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4.1
Scope
This section establishes requirements to ensure that procurement controls, design criteria and design bases, and technical and quality specifications that are required to ensure the attainment of quality objectives are included as referenced in Battelle procurement for D&D quality-affecting items and services.  These requirements include the review and approval of procurement documents prior to issuance.

4.2
Applicability
Requirements of this section apply to D&D quality-affecting items and services purchased by Battelle or provided by subcontractors under Battelle techni​cal cognizance.  When required to ensure satisfactory quality, applicable requirements of the DDO Quality Manual shall be contractually required for Battelle subcontractors performing D&D quality-affecting work for DDO.

4.3
Responsibilities
4.3.1
The manager of subcontracts and Battelle-originated Interlaboratory Agreements (ILAs) and the manager of the DDO line section or project initiating the subcontract are responsible for
a.
Ensuring through procurement planning that the statements of work/scopes of work define the services to be accomplished and related technical, administrative, and quality assurance requirements are included in procurement documents
b.
Ensuring with assistance and concurrence from the Quality Manager that the quality assurance specification is consistent with the statement/scope of work and the required quality of the end product
c.
Ensuring that procurement documents and changes thereto (both pre- and post-award) are reviewed and approved by personnel who have access to pertinent information and who have an adequate under​standing of the requirements and intent of the procurement.

4.3.2
The Battelle purchasing officer and the manager of the DDO line section or project initiating the procurement are responsible for
a.
Ensuring with assistance and concurrence of the Quality Manager that the item description and specification are clearly stated in the requisition and purchase order
b.
Ensuring that the requirement for any certifications to verify the item quality are included in the requisition and purchase order.

4.3.3
The manager of subcontracts and Battelle-originated ILAs or the Battelle pur​chasing officer, as applicable, is responsible for
a.
Obtaining the DDO Quality Manager’s evaluation of contractor or item-supplier quality programs and qualifications when required by the DDO Quality Manager
b.
Negotiating technical and quality requirements with subcontractors or suppliers in accordance with the statement/scope of work and other contract or purchase order provisions
c.
Ensuring administrative management of all contract provisions and processing and approving all contract or purchase order changes
d.
Ensuring that all DDO quality-affecting procurement activities comply with Battelle procurement organization requirements.

4.3.4
The manager of the DDO line section or project procuring the sub​contract or item, as applicable, is responsible for
a.
Technical administration of contracts within their areas of responsibility
b.
Providing technical requirements to be included in procurement documents
c.
Assisting in pre-bid evaluations
d.
Reviewing and approving changes to (both pre- and post-award) pro​curement documents.

4.3.5
The DDO Quality Manager is responsible for
a.
Reviewing and concurring with statements/scopes of work and pre​paring the quality specifications, including require​ments for quality-affecting documents, prior to procurement document issuance
b.
Reviewing bid evaluations and changes (either pre- or post-award) to the procurement documents.

4.4
Requirements
4.4.1
General

Procurement requirements are intended to ensure that the required quality of procured items and services for D&D activi​ties is attained.  Applicable regulatory requirements, design bases, and technical requirements such as drawings, specifications, codes, standards, procedures or instructions that specify the work to be accomplished, and the criteria by which acceptance will be determined must be specified by inclusion or reference in Battelle procurement docu​ments.  In addition, specific quality requirements and appropriate subtier procurement requirements shall be delineated in procurement documents.

4.4.1.1
Statement/scope of work shall define the work to be accom​plished and technical and quality-affecting requirements appropriate to assure satisfactory quality.  The quality requirements shall specifically identify those contractually imposed portions of 10 CFR Part 50 Appendix B, 10 CFR Part 71 Subpart H, 10 CFR Part 21, or ASME NQA-1 and other quality documents with which the subcontractor must comply.

4.4.1.1.1
The extent of the required quality program shall depend upon the risk associated with the intended use of the item or ser​vice being procured.

4.4.1.1.2
Where appropriate, subtier contractors shall be required to have a quality program consistent with the applicable quality requirements specified by Battelle for the subcontractor.

4.4.1.2
The quality specification shall consist of quality requirements con​sistent with applicable codes and standards, scope of work, and the applications or intended use of the procurement.  The following factors should be considered when determining quality requirements:

a.
Importance of malfunction, failure, error, or inaccuracy of the procured service or item to the facility or public safety;

b.
Complexity or uniqueness of the item or service being procured;

c.
The need for special controls, surveillances, or assessments as based on the complexity or uniqueness of the item or service;

d.
Functional compliance as demonstrated by verification and/or validation;

 



e.
Degree of standardization and quality history of the item or service.

The quality specification shall be submitted for review and con​currence by the applicable organization or project manager initiating the procurement.

4.4.1.3
Contract requisition provisions shall include (when appli​cable), but not be limited to, the following stipulations:

a.
Identification of, and schedule for, documentation required to be submitted to Battelle for information, review, and acceptance;

b.
Requirements for preservation, maintenance, retention times, and disposition of subcontractor quality-affecting records;

c.
Right of access to subcontractor or subtier contractor facilities and quality-affecting records for inspection, surveillance, or assessment;

d.
Identification of test, inspection, and/or acceptance requirements for monitoring and evaluating subcontractor performance;

e.
Requirements for reporting problems and non-conformances, including provisions for reporting corrective actions or dispositions and Battelle review and approval thereof
f.
Requirements that the provisions specified in the contract be embodied in subtier procurement documents as applicable
g.
Requirements that subtier procurement documents for D&D quality-affecting activities or items be submitted to Battelle for review and consent prior to award.

4.4.1.4
Procurement documents for spare and replacement parts shall require their identification and the appropriate delineation of the technical and quality-related data required for ordering these parts.

4.4.2
Submittals

When specified by the procurement documents, the submittal of a sub​contractor’s quality plan for Battelle’s acceptance shall be required to be transmitted to Battelle as early in the contract period as possible.

 
4.4.3
Review and Approval

Procurement documents, including statements/scopes of work, authori​zation documents, requirements, and changes, shall be reviewed by the appropriate subcontracting and Battelle-originated ILA manager or purchasing officer, the appropriate section or project manager, and the DDO Quality Manager to ensure that procurement, technical, and quality requirements are included.  Approval and/or concurrence shall be documented prior to contract or purchase award.

4.4.3.1
Changes to statements/scopes of work, authorized procurement documents, etc., shall receive reviews and approvals commen​surate with those received by the original procurement document.

4.4.3.2
Changes made as a result of the bid evaluations or precontract negotiations shall be incorporated into the procurement docu​ments.  The review of such changes and their effects shall be completed prior to contract award.  This review shall include the following considerations:

a.
Appropriate requirements specified in paragraphs 4.4.1 and 4.4.2.
b.
Determination of any additional or modified design criteria.
c.
Analysis of exceptions or changes requested or specified by the supplier and determination of the effects such changes may have on the intent of the procurement docu​ments or quality of the item or service to be furnished.
d.
This evaluation shall be documented and changes shall be dispositioned and approved.
e.
Changes to be incorporated into the procurement documents shall receive reviews and approvals commensurate with those received by the original procurement document.

4.5
Records
Records that provide objective evidence of compliance with the requirements of this section shall be identified, maintained, and controlled in accordance with Section 17.0 of this manual.
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