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EP A "Su PRey "Hses
1.0~ PURFOSE
1.1 The purpose of this procedure is to delineate the process for
determining OCRM Quality Assurance (QA) Program requirements and
other QA cantrols applicable to the OCRWM procurement process.
2.0 SCOPE
2.1 This procedure is implemented for OCRWM procurements when QAAP 7.1,
"Control of Purchased Services," is specified in the OCRM Quality
Assurance Controls Matrix developed in accordance with QAAP 2.3,
"Establishing Quality Assurance Controls," for the associated OCRM
work. This procedure supplements standard OCRAM procurement processes
to ensure that OCRM QA requirements and other QA controls are
.adequately specified for each aspect of the procurement process.
3.0 REFERENCES AND DEFINITIONS
3.1 REFERENCES
3.1.1 "Quality Assurance Requirements Document" (QARD), DOE/RiW-
0214, 1988.

3.1.2 "Quality Assurance Program Description Document" (QAFD),
DOE/RW-0215, 1988,

3.2 DEFINITIONS

3.2.1 Definitions of standard terms may be found in the Glossary
contained in reference 3.1.1.

3.2.2 Contract - A mitually binding legal relationship obligating
the seller to furnish items and services and the buyer to pay
for them. It includes all types of written comnitments that
obligate the Goverrment to expend appropriated funds. In
addition to bilateral instruments, contracts include awards
and notices of awards; job orders or task letters issued
under basic ordering agreements; letter contracts; orders,
such as purchase orders under which the contract becames
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3.2.3

3.2.4

3.2.5

3.2.6

3.2.7

3.2.8

3.2.9

3.2.10

3.2.11

3.2.12

effective by written acceptance or performance; and bilateral
contract modifications. For purposes of this QAAP, the term
"ocontract" also includes interagency agreements, grants,
coocperative agreements, work authorizations, and other
similar instruments.

OCRM_Direct-Support Contractor - An OCRWM cantractor who
provides services in accordance with the QAPD (that is, a
contractor who performs work in accordance with OCRWM QAAPS
ard ILPs).

OCRM-Managed Contractor - An OCRWM contractor who provides
sexvicsinaccordarnewlthaQAprogramacceptedbyocmm
that meets the applicable QARD requirements.

Procurement Initiator - The person designated by the
responsible Associate Director to initiate the procurement
process.

PROGRAM Participant - An organization, campany, or individual
who performs work for OCRIM.

QA Controls - QA criteria, Quality Assurance Administrative
Procedures, Implementing Line Procedures, and other DOE QA
program documents identified for implementation to achieve
quality assurance in the conduct of work.

QA Controls Basis Sheets - A docaument that provides the
basis (justification) for the conduct of the grading
in the establishment of QA requirements and QA controls.

OA Controls Document = An OCRWM document containing function,
work, and task definitions and specific QARD and QAFD
requirements and QA controls applicable to the definitions.
(See QAAP 2.3 for its development.)

QA Controls Matrix = A form in the QA Controls Document that
relates function, work, or task definitions to specific QA

requirements and QA controls.

s i tion - An OCRWM procurement provision
that identifies the QA criteria ard QA controls that an
OCRM contractor or potential OCR®1 contractor shall meet
or implement or both in the conduct of a specific work

scope.

Radiological Safety - For purposes of this procedure, the
safety of workers or the public from exposure to radiation
or radicactivity fram radicactive waste.

U.S. DEPARTMENT OF ENERGY
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4.0

3.2.13 Service - The time and effort of persamel engaged to perform
identifiable tasks rather than furnish or supply an item.
Services include consulting, engineering, research and
development, and other technical tasks.

3.2.14¢ Supplier - Any individual or organization furnishing services
in accordance with a contract. Includes a contractor or
agency under cantract. .

3.2.15 Task - A work subelement assigned to or expected of OCRWM
or other PROGRAM participants.

3.2.16 Work - An activity or set of activities having clearly
defined products aor expected results that are undertaken by
an OCRWM office or PROGRAM participant to satisfy a function.

RESPONSIBILITIES

4.1 ASSOCTIATE DIRECTORS
Associate Directors or their designees are respansible for ensuring
that QA requirements, QA controls, and QA controls bases are

4.3

adequately specified for procurements within their assigned areas.

DIRECTOR, OQA

The Director, OQA or designee is responsible for:

4.2.1 Providing support in determining the applicability of and
specifymg QA requirements and QA controls for procurements,

4.2.2 Preparing and maintaining this QAAP.

ASSOCTATE DIRECTOR FOR PROGRAM ADMINTSTRATION AND RESOURCES MANAGEMENT

The Associate Director for Program Administration and Resources
Management (ADPARM) or designee is responsible for:

4.3.1 Interfacing with the DOE procurement organization, and

4.3.2 Ensuring that procurement QA controls and bases are specified
in solicitations, oontracts, amd modifications, as

appropriate.
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5.0 GENERAL

Planning for application of the appropriate QA requirements and
cantrols to ensure the quality of items and activities required for
achievement of PROGRAM abjectives is required by the QARD and QAPD.
To effectively plan and selectively apply QA requirements and QA
controls for proawrements, products or deliverables must be clearly
defined in accordance with QAAP 7.1, "Control of Purchased Services".
Only then can it be determined whether or not the work needs to be
performed in accordance with the applicable QARD and QAFD requirements
and which OCRM QA controls are to be invoked, if any.

Determining whether OCRM QA Program requirements shall be applied to
a procurement ard the specific QA requirements and QA controls to be
applied is a management responsibility. As a minimm, the following
OCRWM procurements shall be considered subject to OCR®M QA Program
requirements.

5.2.1 Design activity work or site characterization work for those
elements directly related to radiological safety and waste
isolation and directly associated with siting, design, or
construction of items and associated with activities for

processing, preparation, hardling, transportation, storage,
or disposal of spent muclear fuel or high-level waste; and

5.2.2 Work that is directly used in the license application or the
radiological safety sections of the envirommental impact
statement or indirectly supports technical arguments in the
license application or radiological safety section of the
enviramental impact statement.

In addition to the criteria above for mandatory application of the
OCRM QA Program requirements, other considerations may justify
application of QA requirements and QA controls to a procurement.
These considerations include:

5.3.1 Consequences of failure;

5.3.2 Importance of data;
5.3.3 Camplexity of service;

5.3.4 Reliability of data or product;

5.3.5 Reproducibility of data;

6 Uniqueness of product;

7 Degree of functional product demonstration;
8 Degree of standardization in industry;

9 History of quality products from the source;
10 Impact on schedule or cost or both;

.11 Impact on envirommental quality;

12 Impact on occupational health and safety;

13 Impact on public health and safety;

U.S. DEPARTMENT OF ENERGY
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6.0

5.4

5.5

5.6

5.3.14 Impact on radiological safety amd waste isolation;
5.3.15 Need for special controls or processes; and
$.3.16 Significance to the licensing process.

For items and services procamred from an OCR¥M-managed cantractor and
determined to be subject to OCR¥M QA Program requirements, specific
QA requirements (QARD sections or subsections) to be applied to the
service shall be specified and Jjustified. QARD Sections
1,2,5,6,16,17, and 18 are mandatory for OCR®¥-managed contractors
subject to the QARD. The remaining 11 QARD Sections shall be
evaluated for their applicability.

For procurement of OCRHWM direct-support services only (that is, where
the direct-support contractors provides services in acoordance with
OCRM QA program procedures), the applicable QAPD subsections and QA
controls shall be specified and justified oconsistent with the
correspording OCRM QA Controls Matrix for the OCRM work. Additional
QA controls (for example, DOE Orders, Regulatory Guides, NUREGs, and
industry standards) naybespeclfledasappropnatetotheservme
being procured.

When changes are made to the defined procurement scope, the specified
QA requirements and QA controls shall be reassessed and modified as

necessary.

PROCEDURE

6.1

6.2

6.3

During the procurement process, it is required by QAAP 7.1, "Control
of Purchased Services," that QA requirements and QA controls for the
procurement be specified. The procurement initiator (initiator)
shall determine the applicable OCRWM QA requirements and QA controls
that are applicable to the procurement in accordance with QAAP 2.3
and the QA Controls Document.

For the procurement's work scope, the initiator shall determine the
applicability of the OCR¥ QA Program requirements by using the
applicable QA Controls Matrix and QA Controls Basis Sheet found in
the QA Controls Document. If the work scope fails to fall within the
scope documented on the existing QA Basis Sheet, the initiator shall
implement QAAP 2.3 for the procurement's work scope prior to

The initiator shall document the determination and appropriate
justification in Block 1 an the applicable Procurement QA Oontrols
Specification, Attaciment I or II.

U.S. DEPARTMENT OF ENERGY
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6.4 NON-APPLICABILITY OF OCRWM QA PROGRAM

6.4.1 Where the OCRM QA Program is not required to be imposed, the
initiator shall specify "none"™ in Block 2 of the applicable
Attacment I or II and shall include the pertinent
information in the procurement documents in accordance with

QAAP 7.1.
6.5 APPLICABILITY OF OCRMM QA PROGRAM FOR OCRWM-MANAGED CONTRACTORS

6.5.1 For procurement of items and services from an OCRM-managed
contractor where it is necessary to apply OCRRM QA Program
requirements, the initiator shall specify the QARD sections
or subsections to be imposed in accordance with Subsection
5.4. These requirements shall be documented on the
Procurement QA Controls Specification, Attachment I.

6.5.2 The initiator shall justify not imposing a QARD section or
subsection on the Procurement QA Controls Basis Sheet,
Attachment III.

6.5.3 The initiator shall specify that the OCRf-managed contractor
shall submit, for OCRWM acceptance, QA program description
doauments meeting the specified QARD requirements ard a
procedure consistent with QAAP 2.3 for establishing QA
requirements and QA cantrols.

6.6 APPLICABILITY OF OCRWM QA PROGRAM FOR OCRWM DIRECT-SUPFORT CONTRACIORS

6.6.1 For procurement of services fram an OCRM direct-support
contractor where it is necessary to apply the OCRM QA
Program requirements, the initiator shall specify applicable
QAPD subsections ard any other QA controls on the Procurement
QA Cantrols Specification, Attachment II.

6.6.2 The initiator shall justify not specifying a QA control
identified as applicable to the corresponding OCRM function,
work, or task on the applicable QA Controls Matrix.
Justification shall be documented on the Procurement QA
Controls Basis Sheet, Attaciment IV.

6.7 ‘The initiator may specify and must justify other appropriate QA
requirements, such as industry standards, NRC NUREGs and regulatory
guides, and DOE orders an the Procurement QA Controls Specification.
Justification shall be documented on the applicable Procurement QA
Controls Basis Sheet, Attachment III or IV.
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7.0

L

6.8

6.10

The initiator shall ensure that the information contained in the
Procurement QA Controls Specification and, if applicable, Procurement
QA Controls Basis Sheet are included in the solicitation amd
subsequent contract as a contractual requirement in accordance with
QAAP 7.1.

The ADPARM shall initiate and coordinate the review and approval
process for each solicitation and subsequent contract that specifies
the procurement QA controls and procurement QA controls basis in
accordance with QAAP 4.1, "Procurement Document Review."

MAINTENANCE

In accordance with the revision requirements of QAAP 7.1, the QA
requirements and QA controls specified for work provided by an OCR®M
contractor shall be evaluated and controlled in accordance with
Subsections 6.1 through 6.9 of this procedure for any change in work
scope.

RECORDS

7.1

Documentation resulting from implementation of this procedure shall
be maintained as part of the contract in accordance with requirements
specified in QAAP 17.1, "“QA Records Management."

2ATTACHMENTS

8.1

8.2

8.3

8.4

8.5

Attachment I - Procurement QA Controls Specification for OCR¥f-Managed
Centractors

Attachment II - Procurement QA Controls Specification for Direct-
Support Contractors

Attachment III - Procurement QA Cantrols Basis Sheet for OCRWM-Managed
Contractors

Attachment IV - Procurement QA Controls Basis Sheet for Direct-Support
Contractors

Attachment V - Flow Diagram for QAAP 4.2
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ATTACHMENT § (EXAMPLE)
PROCUREMENT QA CONTROLS SPECIFICATION
FOR OCRWM-MANAGED CONTRACTORS
1. Compiew either & or b.
[N Basis lor Specifying GARD
The werk scope feg of GARD requk b
b. Basis for not ing QARD Peq!
The work scops doss nat require impiementation of & QA Program because........
2 QARD Appilcabiity
‘The contractor shail deveion and implement & GA Program that meets the foliowing mferenced criteria of the OCFWM Cuallty A A G
DOE/RW-0214 (QGARD):
[] NONE
[] t Organixation (] § lmiructions, Provedures, snd Drawings [112 ::wddlmuh-t
{}] 10 Generni
(] 50 Genersl (] 120 General
{J 1.9 Quaity Assurance Program
Management {1 &t Reviews [§IR A Accuracy of Calibration
Standards
[] 12 Delegation of Work []1 82  Procedures Ust
{] 13 Handiing, Storage and Shipping
[] 1.3 Dispute Resciution (] ¢ Document Controi
{] 30 General
{] 1.4  Alegaton Resoiustion [} &0 Genersi
1] 131 Sampies
[] 1.5 Stop Work Frovisions (] &1 Control
{1 14 lnepection, Test, snd Cperating Status
[] 2 Quaiity Assursnce Pregram [] e2 Controi Sysime
{1 140 General
{}] 20 Gews (] &3 Controlied Cocuments
13 141 Appilicability
[1 21 Quailty Assurance Progrem [] 7 Control of Purchased lume and
Servioee {] 15 Control of Nonoontorming Newme
22 PReporting - d of
0 Personnei {] 70 General [] 150 General
{] 23 Planoing {1 72 Suppliers’ Qualilty Assurence {] 18 Comedtive Action
{1 24 Readiness Feviews {] 180 General
{] § Identification and Control of
[] 25 Ouaity Leveis and Graded Cuality Materiels, Perte, Comp o [] 161 Trend Anysie
Assurance Sampies
{] 16.2 Signiicant Conditions Advense To
(1 26 Pe ot Selact ] a0 Gonernl Quailty
Training, and Qualification
(1 &1 Sampies {] 17 Guailty Aseursnce Records
{1 27 Survmilance
{1 8 Comrol of Provessss {] 17.0 Gerwnnd
{] 28 Management Asssssment
{] 8o Generai [1 17.1 Compiance with OCAWM Records-
{] 29 OQualty Amuance Management- Management Program
L A g and Traciing {] o Applicabinty
{1 18 Audie
[] 3 Owsign Cenvol (1 02 Ust of Special Processes
[] 180 Generw
[] 30  Genenal {1 83 QA kvoivement ln Quaidication
Activities [] 181 Technicai Considerntions
{] 31 Design Emror and Ceficlency Controi
{) te Evich of A [} 18.2 Project OfMce Audita
{] 32  Design Changes
[} 10 nepection [] 183 Analysis of Aucit Oatn
{1 33 Compumr Software Control
(] 100 Genersl []1 18.4 emal Audit Scheduling
{1 34 TYechnical Reviows
{] 0.t Appicsbilty {1 165 Extemal Audit Scheduling
- {1 1S Pesr Reviewn
[} w02 Records
{] 368  Scientic investigations
[] 19 Test Contrei
{] & Precurement dosument Comirol
[] 199 Genen
{}] 40 Generi
{] 1.2  Applicabilty
[] 41 Review
{} n3 Procision and Accuracy
{142
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ATTACHMENT I (Conttd)
3. Other QA Requirements
The contractor shall implement additicnal QA requirements as follows:
1 None
I1 As follows
4. The contractor shall submit for OCRWM acceptance:
8. QA program description documents (that is QA Plan, QA Manual, or other description documents)
that conform to the referenced QARD requirements.
b. . a matrix identifying how the contractor's QA program complies with each QARD requirement
specified in the contract.
c. a procedure defining the process by which QA controls for work performed by the contractor wiltl

be established.

Work shall not proceed until these documents are spproved by OCRWM.
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PROCEDURE QAAP 4.
ATTACHMENT IT
PROCUREMENT QA CONTROLS SPECIFICATION
FOR DIRECT-SUPPORT CONTRACTORS
1. Compilete elther a or b
[ Basis for Specifying QA Program kmphk
The work scope requires implementstion of $w beiow-speciied QA requirements becsuss......
b. Basls for not kmposing OCRWM QA Program Requicements
The work scope does not require impla on of & QA prog: b
2 GAPD Apphicabitty
Thve contractor sheil imp rt the lofowing subsections of the OCRWM Qusilly A Program Description [ %, DOE/AW-0215 and QA controls in
p of the d work:
21 QAPD Sutsections
[] NONE
1. ORGANIZATION 3 INSTRUCTIONS, PROCEDURES, AND DRAWINGS
(110 General {151 OCRWM Document Control
[] 1151 Delegation of Work
{1 1.1.12 Resolution of Disputss (1 3.1.1 Contral
{1 1.1.13 Resoktion of ARegations ] OOCUMENT CONTROL
(1 1194 Stop Work Autharity 1) 80 Genern
2 QUALITY ASSURANCE PROGRAM
{120 General [ ] 6.1 OCRWM Oocument Controt
{}2.1 OCRWM Quality Assurance Program ] 8611 Co Prep Revision, Review, and Approval
1 211  Quality Assurance Requitements {] 6.1.2 issuance and Cistribution
{] 212 Cuality Assurance Program Description f] 613 Controfed Documents
{1 213 Quality A Admini Proced 7 CONTROL OF PURCHASED ITEMS AND SERVICES
{] 214 implementing Line P . []70 Genem
[] 215 Oeilegated work [) 7.1 OCAWM Control of Purchased ems and Services
[} 218 Quality Assurance Program Controis {1 7.1.1 Control
{] 217 Readiness Reviews 16 CORRECTIVE ACTION
[] 218 Quality Leveis and Graded Quality Assurance [] 18.0 General
{}] 218 P C i Setection, & ination, Training and {] 18,1 OCRWM Corrective Action
Ouaification (1 161.1Control
[] 21.10 Surveillance []1 16.3.2Trend Analysis
11 2111 Management Assessments {1 18.1.3Significant Conditions Adverse 1o Quality and
[] 2112 Management Information Reporting snd Tracking Corrective Action
3 DESIGN CONTROL, 7 QUALITY ASSURANCE RECCADS
[130 General [117.0 General
[]3.1 OCRWM Control of Design Activities {] 17.1 OCRWM QA Records System
{] 3.3 Systems Engineering [] 17.1.1QA Recorgs
(] 3.1.2 Scientific investigations 18 AUOTS
(] 3.1.3 Processing of Data [] 18.0 Generat
{]  3.1.4 Cesign Process [] 18.1 OCRWM Audit Program
{}] 1.5 Computer Softwarg (] 18.1.1Audit Program implementation
{1 218 Readiness Reviews for Design Activities [}  18.1.2Audit Process
[)  3.0.7 Design Vesification [) 18.0.3External Audits

{1 3.1.8 Second-Level Design Reviews
{1 319 Design Change Control
{]  3.1.10 Design Error and Design Deficiency Control
4 PROCUREMENT ODOCUMENT CONTROL
[] 40 Genersi
[} 49 OCRWM Procurement Document Controt

{1 41t P [ Prep Revision, Review,
and Approval
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2.2

QA Controls

ATTACHMINT IT (Cont'd)

The contractor shall implement the following QA controls in the performance of OCRWM work.

U.S. DEPARTMENT OF ENERGY
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ATTACHMENT ITX

PROCUREMENT QA CONTROLS BASIS SHEET
FOR OCRWM-MANAGED CONTRACTORS

1. QARD Justification

Provide justification for each QARD section or subsection excluded from contractor's QA
requirements.

2. Other GA Requirements Justification

(Provide justification for imposing each additional requirement specified in part 2 of the
Procurement QA Controls Specifications for OCRWM-Managed Contractors.)

U.S. DEPARTMENT OF ENERGY
WASHINGTON, D.C.
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ATTACHMENT IV
PROCUREMENT QA CONTROLS BASIS SHEET
FOR DIRECT-SUPPORT CONTRACTORS
1. QAPD Justification

Provide justification for not imposing each QAPD section or subsection identified as applicable in the
appropriate QA Controls Matrix on the Procurement QA Controls Specification - Direct Support
Contractors. .

2. QA Controls Justification

Provide justifications for not specifying QA Controls found in the applicable QA Controls Matrix for
the work. .

U.S. DEPARTMENT OF ENERGY
WASHINGTON, D.C.
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ATTACHMENT V
ESTABLISHING PROCUREMENT QUALITY ASSURANCE CONTROLS
6.1 inftlator
IDENTIFY NEED !
FOR PROCUREMENT QAAP 7.1 |
QA CONTROLS SPEC o
PER QAAP 7.1 _ T
Inktlator . .
ASSESS SCOPE ‘
TO BE PROCURED T
T e.7 Initistor
o.2 COMPLETE QA
Initlstor CONTROLS SPEC
DETERMINE IS OTHER
APPLICABILITY REQUIREMENTS
OF QA PROGRAM
1S QA
PROGRAM \ o
APPLICABLE 7
6.3 Initiator
DOCUMENT e.8 initlator

~JUSTIFICATION

OCRWM

YES

6.8 initiater

DETERMINE AND
JUSTIFY QAPD

——

DIRECT
SUPPORT

NO

SUBSECTIONS &
QA CONTROLS

6.6 Initlator

DETERMINE AND
JUSTIFY

APPLICABLE QAR
SUBSECTIONS

INCLUDE QA
CONTROLS SPEC

IN PROCUREMENT
PACKAGE

QAAP 7.1

U.S. DEPARTMENT OF ENERGY
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