work would result in an
undesirable situation, the work shall be stopped. Work shall not resume until the
implementing document is changed to reflect the correct work practices.

. ATTACHMENT 3

‘ COMPARISON OF QSL WORKSHOP GUIDANCE TO
4 YMP-USGS OMP-4.01, R8

Page 2 a1

YMP—USGS-QMPA.OI, Rev. 8

Provide for conducting activities in accordance with documented approved
implementing documents (e.g. procedures). These implementing documents shall
consider the appropriateness of the following:

A. Responsibilities and organizations affected by the document.
B. Technical requirements,
C. A sequential description of the work to be performed including controls

for altering the sequence of required inspections, tests, and operations.
The organization responsible for preparirig the document shall determine
. the appropriate level of detail.
Quantitative or qualitative acceptance criteria sufficient for determining
that activities were satisfactorly accoplished.
Prerequisites, limits, precautions, process parameters, and envnronmental
conditions.
Quality verification points and hold points. v
Methods of demonstrating that the.work was performed as required (such
as provisions for recording i mspechons and test results, check-off lists, or
sign-off blocks).
H Identification of QA records generated by the implementing document.
8 Identification of associated items and activities.
Describe the methods used for preparation, review, approval and control of
implementing documents. This process must include: methosds used for ensuring
that only the latest revision is used; and, methods used to ensure that documents
are reviewed for adequacy, correctness, and completeness.

m P

om

6. Document Control. Implementing documents and documents that specify technical
requirements or quality requirements shall be controlled to ensure the current version
is used. Those documents shall be reviewed against established criteria that consider
applicability, correctness, technical adequacy, completeness, accuracy, and
compliance with requirements established by documents such as standards, etc. The
review shall be performed by individuals technically competent in'the subject area,
and review shall be performed by someone other than the preparer.

See 5. Above

AOO- >=Pb- U7




Workshop vs QMP-4.01 Rev 8

WORKSHOP Calibration Services and Analytical Services are the same unless
stated otherwise

7. Contol of Purchased Items and Services. Application of the requirements in this
section should be tailored to match the supplier’s scope and importance and
complexity of subtier procurements, QARD 2.2.4 should be used as the criteria for
applying these requirements. Where possible, suppliers should be encouraged to
procure from QSL suppliers.

COMPARISON OF QSL WORKSHOP GUIDANCE TO
YMP-USGS QMP-4 01, RS

ATTACHMENT 3

Page 3 of'il

YMP-USGS-QMP-4.01, Rev.8

See4 Above

Where possible sub-tier procurements should be with supphers that are approved
by the YMP-USGS QA Office.

The supplier will identify any spare part or replacement parts or assemblies and the
appropriate technical and QA requirements/information required for ordering.

The supplier shall agree to allow YMP-USGS personnel, the NRC, the DOE or

-their representatives, upon reasonable notification, access to supplier facilities and

records to perform mspectlons, audits, or surveillances to verify QA program -
compliance.

YMP-USGS verification activities shall not relieve the supplicr of the
responsibility for verification of quality achievement.

Same o : “

8. Identification and Control of Items. N/A
9. Control of Special Processes. N/A Same ' ‘ “ .
10. Inspection. N/A Same | | ‘ |

“ 11. Test Control. N/A |_Same - - ‘ “

chiJo k2id”
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Workshop vs QMP-4.01 Rev 8

WORKSHOP Calibration Services and Analyucal Services are the same unless
stated otherwise

12. Control of Measuring and Test Equipment. M&TE including equipment that
contains sofiware or programmable hardware, shall be calibrated, adjusted, and
maintained as a unit at prescribed intervals, or prior to use, against reference
calibration standards having traceability to nationally recognized standards. Software
developed or modified by the user shall be controlled in accordance with Supp. L. If

no nationally recognized standards or physical constants exist, the basis of calibration

shall be documented.
Calibration standards shall have a greater accuracy than the M&TE being calibrated.
If calibration standards with a greater accuracy than required of the M&TE being
calibrated do not exist or are unavailable, calibration stahdards with accuracy equal to
the required calibration accuracy may be used if they can be shown to be adequate for
the requirements. The basis for calibration acceptance shall be documented and
authorized by responsible manageme2nt. The level of management authorized to

| perform this function shall be identified.
The method and interval of calibration for each device shall be defined, based on the
type of equipment, stability characteristics, required accuracy, intended use, and other
conditions affecting measurement control. For M&TE used in one-time-only
applications, the calibration shall be done both before and after use.
A calibration or calibration check shall be performed when the’accuracy of the
calibrated M&TE is suspect.
Calibrated M&TE shall be labeled, tagged, or otherwise sullably marked or
documented to indicate due date or interval of the next calibration.
Calibrated M&TE shall be umquely identified to provide traceability to its calibration
data.
Updates to software contained in M&TE that effect calibration, require recalibration
of the equipment prior to use.
The use of M&TE shall be documented. As appropriate to equipment use and its
calibration schedule, the documentation shall identify the processes momtored data
collected, or items inspected or tested since the last calibration.
MA&TE shall be considered to be out-of-calibration and not used if any of the
following exists: The calibration due date or interval has passesd without

COMPARISON OF QSL WORKSHOP GUIDANCE TO
W%

ATTACHMENT 3

Page 4 of'11

YMP-USGS-QMP-4.01, Rev. 8

Describe the methods used to assure that M&TE, including equipment that
contains software or programmable hardware, is adjusted and maintained as a unit
at prescribed intervals, or prior to use, against reference standards having
traceablity to nationally recognized standards. Calibration standards shall have a
greater accuracy than that required of the M&TE being calibrated.

Calibration M&TE shall be uniquely identified to provide traceability to
calibration data. The use of M&TE shall be documented. Measures shall be
established to prevent the use of out-of-calibration M&TE. When M&TE is found
to be out-of-calibration the validity of results using that equipment since its last
calibration shall be evaluated.

NOTE: The following is applicable only to calibration suppliers:

The supplier’s calibration: documentahon (e.g. Certificate of Calibration) shall
include the following:

YMP-USGS Purchase Order Number

Name of the organization (company) performing the calibration

Name or identification of the person performing the calibration

The date the calibration was performed

The identification of the eqmpment being calibrated (such as manufacturcr type,
model, serial number, or other unique identifier).

Identification of calibration standard and NIST traceablity or similar information
when using other recognized standards and calibration procedure or method used.
Records of actual calibration data values, when applicable, both before and after

any adjustments, enabling the determination of whether the equipment was, and is ,
within required tolerance or accuracy. If adjustments are not performed, a second
set of data is not required. Clear indication of condition when instrument is found
out-of-calibration, as submitted, and a statement or clear indication that the }
recalibrated equipment is within tolerance in all operating ranges. T
An authenticating dated signature of the person who is responsible for the service.

recalibration; the device produces results known to be in enor.

Chijo QEld-
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Workshop vs QM[;.4_0| Rev 8 : COMPARISON OF QSL WORKSHOP GUIDANCE TO

YMP-USGS OMP-4 01, R8

 ATTACHMENT 3

Page 5 of'11

WORKSHOP Calibration Services and Analyncal Servnccs are the same unless
stated otherwise

Out-of -calibration M&TE shall be controlled. The controls shall include the
following: Out-of-calibration M&TE shall be tagged, segregated, or otherwise
controlled to prevent use until they have been recalibrated; When M&TE if found out-
of-calibration during recalibration, the validity of resulfs obtained using the equipment
since its last calibration shall be evaluated. The evaluation shall include the
determination of acceptability for previously collected data, processes monitored, or
items previously inspected or tested. The evaluation shall be documented. If any
M&TE is consistently found to be out-of-calibration during the recalibration process,
it shall be repaired or replaced.

When M&TE is lost, the validity of results obtamed'usmg the equipment since its last
calibration shall be evaluated. The evaluation shall inclide the determination of
acceptability for previously collected data, processes monitored, or items previously
inspected or tested. The evaluation shall be documented.

M&TE shall be properly handled and stored to maintain accuracy. .
Calibration and control shall not be required for rulers, tape measures, levels, and -
other normal commercial equipment that provides adequate accuracy,

ME&TE calibration documentation shall include: Identification of M&TE calibrated;
Traceability to the calibration standard used for calibration; Calibration data;
Identification of the individual performing the calibration; Identification of the date of
calibration and the recalibration due date or interval, as appropriate; Results of
calibration and statement of acceptability; Reference to any actions taken in
connection with out-of-calibration or nonconforming M&TE including evaluation
results, as appropriate; Identification of the implementing document (including

YMP-USGS-QMP-4.01, Rev. 8

revision level) used in performing the calibration.

Aor- > % UK 247)
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WORKSHOP Calibration Services and Analytical Services are the same unless
stated otherwise

13. Handling, Storage, and Shipping. For Calibration Services see Sec. 12.2.5-
M&TE shall be properly handled and stored to maintain accuracy.

For Analytical Services see Supp II, 2.6: Handling, storage, cleaning, packageing,
shipping, and preservation of samples shall be condutted in accordance with
established implementing documents or other specified documents. If required for
critical, sensitive, perishable, or high-value samples, specific measures for handling,
storage, cleaning, packaging, and preservation shall be identified.

Measures shall be established for the marking and labeling for packaging, shipping,
handling, and storage of samples as necessary to adequately identify, maintain, and
preserve the sample.

Markings and labels shall indicate the presence of specnal enwronmcn!s or the need
for special contols if necessary.

If required of particular samples, special equipment and specnal protective
environments shall be specified and provided.

Special Handling tools and equipment shall be used and controlled as necessary to
ensure safe and adequate handling. Special tools and equipment shall be inspected
and tested in accordance with implementing documents and at specified time intervals
to verify that the tools and equipment are adequately maintained. Operators of special
handling and lifting equipment shall be experienced or trained to use the equipment.

COMPARISON OF QSL WORKSHOP GUIDANCE TO
YMP-USGS QMP-4.01, R8 '

YMP-USGS-QMP-4.01, Rev. 8

ATTACHMENT 3

Page 6 of 11

14. Inspection, Test and Operating Statns. N/A

_Same
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WORKSHOP Calibration Services and Analytical Services are the same unless
stated otherwise

15. Nonconformances. For Calibration Services see Sec. 12.2.3 Out-of-Calibration
M&TE. M&TE shall be considered to be out-of-calibration and not used if any of the
following exists: The calibration due date or interval has passesd without
recalibration; the device produces results known to be in ervor.

Out-of -calibration M&TE shall be controlled. The contiols shall inchide the
following: Out-of-calibration M&TE shall be tagged, segregated, or otherwise
controlled to prevent use until they have been recalibrated; When M&TE if found out-

of-calibration during recalibration, the validity of results obtained using the equipment’

since its last calibration shall be evaluated. The evaluation shall include the
determination ol acceptability for previously collected.data, processes monitored, or
items previously inspected or tested. The evaluation shall be documented. if any
M&TE is consistently found to be out-of-calibration durmg the recalibration process,
it shall bre repaired or replaced. ‘

For Analytical Services see Supp 11, 2.7 Dlsposmon of Nonconformmg Samples.
Samples that do not mect requirements specified in work controlling documents shall
be documented, evaluated, identified, and segregated in accordance with Sec. 15 .
The disposition for nonconforming samples shall be identified and documented and
shall be limited to "use-as-is" or "discard."

COMPARISON OF QSL WORKSHOP GUIDANCE TO
____YMP-USGS QMP-4.01, RS

ATTACHMENT 3

_Page 7 0i'll

YMP-USGS-QMP-4.01, Rev. 8

The suppfier shall notify the YMP-USGS technical contact when a calibration
instrument used to calibrate and certify YMP-USGS equipment is found to be
defective or out-of-calibration.

The supplier shalll notify the YMP-USGS technical contact when the supplicr
identifies any nonconformances (deviations) from the procurcmem document,
Nonconformances where the proposed didposition is "repair” or "use-as-is" require
YMP-USGS approval.

16. Corrective Action. See Sec. 16.2.1 Identifying Conditions Adverse to Quality A
condition adverse to qualily shall be identified when the QARD or an implementing
document requirement is not met:

16.2.3 Conditions Adverse to Quality Conditions advcrsc to quality shall be
documented and reported to the appropriate levels of management responsible for the
conditions and to the QA organization for tracking. Responsible management shall
determine the extent of the adverse condition and complete remedial action as soon as
practical. The QA organization shall concur with the proposed remedial action to
ensure that QA program requirements are satisfied.

16.2.5 Follow-up and Closure Action The QA organization shall verify
implementation of corrective actions taken for all reported conditions adverse to
quality and close the related corrective action documwentation in a timely manner
when actions are complete.

_ actions have been completed.

Provide a control system for identifying and documenting deviations from
technical and quality implementing documents. Adverse conditions shall be
reported to appropriate imanagement responsible for the condition who shall
determine the extent of the condition and take remedial actions. The QA
organization or other independent organization shall verifythat the corrective

400> - - )
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WORKSHOP Calibration Services and Analytical Services are the same unless
stated otherwise

17. QA Records. Records that furnish documentary evidence of quality shall be
specified, prepared, and maintained for a period of three years. Records shall be
protected against damage, deterioration, or loss. Requirements and responsibilities for
records transmittal, distribution, retention, maintenance, and disposition shall be
established and documneted. Records that need to be maintained as lifetime project
records should be acquired as part of the procurement.

’ ATTACHMENT 3

COMPAR]SON OF QSL WORKSHOP GUIDANCE TO

MP-4,01, RS _ __Page8ofll

YMP-USGS-QMP-4.01, Rev. 8

Describe methods used for specifying, preparing, and maintaining records that
provide evidence of quality. The records shall be protected from damage,
deteriation, or loss. The requirements and responsibilities for record transmital,
distribution, retention, maintenance, and disposition shall be established and
documented.

Records are considered QA records when stamped, initialed, or signed and dated
as complete. If the nature of the record (such as magnetic or optical media)
precludes stamping, initaling or signing, then other means of authentication b)
authorized personnel are permitted.

QA records shall br reviewed to ensure that they are legible, accurate, complete,
appropriate to the work accomplished, and identifiable to the item(s) or activity(s)-
to which they apply.

Corrections to previously transmitted QA records, including documents that will
become QA records, shall include the initials or signature of the individual
authorized to make the correction and the date the corrections were made.

18. Audits. Planned and scheduled audits shall be performed to verify compliance
with all aspects of the QA program and to determine its effectiveness. These audits
shall be performed in accordance with written procedures or checklists by personnel
who do not have direct responsibility for performing the activities being audited.
Audit results shall be documented and reported to and reviewed by responsible
management. Follow-up action shall be taken where indicated.

Planned and scheduled audits to verify compliance with the QA program
requirements and determine its effectiveness shall be performed at least annually
or once during the life of the contract. The audits shall be performed in
accordance with prescibed procedures or checklists by qualified personnel who do
not have direct responsibility for performing the activities being audited. Audit
results shall be documented and reported to responsible management. Responsible
management shall take action to correct identified deficiencies in accordance with
Corrective Action (para 15 above) and follow-up action to verify corrective action
shall be taken in accordance with Corrective Action (para 15 above)

If the supplier does not have a means of providing for an annual audit, USGS may
elect to request that DOE conduct the audit.

Supp. I Software. Calibration Services N/A. The software version used to support a
calibration shall be traceable to the results and changes to software shall be checked to
determine that the software produces correct results.

Analytical Services: Applicable. Analytical results shall be traceable to the software
version used to produce them and change to software shall be checked to determine
that the software produces correct results. (NOTE: Supplement | of QARD is too long

Provide evidence that data manipulation programs produce intended resuits,”
Software to be developed or modified for YMPB site characterization activities
shall meet the requirements of the YMP-USGS-QMP-3.03, Software.

to place in this matrix)

l!
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' COMPARISON OF QSL WORKSHOP GUIDANCE TO

_________YMP-USGS QMP-4.01, R8 !

ATTACHMENT 3

WORKSHOP Calibration Servnces and Analytical Servnccs are the same unlcss
stated otherwise '

Supp. H Sample Control. Calibration Services: N/A.

Analytical Services: Applicable. Samples shall be controlled and identified in a
manner consistent with their intended use. These controls shall identify
responsibilities including interfaces between organizations for documenting and
trackihg sample possession from sample collection and identification through
handling, preservallon, shipment, transfer, analysis, storage, and final use. Contorls
shall include specifics on orientation relative to the locatlon that waas sampled, as
appropnale '

Sample identification methods shall ensure lhat lraceabllnty is established and
maintained from the samples to applicable implementing documents or other
specifying documents. Sample traceability shall ensure that the sample can be traced
at all times from its collection through final use.

Identification shall be maintained on the samples or in a manner which ensures that
identification is established and maintained. Samples shall be identified from their
initial collection through final use. Sample identification is documented and checked
before released for use. Sample identification methods shall include use of physical
markings. If physical markings are either impractical or insufficient, other appropriate
means shall be employed (such as physical separation, labels or tags attached to
containers, or procedural control).

Physical markings, when used, shall be applied using materials and methods that
provide a clear and legible identification; Not detrimentally affect the sample content
or form; Be transferred to each identified sample part when the sample is subdivided.;
and Not be obliterated or hidden by surface treatments or sample preparations unless
other means of identification are substituted. .
The controls for samples shall address the following, as applicable: If documents
contain specific identification or traceability requirements, those specified controls
shall be implemented. If samples have limited use or storage life, then methods shall
be established that preclude using the sample beyond its intended use or storage life.
If sample storage is required, then methods shall be established for the control of
sample identification that are commensurate with planned duration and conditions of
storage. These methods shall provide for, as applicable: Maintenance or replacement
of markings and ID tags damaged during handling or aging; Protection of ID markings
subject to excessive deterioration resulting from envnronmemal exposure; Updating
related documentation.

Implementing documents shall specify the representanve samples to be archived if the

_____ Page9ofill

'YMP-USGS-QMP-4.01, Rev. 8

Describe the process for receiving, handling, tracking samples submitted by
USGS. The disposition of samples that do not conform to conditions required for
the requested analysis shall be documented, and provided to the USGS.

Data (analysis) shall be properly recorded, received, stored, submitted ti USGS
requestor, and stored in accordance with QA Records Section above.

Describe the-methods for creation of standards, conduct of analyses, calibration of
instruments, and documentation of software.

Describe the supplier's internal and external quality control methods used to verify
the analytical results are correct.

Analytical results shall be traceable to the software version used to produce them.
Software version changes shall be checked to verify that the software produces
correct results.

Unless otherwise stated in the purchase document, it is not a requirement that the

samples be returned to YMP-USGS.

| —
———

need to archive samples is identified

AoO— 72— UK2#0)
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ATTACHMENT 3

Workshop vs QMP-4.0| Rev 8 ‘. COMPARISON OF QSL WORKSHOP GUIDANCE TO

WORKSHOP Calibration Services and Analytlcal Services are the same unless
stated otherwise

Handling, storage, cleaning, packageing, shipping, and preservation of samples shall
be conducted in accordance with established implementing documents or other
specified documents. If required for critical, sensitive, perishable, or high-value
samples, specific measures for handling, storage, cleaning, packaging, and
preservation shall be identified.

Measures shall be established for the marking and labeling for packaging, shipping,
handling, and storage of samples as necessary to adequately identify, maintain, and
preserve the sample.

Markings and labels shall indicate the presence of speclal environments or the need
for special contols if necessary.

If required of particular samples, special eqmpmenl and specnal protectlve
environments shall be specified and provided.

Special Handling tools and equipment shall be used and controlled as necessary to
ensure safe and adequate handling. - Special tools and equipment shall be inspected
and tested in accordance with implementing documents and at specified time intervals

to verify that the tools and equipment are adequately maintained. Operators of special

handling and lifling equipment shall be experienced or trained to use the equipment.

Samples that do not meet requirements specified in work controlling documents shall
be documented, evaluated, identified, and segregated in accordance with Sec. 15 .
The disposition for nonconforming samples shall be identifi ed and documented and
shall be limited to "use-as-is" or "discard."

YMP-USGS QMP-4. Ol, R8 Page 10 of 11

YMP-USGS-QMP-4.01, Rev. 8

Supp. I Scientific Investigation. N/A.

When technical or other implementfng procedure are not utilized, scientific
investigation activities shall be documented in a scientific notebook that provides a
description of the work as performed and the results obtained.

Data shall be identified in a manner that provides traceability to associated

documentation and computer codes.

Supp. IV Field Surveying, N/A

£00-5 -tk V)
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WORKSHOP Calibration Services and Analytical Services are the same unless
stated otherwise » ' '

Supp. V Control of the Electronic Management of Data. Calibration Services:
N/A . .

Analytical Services: Applicable. This requirement should be met if the supplier is
storing analytical results for the purchaser. Establish controls to ensure: completeness
and accuracy of the data input; completeness and accuracy of subsequent changes to
data input; security of the data is maintained including integrity of the data; ans when
dat is retrieved using a query language, the query shall be checked to ensure it
satisfies the purchaser's requirements for its intended use.

COMPARISON OF QSL WORKSHOP GUIDANCE TO
YMP-USGS QMP-4.01, R8

B

ATTACHMENT 3

Page 11 of 11

YMP-USGS-QMP-4.01, Rev. 8
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RADIOACTIVE WASTE MANAGEMENT
U.S. DEPARTMENT OF ENERGY | o YM-96-C-004__
WASHINGTON, D.C. PAGE____ OF ___
’ QA: L

CAR/SWO CONTINUATION PAGE
Conclusion: .C'AR YM-96-C004 Corrective Action Verification

Based on this evaluation of the completed reinedial actions, and implementation of the USGS Procurement Action Plan, CAR
YM-96-C004 is closed. The remaining corrective actions identified in this verification report will be resolved and tracked via the

referenced deficiency documents.
Date: S RE/97

Verified by:
QAR: ; Meae. Date: _s/v5 /63
Exhibit AP-16.2Q.3 ) . - Rev. O7Ii’£?5
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RADIOACTIVE WASTE MANAGEMENT |
U.S. DEPARTMENT OF ENERGY NO. YM-06-C-004 .
WASHINGTON, D.C. PAGE ____ OF ____
. QA: L

. , CAR/SWO CONTINUATION PAGE
CAR YM-96-C-004 Verification of Corrective Action - : '

The following verification report addresses the CAR YM-96-C-004 Remedial Actions (Block 14) taken to correct the eight
conditions documented in the Description of Condition (Block 6), and evaluates the implementation of the USGS procurement
action plan, which was developed to address the Extent of Condition and Impact (Block 15), and the Action to Preclude
Recurrence (Block 17). :

Remedial Actions:

1. Ascommitted, QMP-4.01, Revision 8, and QMP-7.04, Revision 3 were approved as part of the USGS procurement Action
Plan, with an effective date of October 1, 1996. Based on the revision of QMP-4.01, the three alternative methods discussed in
condition deficiency #1 are allowable only for acceptance of services, and not as an alternative to supplier approval. These
procedures were evaluated by OQA and found acceptable via DOE letter YMQAD:RBC-2454, dated 8/21/96.

Based on review during Audit USGS-ARC-97-15, USGS procurement documents initiated since the effective date of
QMP-4.01, Revision 8, were verified to be in compliance with that revision, with exception of two areas that are documented and
tracked via USGS Deficiency Reports (USGS-97-D-003 and D-005). Also, at the time of this verification, the two subject
procedures have been combined into a single draft QMP-4.01, Revision 9. This drafted procedure aims to further clarify the use of
Source Verification Plans and Sample Analysis Quality Control Plans as methods of receipt. The remedial action for condition #1
is adequate to address the documented deficiency. '

2. The finding documented that there was no evidence of a QA review of two USGS Purchase Orders (POs) for Kruger
Enterprises and Huffman Labs, Inc. Evidence of a QA review of the Kruger procurement modification has been provided by the
USGS. Apparently, the procurement was processed under QMP-4.01, Revision 6, which did not utilize the QA review stamp.
Revision 6 required use of a “Final Procurement Review" form (Attachment 2). The provided form documents a QA review of the
Kruger modification on 5/23/95, which was prior to issuance of this CAR. '

However, no evidence could be produced documenting a QA review for the Huffman PO. As remedial action, and per the
USGS procurement Action Plan, a review of all existing procurement documents (including Huffman) was conducted to ensurc
that the appropriate QA requirements had been imposed. Based on this review, DR USGS-96-D-002 was generated to document
that the Huffman procurement was issued without evidence of a documented QA program or appropriate QA controls.'A QC
'Sample Plan had been imposed, which was unacceptable based on the current QA requirements. A commitment was made in the
DR to identify any impacts on technical data and to issuc a FY97 Huffman PO in accordance with QMP-4.01, Revision 8. Based
on the resolution of the DR, the FY96 PO was closed and an FY97 PO with appropriate QA requirements and reviews was issued.
It was determined that there was no impact on technical data, since “The analysis of the QC sample results indicates that the
analysis results were acceptable for their intended use.” '

Based on the status of Huffman and Kruger procurcments, the remedial actions are complete. However, PR USGS-97-P-002
was issued on 4/2/97, documenting that a group of FY97 procurcment modifications were issued without the required QA approval
stamp. The PR was closed during Audit YM-ARC-97-15 and reissued as DR USGS-97-D-005, when an additional instance was
identified by the audit team. Investigation during the audit revealed that USGS QA personriel were actively involved in these
procurement modifications, as they involved addition of Attachment 5 QA requirements. Although the DR is similar to CAR
| condition #2, the failure to apply the QA stamp to these modifications was an oversight by a newly assigned USGS individual.
OQA management has determined that the deficiency will be tracked and resolved independent of this CAR via DR
USGS-97-D-005. The remedial action for condition #2 is adequate to address the documented deficiency.

Exhibit AP-16.2Q.3 : Rev. 07/03/95 °
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WASHINGTON, D.C. : PAGE ____ OF ___
' QA: L

CAR/SWO CONTINUATION PAGE

3. The cited Beta Analytic, Inc. PO contained a statement that Beta will work to the QA program as approved by USGS. This
statement was considered adequate by USGS because Beta and its QA manual (Revision 1), dated 1/1/95, were listed on the
OCRWM Qualified Suppliers List (QSL). Attachments 6, 7, and 8 were deleted from QMP-4.01 in Revision 8 and réplaced by
Attachment 5. Although a proceeding PO and modification issued to Beta (PO 1424-CR-96-SA-00561) was verifiéd to contain
Attachment 5 of QMP-4.01, Revision 8, no modification had been initiated for PO #1434-CR-96-SA-0517 to address the
documented deficiency. During Audit USGS-ARC-97-15, a PO modification was generated by USGS, which appended the
Attachment 5 QA requirements to the existing PO. The remedial action for condition #3 is adequate to address the documented
deficiency. :

4. This deficiency documented a supplier discrepancy that was identified but not documented per AP-16.1Q or AP-16.2Q.
Although the discrepancy was not appropriately documented, the procurement was not pursued by USGS. However, a UNLV
Harry Reid Center contract exists with the CRWMS M&O. The USGS notified the M&O of the identified deficiency via letter
(Chaney to Ruth), dated 10/25/96. The Harry Reid Center is also part of DR YM-96-D051, which documents a failure by USGS to
generate/complete/submit records, including supplier evaluation records. As part of the resolution of DR YM-96-D051, impact
evaluations were generated by USGS QA for those records that could not be retrieved or regenerated. The remedial action for
condition #4 is adequate to address the documented deficiency.

5. This deficiency documented that USGS procurement and calibration procedures failed to require that standards and
procedures/revision levels used to perform calibrations be identified in the calibration documentation. Based on review of
Attachment 5 of QMP-4.01, Revision 8, the identification of standards and calibration procedures or methods used are required to
be included with the supplier's calibration documentation; e.g., Certificate of Calibration. Based on previous review by OQA
during Surveillance YMP-SR-96-025, October 7 through 9, 1996, Certified Balance System (CBS) was verified to include a copy
of the procedure used on the backside of its Certificates of Calibration. The noted deficiency regarding the State of Colorado
Department of Agriculture was attributed to missing certification documentation, which was verified during the surveillance to
have been retrieved. Calibration documentation reviewed during Audit USGS-ARC-97-15 contained standards used with NIST
traceability, procedure/revision, and the technician performing the calibration. The remedial action for condition # 5 is adequate
to address the documented deficiency. '

6. Based on Surveillance YMP-SR-96-025, it was verified that updated SERs for all USGS suppliers had been completed and
submitted to OQA. A procurement workshop conducted in Las Vegas, NV, April 15-16, 1996, established guidelines to be used as
the basis for determining supplier qualification (Refcrence DOE letter: OQA:RBC 2008, dated 6/22/96). The USGS revised their
procurement procedures to address these guidclines. On May 13-15. 1996, an OQA representative reviewed all USGS open POs
and Memorandum of Agreements (MOAs) to determinc if appropriate QA requirements had been imposed on suppliers (Reference
SAIC letter;: WWH: cmw:L96-034, dated 5/20/96). Although not clearly documented in the referenced report, discussion with the
OQA representative who performed that review revealed that the revicw evaluated whether procurement documents imposed
appropriate QA requirements on the supplier per QMP-4.01, Revision 7. Upon approval of Revision 8, a comparison was made
between Revision 7 and Revision 8, and it was determined that there were no changes that impacted existing or previous POs. The
remedial action for condition #6 is adequate to address the. documented deficiency.

7. Updated SERs were submitted to OQA for both Beta Analytic, Inc., and Campbell Scientific, Inc., dated 3/28/96, 7/22/96, and”
8/24/96 (Beta); and 3/28/96 and 12/22/96 (Campbell). ’ :

Per the Beta 8/24/96 SER, AMS Analysis is to be performed by LLNL-CAMS. This determination was made based on DR
YM-95-D009, which, in part, documented that Beta had no program for the qualification and pass down of applicable QA program

Exhibit AP-16.2Q.3 ‘ . Rev. 07/03/95
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requirements to its sub-tier suppliers. Beta was utilizing LLNL as its supplier for AMS Analysis, but there was no contract
between the two parties for performing this service. The DR was closed on 3/5/97, and LLNL-CAMs was added to the OCRWM

QSL for providing the service as subcontracted by Beta.

The 3/28/96 Campbell SER imposed restrictions on Campbell until an acceptable response to DR YM-96-D035, issued 2/6/96,
was received. The DR documented deficiencies in implementation of QA requirements by Campbell. An acceptadle response was
accepted on 4/22/96, and the OCRWM QSL restriction was then lifted. The 12/22/96 SER indicates qualification with no
restrictions. The remedial action for condition #7 is adequate to address the documented deficiency.

8. This deficiency documented inadequacies of QMP-7.04, Revision 2, in providing sufficient qualitative and quantitative
acceptance criteria for determining that activities were satisfactorily accomplished. Revision of the USGS procurement procedures
was accomplished via the USGS Procurement Action Plan. QMP-4.01 and QMP-7.04 were revised to Revisions 8 and 3,
respectively. These procedures were evaluated by OQA and found acceptable via DOE letter YMQAD:RBC-2454, dated 8/21/96.
The remedial action for condition #8 is adequate to address the documented deficiency.

Exhibit AP-16.2Q.3 ) Rev. 07/03/85
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Verification of Implementation of the "Action for U.S. Geological Survey (USGS) Procurement Activities Relative to Corrective
Action Request YMQAD-96-C004" : : A

The USGS Procurement Action Plan was developed as a collaborated effort between OQA and the USGS, with the intent of -
preventing recurrence of the conditions identified in the CAR. The implementation of the plan for each committed action is as
follows: ‘ » ‘

A. .Rcvisions to USGS i’rmdures

1&2) QMP-4.01, Revision 8 and QMP-7.04, Revision 3 were evaluated by OQA and found acceptable via DOE letter
| YMQAD:RBC-2454, dated 8/21/96. The procedures were issued with an effective date of 10/1/96. '

B. Corrective Actions for New or Amended Existing Quality-Affecting Procurements

1) During Audit USGS-ARC-97-15, recent procurements, including modifications issued since the effective date of
QMP-4.01, Revision 8 and QMP-7.04, Revision 3 (10/1/96), were evaluated for compliance with the new revisions. Based on the
review, it was determined that USGS is satisfactorily implementing the revised procedures in regard to imposing appropriate QA
requirements on its suppliers. Reviewed procurement files included QMP-4.01, Attachment 5, for suppliers of calibration and
analytical services, which is based on the procurement workshop conducted in Las Vegas, NV, on April 15-16, 1996.

2) Updated SERs were generated and submitted to OQA, as committed.

3) As committed, the USGS submitted and obtained concurrence from OQA prior to issuance of any POs. This condition
was lifted based on OQA Surveillance YM-SR-97-04, which stated, "Based on the reviews to date, OQA is satisfied that
appropriate QA requirements are being incorporated into the POs. Consequently, the USGS is relieved of the responsibility to send
POs to OQA for that review." ' '

4) The USGS committed to submitting a copy of the PO and a copy of the documentation received from a supplier to OQA
upon receipt and acceptance by USGS of analytical, calibration, and/or other services. USGS QA initiated a surveillance
(USGS-97-003-IS) of receipt inspection. The surveillance resulted in jssuance of DR USGS-97-D003, which documented failure
to complete receipt documentation in accordance with QMP-4.01, Revision 8. The DR response extended the deficiency to
QMP-4.02, which covers USGS Work Agreements, including MOAs. Although this item of the action plan has not been
completed, OQA management has determined that the remaining action will be better tracked and resolved via the open DR
USGS-97-D003. '

C. Corrective Actions for Procurements Already in Existence

. 1,2) On May 13-17, 1996, an OQA representative, in collaboration with USGS QA staff, reviewed all open POs and MOAs to
determine QA classification, and if the supplier is : 1) on the OCRWM QSL; 2) working directly to its own approved QA program
or working directly to the USGS QA program; and 3) not on the OCRWM QSL and/or not working directly to the USGS QA
program, but has been found acceptable by other means. This review is documented on SAIC letter WWH:cmw:L96-034 (Hudson
to Spence), dated 5/20/96. ' :

Exhibit AP-16.2Q.3 : Rev. 07/03/95
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The review, which included suppliers of calibration and analytical services, verified that calibration procurements included
appropriate QA requirements, with exception of receipt inspection requirements. Deficient POs were revised to include
appropriate receipt inspection requirements prior to completion of the review. DRs (USGS-96-D002 and USGS-96-D003) were
issued to document that two USGS suppliers of analytical services were not listed on the OCRWM QSL and had only a QC Sample
Plan imposed by USGS. Al other open procurements were found to contain appropriate QA requirements. Both DRs were closed
priot to this verification. . - .

The USGS performed its own procurement document review, which is largely based on the preliminary findings of the
OQA reviewers; however, the USGS review, documented in USGS letter THC/RWC/aa (Craig to Horton), dated 11/14/96, reflects

the updated status of the OQA reviewer's preliminary findings.

3) In addition to the reviews discussed above, OQA temporarily assigned an on-site representative to assist USGS with
implementation of this action plan. During the months of July and August 1996, the representative assisted USGS in revision of
its procurement procedures, and with review of existing procurement documents to ensure that appropriate technical detail and
‘| quality requirements were included. )

4) Per the action plan, the USGS coordinated with the OCRWM QSL Coordinator to ensure that audits were scheduled and
performed of USGS suppliers listed on the OCRWM QSL. Although there were deficiency documents issued to USGS suppliers,
there were no disqualifying deficiencies; therefore, there were no instances of USGS suppliers being removed from the OCRWM
QSL, and no evaluations performed for impact on completed work were required. As discussed earlier, updated SERs were
submitted by the USGS to reflect the current status of its suppliers.

5) The reviews discussed in 1,2) above ensured that appropriate requirements were imposed on USGS suppliers that were not
listed on the OCRWM QSL, and were indicated as working directly to the USGS QA program and procedures.

6) USGS deficiency documents were generated for two suppliers of analytical services (Huffman Labs, Inc. and the
University of Colorado) that were not listed on the OCRWM QSL but implemented QC Sample Plans. The deficiencies
(USGS-96-P016 and P017 superseded by USGS-96-D002 and D003) were resolved and closed during the implementation of the
action plan. : ’ : .

7) This action plan commitment is the same as was stated in B.4 above. Although this item has not been completed, OQA
management has determined that the remaining action will be better tracked and resolved via DR USGS-97-D003.

D. Actions for Completed Procurements

: On June 10-14, 1996, another OQA represemativc. in collaboration with USGS QA staff, reviewed all closed POs and
MOAs for the same criteria indicated in C.1 & 2 above. The review, documented on SAIC letter WWH:jkm:L96-042 (Hudson to
Spence), resulted in identification of several problems. Those that could not be immediately resolved were related to personnel
qualification and were documented by USGS on DR USGS-96-D004. At the time of this verification, the DR is open with a
corrective action completion date of 5/30/97. OQA management has determined that the remaining corrective action will be better
tracked and resolved independent of this CAR via DR USGS-96-D004. ‘
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