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7.1
Scope
This section provides requirements for control of the procurement process to ensure that procured services or items conform to the requirements in DDO quality-affecting procurement documents.

7.2
Applicability
The requirements of this section apply to quality-affecting services or items purchased by Battelle for DDO projects or facilities.

7.3
Responsibilities
7.3.1
The managers of DDO groups or projects initiating the procurement are responsible for
a.
Planning and establishing procurement requirements and activities to ensure a systematic approach to the procurement process.  This includes giving due consideration to the requirements in this manual, and other Battelle rules and policies.
b.
Evaluating prospective subcontractors and suppliers and their proposals and item descriptions/specifications to determine proposed acceptability with respect to procurement requirements.
c.
Monitoring subcontractor activities, as needed.
d.
Evaluating and accepting, as appropriate, subcontractor or supplier dispositions to nonconforming conditions.
e.
Evaluating subcontractor or supplier documentation to determine compliance with procurement document requirements.

7.3.2
The DDO Quality Manager is responsible for
a.
Assisting in the planning, establishing, and implementing of procurement activities to ensure compliance with quality requirements


b.
Ensuring that procurement processes include appropriate Quality participation
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Concurring in procurement planning and documentation
d.
Assisting in evaluation of prospective subcontractors and suppliers and their proposals and item descriptions/
specifications
e.
Verifying subcontractor’s compliance to procurement requirements during execution of the subcontractor’s work
f.
Evaluating subcontractor or supplier documentation of the service or item to determine compliance with procurement document and quality requirements.

7.3.3
The manager of subcontracts, the person responsible for Battelle-originated ILAs, or the Battelle purchasing officer, as appropriate to a specific purchase, is responsible for:
a.
Implementing the requirements of this manual, and other Battelle rules and policies that apply to procurement activities, in applicable area of responsibility
b.
Obtaining the DDO Quality Manager’s evaluation of subcontractor’s quality program and qualifications
c.
Negotiating technical and quality requirements with subcontractors of suppliers in accordance with the statement/scope of work or item specification and other contract or purchase order provisions
d.
Assuming administrative management of all contract or purchase order provisions and processing and approving all contract or purchase order changes
e.
Establishing controls of procurement services and items.

7.4
Requirements
7.4.1
Procurement Control

Control of procurement services and items shall be established.  The extent of control shall consider interface compatibility and a uniform approach to procurement activities and shall be relative to the importance, complexity, and quantity of services or items, in terms of public safety, environmental consideration, and major economic commitments.

7.4.2
Procurement Planning

Procurement activities shall be planned and documented to ensure a systematic approach to the procurement process consistent with the significance of the procurement.  Planning activities shall be initiated and completed as early as practicable but no later than the start of procurement activities.  The process shall result in documented  identification of procurement objectives, responsible personnel, methodology, schedule, and technical and quality requirements.  Procurement planning shall, as a minimum, consider the need for, and extent of
a.
Procurement document preparation, review, and change control
b.
Selection of procurement services
c.
Subcontractor and subtier contractor quality program and control
d.
Proposal/bid evaluation and award
e.
Verification activities by Battelle (monitoring subcontractor performance by assessment, surveillance, inspection, including hold and/or witness points, or other appropriate means)
f.
Resolution and control of non-conformances
g.
Corrective action and follow-up
h.
Acceptance of completed items or services
i.
Quality records to be maintained and delivered.


7.4.3
Proposal/Bid Evaluation

Prospective subcontractors and suppliers, and their proposals or bids, shall be evaluated to determine their capability to provide services or items in accordance with the statement/scope of work, or item specification, and procurement documents prior to contract/purchase order placement.

7.4.3.1
Proposal/bid evaluation shall determine the extent of conformance to the procurement documents.  This evaluation shall be performed by individuals or organizations designated to evaluate the following subjects, as applicable to the type of procurement:

a.
Technical considerations
b.
Quality requirements
c.
Supplier’s personnel
d.
Supplier’s production capability
e.
Supplier’s past performance
f.
Alternates
g.
Exceptions.

7.4.3.2
The conformance of quality programs, practices, and plans to procurement document requirements shall be evaluated prior to award of contract.  Resolution of, or commitment to resolve, unacceptable quality programs or practices shall be obtained prior to award of contract.

7.4.4
Monitoring Purchases

The extent and type of activities established to verify subcontractors’ performance shall be a function of the relative importance, complexity, and quantity of the items or services procured and shall be conducted as early as practicable.  In all cases Battelle holds subcontractors responsible for their verification of achievement of a quality product.  Activities evaluating subcontractors’ performance shall be documented and performed in accordance with approved procedures.  These activities are
a.
Verifying the subcontractors’ understanding of the requirements, provisions, and specifications within the procurement documents.

b.
Identifying and verifying the subcontractors’ planning techniques and processes for compliance with procurement document requirements.

c.
Reviewing subcontractor technical and quality deliverables as stated in procurement documents for compliance. Acceptance or rejection, and review comments, shall be documented and resolved.

d.
Establishing methods of document information exchange between Battelle and its subcontractors.  Information exchange may be, but is not limited to, changes in emphasis of technical effort, problems related to the quality/quantity of work, guidance related to statement of work events that affect schedule or funding levels, and events that reflect either good or poor technical performance.

e.
Monitoring may also be performed by conducting assessments, surveillances, and/or inspections at the work site.

f.
Verification activities shall be performed by qualified personnel responsible to perform these activities.

7.4.5
Change Information

Controls shall be established for the identification and processing of necessary change information.

7.4.6
Contractor Nonconformances

Measures shall be established for the control of subcontractor non-conformances to procurement requirements.

7.4.6.1
The subcontractor shall be required to document and
a.
Evaluate the nonconformance(s).
b.
Submit the non-conformance to Battelle with a recommended disposition and technical justification as directed.
c.
Verify satisfactory implementation of the disposition.

7.4.6.2
The subcontractor shall be required to obtain Battelle acceptance of a disposition prior to implementation for the following conditions:

a.
Technical or material requirement is violated.
b.
Requirements in subcontractor’s documentation, which have been approved by Battelle, are violated.
c.
Non-conformance cannot be corrected by continuation of the original manufacturing process or by rework.
d.
Restoring an item such that its capability to function reliably and safely is unimpaired even though original procurement requirements are not met (repair or use-as-is disposition).

7.4.6.3
DDO personnel shall
a.
Review other subcontractor-supplied documentation.
b.
Review and accept subcontractor-supplied dispositions, as required.
c.
Initiate any other corrective action as deemed necessary.

7.4.6.4
Documents generated as a result of control of non-conformances shall be maintained by the subcontractor and turned over to Battelle upon delivery of the items.

7.4.6.5
If a subcontractor knowingly supplies items or services that are of substandard quality without notification of Battelle, case-specific reporting and notification processes should be implemented.

7.4.7
Acceptance of Items or Services

Methods shall be established for the acceptance of items or services furnished by subcontractors.  The procurement document shall require that the subcontractor verify that the item or service meets procurement requirements prior to submittal for acceptance and that supporting documentary evidence, as required by code, regulation, or contract requirement, is available on-site prior to use or installation.

7.4.7.1
Certificate of Conformance

When a Certificate of Conformance is used, the minimum criteria shall be met as follows:

a.
The certificate shall identify the purchased material or equipment, such as by the purchase order number.

b.
The certificate shall identify the specific procurement requirements met by the purchased material or equipment, such as codes, standards, and other specifications.  This may be accomplished by including a list of the specific requirements or by providing, on-site, a copy of the purchase order and the procurement specifications or drawings, together with a suitable certificate.  The procurement requirements identified shall include any approved changes, waivers, or deviations applicable to the subject material or equipment.

c.
The certificate shall identify any procurement requirements that have not been met, together with an explanation and the means for resolving the non-conformances.

d.
The certificate shall be signed or otherwise authenticated by a person who is responsible for this quality function and whose function and position are described in the purchaser’s or supplier’s quality program.

e.
The certification system, including the procedures to be followed in filling out a certificate and the administrative procedures for review and approval of the certificates, shall be described in the client’s or supplier’s quality program.

f.
Means shall be provided to verify the validity of supplier certificates and the effectiveness of the certification system, such as during the performance of assessments of the supplier or independent inspection or test of the items.  Such verification shall be conducted by DDO at intervals commensurate with the supplier’s past quality performance, frequency of usage, and the risk associated with the item or service.

7.4.7.2
Source verification shall be implemented in accordance with plans to perform inspections, examinations, or tests at predetermined points, as applicable.  This verification should also be performed at intervals consistent with the importance and complexity of the deliverable and shall be accomplished by monitoring, witnessing, or observing the activities.  Upon deliverable acceptance by source verification, documented evidence of acceptance shall accompany the deliverable and be provided to Battelle and the supplier.

7.4.7.3
Receiving inspection of items shall verify objective evidence to ensure compliance to procurement requirements and shall be coordinated with review of the supplier’s supplied documentation for the deliverable.

7.4.7.3.1
Purchased items shall be inspected as necessary to verify conformance to specified requirements, taking into account source verification and assessment activities and the demonstrated quality performance of the supplier.

7.4.7.3.2
Receiving inspection shall be performed in accordance with established methods and checklist to verify by objective evidence such features as proper configuration; identification; dimensional, physical, and other characteristics; freedom from shipping damage; and cleanliness.
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7.4.7.4
When applicable, post-installation testing shall be performed in accordance with procurement document requirements and criteria mutually established by DDO and the supplier.

7.4.7.5
Methods to accept procurement of services only (i.e., third party inspection; engineering and consulting services; and installation, repair, overhaul, or maintenance work) shall include at least one of the following:

a.
Technical verification of data produced
b.
Surveillance and/or assessment of the activity
c.
Review of objective evidence for conformance to procurement document requirements.

7.4.7.6
Quality documentation related to purchased items or services, such as surveillance and inspection reports, assessments, receiving inspections, non-conformances dispositioned as “use-as-is” or “repair” waivers, corrective actions, and certificates of conformance, shall be evaluated by DDO to determine the subcontractor’s quality program effectiveness.

7.4.8
Control of Subcontractor/Supplier Generated Documents

Documentation generated to provide evidence of compliance to the requirements of this section and applicable procurement requirements shall be controlled, handled, and approved.

7.4.8.1
Subcontractor/supplier generated documents shall be submitted for review and acceptance in accordance with procurement specifications.

7.4.8.2
Procedures/instructions shall be established that provide for acquisition, processing, and recording the evaluation of technical, inspection, and test data against acceptance criteria.

7.4.8.3
Documents that are, or will become, quality records shall be controlled.

7.4.8.4
The organization providing items or services shall furnish the following documentation to DDO:

a.
Identification of any procurement requirements that have not been met
b.
Description of non-conformances with procurement documents classified as “accept-as-is” or “repair.”
7.4.8.5
The procedure for review and acceptance of these documents shall be described in appropriate program implementing procedures.

7.4.9
Commercial Grade Items

7.4.9.1
Commercial grade items may be utilized provided that the following requirements are met:

a.
The commercial grade item, or alternate grade item, is identified in approved design documents.
b.
Source evaluation and selection, when determined necessary, shall meet the requirements of this section.
c.
Commercial grade items shall be identified in the procurement documents by the manufacturer’s or industrial published product description (e.g., catalog number).

d.
An alternate commercial grade item may be applied, provided the cognizant design organization provides verification that the alternate commercial grade item will perform the intended function and will meet design requirements applicable to both the replaced item and its application.

7.4.9.2
Acceptance of commercial grade items shall be based on
a.
Determination that the item received was the item ordered
b.
No shipping damage occurred to the item
c.
Verification (inspection and or testing) by DDO to assure that the item meets the requirements of the published standards
d.
Determination that related documentation was received and is acceptable.

7.5
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.

