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DOCUMENTATION AND CONTROL OF
PURCHASED ITEMS AND SERVICES

1.0 Scope

This procedure applies to the procurement of quality affecting items or services for Decontamination and Decommissioning Operations (DDO). It covers the procedures to be followed to ensure that purchasing of items and services is controlled and appropriately documented from the initial procurement document through product or service review and acceptance. The requirements of this procedure are in addition to requirements established in Battelle Procurement System Procedures (PSP-1510 Series of Procedures) (Reference 3.1.11). Item or service purchases that will not affect the quality of DDO activities (such as office supplies, most furniture, many expendable items, Occupational Safety and Health Administration (OSHA) required safety equipment, and funding only extensions) are not subject to this procedure. The use of the Battelle P-Card and On-Line Acquisition systems for procurement of quality affecting items and services is prohibited (see Section 4.4 for additional information).

2.0 Purpose

The purpose of this procedure, in addition to requirements established in Battelle Procurement System Procedures (PSP-1510 Series of Procedures) (Reference 3.1.11), is to prescribe requirements and methods for controlling and documenting procurements to ensure that DDO requirements are correctly specified and that items or services being procured will satisfy their intended need. This procedure implements the requirements of the DDO Quality Manual, Section 4.0 and parts of Section 7.0 (Reference 3.1.1).

3.0 References, Definitions, and Developmental Resources

3.1 References

3.1.1 DD-MN-01, Quality Manual, Decontamination and Decommissioning Operations

3.1.2 QD-AP-10.1, Inspection of Items

3.1.3 QD-AP-2.1, Program Quality Grading

3.1.4 PR-AP-17.1, Operation of the Project Records Management System

3.1.5 HP-AP-29.0, Control of Radiological Measuring and Test Equipment and Instruments (RMTEI)

3.1.6 10 CFR Part 20, Standards for Protection Against Radiation

3.1.7 40 CFR Part 191, Environmental Radiation Protection Standards for Management and Disposal of Spent Nuclear Fuel, High-Level and Transuranic Radioactive Wastes
3.1.8 
3.1.9 
3.1.10 
3.1.11 10 CFR Part 21, Reporting of Defects and Noncompliance
3.1.12 QD-AP-7.1, Supplier Evaluation and Qualification

3.1.13 
3.1.14 SM-OP-01.0, Control of Non-Radiological Measuring and Test Equipment and Instruments (NRMTEI)
3.1.15 Battelle Procurement System Procedures (PSP-1510 Series of Procedures)
3.2 Definitions

Refer to the BCLDP Procedures Dictionary for definitions of the following terms:

	Commercial Grade

On-Line Acquisition

P-Card Purchase

Procurement Document

Quality Affecting

	Quality Requirements
Requisition for Purchase

Statement of Work (SOW)

Subcontract

Technical Specifications


3.3 Developmental Resources

· DD-93-05, Subcontracting Plan   
4.0 General

4.1 Battelle policy requires that all procurement activities be conducted in accordance with the Battelle Procurement System Procedures (PSP-1510 Series of Procedures)  (see Reference 3.1.11).

4.2 Repetitive purchases of the same items or services need not undergo Quality Department review, provided that the initial requisition was subjected to a Quality review (see requirements and note in the guidelines of Exhibit 1), and no technical changes were made from the original reviewed requisition. However, if a DDO-018 and/or DDO-019 were required for the original reviewed requisition, repetitive requisitions still require completion and submission of these forms by the responsible staff member. 

4.3 The Requisitioner and Quality Manager shall close all quality affecting DDO procurement actions as specified in Section 5.5. This includes completing DDO-019 and submitting it, plus all documentation associated with the procurement, to the Quality Department for review prior to submittal to Project Records.


4.4 Since the Battelle P-Card and On-Line Acquisition systems do not provide a traceable paper trail, their use in the procurement of quality affecting items and services is prohibited.

4.5 Refer to reference 3.1.1, Sections 4.0 and 7.0, for additional requirements applicable to quality affecting purchases.


5.0 Procedure

5.1 Initiation of Procurement

5.1.1 When a need for an item or service has been defined, the Responsible Manager shall determine whether the item or service is quality affecting. The Responsible Manager shall use Exhibit 1 as a guideline for making the determination and should consult with the Quality Manager and other knowledgeable personnel, as necessary. If the item or service is determined not to be quality affecting, the remaining requirements of this procedure do not apply to the purchase or subcontract.

5.1.2 The requisitioner shall prepare procurement documentation as prescribed in Reference 3.1.11 (e.g., the Purchase Requisition (PR) Form B701 (see Exhibit 2), Request for Proposal (RFP) or Request for Quotation (RFQ)). The requisitioner shall ensure that the PR, RFP, or RFQ includes, as applicable, any or all of the listed elements in Exhibit 3. Regardless of which form of procurement documentation is used the QA review (see Section 5.2.12.) will be performed on all procurement documentation at the stage of Statement of Work (SOW) preparation.

Note: The SOW must be reviewed by QA prior to submission to bidders (e.g., RFP or RFQ) to assure that QA requirements are costed into the proposal and not added as an extra cost item in addition to the technical SOW.

5.1.3 
· 
· 
· 
· 
· 
· 
· 
· 
5.1.4 The requisitioner shall sign the procurement documentation (e.g., PR, RFP, RFQ, or cover document) to indicate that the requisitioner is the originator.
5.1.5 The requisitioner shall complete DDO-018 to have a documented strategy for verifying the quality and formally accepting the purchased item (Reference 3.1.2) or service. The completed form shall be included in the procurement package for information during approval reviews. The requisitioner shall include in the procurement package a quality requirements statement that is commensurate with quality importance. Include Exhibit 4 for quality related procurements and Exhibit 5 for quality related commercial grade related procurements.
5.2 Reviews and Approvals

5.2.1 The procurement documentation shall have the following DDO approvals prior to being issued to prospective source(s) or submitted to Battelle Purchasing or Subcontracts departments.

5.2.1.1 Responsible Manager for technical adequacy, administrative and technical direction, inclusion of appropriate regulatory requirements (including health and safety) and, for PRs, authorization to commit funds. The Responsible Manager shall ensure the procurement is defined and specified in accordance with this procedure, and request reviews by other qualified individuals for support in determining the adequacy of any of these criteria. The Responsible Manager (or designee) also verifies that the following are included in the procurement documentation package:
a. A complete description of the item or service being procured 

b. An inspection plan for the item has been prepared and identified (DDO-018)
c. An appropriate SOW that identifies in sufficient detail the following:

· The nature and scope of work to be performed

· Specific administrative/technical requirements

· A schedule for the proposed work, if appropriate

· Certification requirements (if necessary).
· Quality requirements are commensurate with quality importance (see Exhibit 3, Exhibit 4 and Exhibit 5).
NOTE:
See Section 4.2 or the Exhibit 1 “Note” concerning repetitive purchases of items.

5.2.1.2 Quality Manager (or designee) shall ensure identified suppliers are on the Approved Suppliers List in accordance with Reference 3.1.9. Quality Manager (or designee) also verifies that the following are evident in the procurement package, as applicable: 

a.
Implementation of the requirements of this procedure
d. Quality requirements are commensurate with quality importance (see Exhibit 3, Exhibit 4 and Exhibit 5).
e. 
f. 
· 
· 
· 
· 
· 
5.2.1.3 Financial representative for determination of proper work authorization, work package/subaccount number, and funds availability.

5.2.2 DDO approvals of RFPs or RFQs shall appear on the RFP, RFQ, or cover document. DDO approvals of PRs shall appear on the Purchase Requisition – Form B701 (Exhibit 2). 
5.2.3 Following all required DDO reviews and approvals, the requisitioner shall forward a copy of the procurement package along with the original DDO-018 to the Quality Manager (or designee). The requisitioner shall then issue the RFP or RFQ to the prospective source(s) or forward the PR to Battelle Purchasing or Subcontracts.
5.3 Generation of Purchase Order/Subcontract

5.3.1 A purchase order (PO) or subcontract shall be prepared and issued by Battelle purchasing or subcontracts in conformance to Battelle Procurement Systems Procedures (Reference 3.1.11) and government regulations, subsequent to obtaining all required DDO approvals, and incorporating the following as applicable.

5.3.1.1 The Battelle Purchasing representative may order commercially available items by telephone directly from the DDO-approved PR. However, a PO shall be prepared and issued to verify any procurement initiated by telephone.

5.3.1.2 A Subcontracts/Purchasing representative trained and qualified on this procedure shall perform a quality control (QC) check to assure that subcontracts and POs are in conformance with approved requisition documents prior to issue. The package shall be reviewed and edited by the Subcontracting/Purchasing representative for:
· Completeness, accuracy, and clarity

· Appropriateness of source recommendations

· Performance feasibility and schedules

· Reporting requirements or other documentation

· Documents incorporated by reference
· Appropriate flow down clauses and provisions

· Standard contractual terms and conditions.

A signature on the purchase order or subcontract by this trained and qualified Subcontracts/Purchasing representative shall document implementation of this requirement.

5.3.1.3 The Subcontracting/Purchasing representative may implement any changes to technical, administrative, quality, regulatory, and health and safety specifications and funding considerations of the package only after concurrence by the requisitioner, Responsible Manager, Quality Manager, and/or DDO Financial representative, as appropriate. Additions or changes to standard purchasing and contractual terms and conditions will not require additional DDO review.

5.3.1.4 Copies of issued POs or subcontracts containing technical, administrative, quality, regulatory, and health and safety specifications and funding considerations will be provided to the requisitioner by the Subcontracting/Purchasing representative. Any additional information will be furnished to the requisitioner upon request.

5.4 Subcontractor/Vendor Monitoring

5.4.1 The monitoring activities shall be planned, coordinated, and conducted to an extent commensurate with the quality grading (Reference 3.1.3) of the procurement and the importance of the item or service to the D&D Program objectives.

5.4.2 Monitoring of the subcontractor/vendor is primarily the responsibility of the requisitioner. Support monitoring and oversight may be provided by appropriate support disciplines such as Quality, Safety, and Project Management. The requisitioner will primarily monitor the technical activities of the subcontractor/vendor, and the support groups will monitor implementation of appropriate activities within their specialized disciplines.

5.4.3 The requisitioner shall conduct technical monitoring, as appropriate, by methods such as telephone and on-site communication, review of receiving inspection reports/nonconformances, progress reports, project management system reports, and on-site review/audit.

5.4.4 The Quality Manager shall be responsible for quality monitoring, which shall be conducted by written or verbal communication, and assessments.

5.5 Contract Closure

5.5.1 Acceptance of items or services shall be based on one of the following criteria that are usually specified in the procurement package and/or on DDO-018.

5.5.1.1 Subcontractor or supplier providing a certificate of conformance to the SOW and other contractual requirements.

5.5.1.2 Source verification/inspection.

5.5.1.3 Receiving verification/inspection.

5.5.1.4 Verification/inspection at the work site.

5.5.1.5 Post-installation test.

5.5.1.6 Battelle verification that performed work is correct and in accordance with requirements.

5.5.1.7 Commercial grade items are received as ordered and conformance to requirements is ascertained.

5.5.2 The requisitioner shall be responsible for the review and evaluation of the deliverables by methods commensurate with their importance to the program objectives. The review, evaluation, inspection, and acceptance of deliverables shall be conducted as pre-planned and documented on DDO‑018.

5.5.3 The requisitioner or designee shall inspect or evaluate the purchased item, material, or service and document the acceptance or disposition of the procurement on DDO-019 in accordance with Reference 3.1.2.. The completed DDO-019 and all related documentation (requisition, RFP, proposal, DDO-018, etc.) shall be forwarded to the Quality Manager or designee for review and approval. This is the official project file for the procurement and should contain all documentation related to the procurement.
5.5.4 The DDO Quality Department shall not close out procurements until the proper documents are signed by the responsible DDO staff member.

5.5.5 The Quality Manager or designee shall forward the original (if possible) and one copy of all documentation associated with the procurement to Project Records in accordance with Reference 3.1.4.

5.5.6 The DDO Project Records Manager shall maintain these documents in accordance with Reference 3.1.4. The Purchasing/ Subcontracting Office will retain records according to its procedures, but such records shall not be considered DDO project records.

5.6 Emergency Procurement

5.6.1 For a bona fide emergency, the staff member (requisitioner) may telephone or facsimile copy (FAX) a request for items directly to the Battelle Purchasing Department. The requisitioner’s manager approving this request shall ensure that one of the following possible events has occurred or is occurring:

5.6.1.1 Failure to receive the items or service will adversely affect project performance.

5.6.1.2 Failure to receive the item or service will result in a work stoppage and idling of employees.

5.6.1.3 Failure to receive the items would extend an already unsafe condition.

5.6.2 Within two (2) working days, the Battelle Purchasing Department shall issue the confirmatory PO with all necessary documented approvals and referencing the emergency request and its date.

6.0 Records

6.1 Documents generated by implementation of this procedure, including those from vendors (see Sections 5.4 and 5.5.1), may include, but are not limited to, the following, as applicable. The requisitioner shall assure proper compilation of these records for timely submittal to the Quality Manager, who in turn submits the package to Project Records in accordance with Reference 3.1.4.

· 
· Requisition for Purchase (containing all appropriate approvals)

· DDO-018, Quality Purchase Requisition Control form

· Purchase orders and/or subcontracts and all changes

· Request for Proposal (if issued)

· Design documentation, drawings, etc.

· Technical and quality monitoring documentation

· Certificate of Conformance (C of C)

· Subcontractor statement or other evidence that the deliverable meets the requirement (e.g., C of C)

· Supporting raw data, references, communications, etc.

· Inspection/calibration/verification documentation

· Independent reviews such as technical, peer, and design

· Documentation of requirements not met (nonconformances)

· Approved deviations/nonconformances

· Test results if applicable

· DDO-019, Quality Purchase Receiving Control form

6.2 Technical support staffing subcontracts, where acceptance of work is monitored daily and verified by purchaser approvals on invoices, are exempted from use of DDO-018 and DDO-019.

7.0 Forms, Exhibits, and Attachments
7.1 Forms

· DDO-018, Quality Purchase Requisition Control
· DDO-019, Quality Purchase Receiving Control
7.2 Exhibits

· Exhibit 1, Guidelines for the Determination of Quality affecting DDO Procurements

· Exhibit 2, B701, Requisition for Purchase
· 
· Exhibit 3, General Elements Included During Preparation of the RFP/PR
· Exhibit 4, Quality Assurance Requirements for Quality Affecting Purchases
7.3 Attachments

None.

EXHIBIT 1

GUIDELINES FOR THE DETERMINATION OF 
QUALITY-AFFECTING DDO PROCUREMENTS

The item or service is important to program data acquisition and accuracy. This includes all instruments in the Measuring and Test Equipment and Instrument program (HP-AP-29.0 and SM-AP-01.0; References 3.1.5 and 3.1.10 respectively).

A failure by the item or activity would lead to radiation exposures or release levels and/or effluent radioactivity exceeding the limits prescribed in 10 CFR Part 20 (Reference 3.1.6) and 
40 CFR Part 191 (Reference 3.1.7).

Failure or malfunction of the item or service could have significant, direct impact on the radiological or non-radiological health and safety of workers, the public, or the environment. Those items that are solely governed by OSHA requirements and that do not impact the waste stream are not included in this scope.

The item or service requires a special process that must be qualified and conducted by a certified operator.

Failure of the item or service would have a significant cost (>$50,000), schedule (> 3 months), technical, regulatory, or management impact on the D&D Program.

Items meeting any of the above conditions are deemed quality affecting and are subject to the requirements of this procedure.

Items that meet any of the above conditions and meet all of the following conditions may be procured as q
uality affecting commercial grade items:
1) The item is not subject to design or specification requirements that are unique to nuclear facilities;
2) The item is used in applications other than nuclear facilities;

3) The item is to be ordered from the manufacturer/supplier on the basis of specifications set forth in the manufacturer’s published product description (e.g., catalog).
4) Final design documents (or alternately, management plans or procedures where design documents do not exist) state that use of commercial grade items is acceptable.
NOTE:
Repetitive purchases of the same items or services need not undergo Quality Department review, provided that the initial requisition was subjected to a Quality review (if required by aforementioned guidelines), and no technical changes have been made from the original reviewed requisition. However, if a DDO-018 and/or DDO‑019 were required for the original reviewed requisition, subsequent requisitions not requiring review still require completion and submission of these forms by the responsible staff member.

EXHIBIT 2

REQUISITION FOR PURCHASE
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EXHIBIT 3

GENERAL ELEMENTS INCLUDED DURING PREPARATION OF RFP, RFQ or PR

For generation of Request for Proposal (RFP), Request for Quote (RFQ) or Requisition for Purchase/Purchase Requisition (PR Form B701 shown in Exhibit 2), the requisitioner, with assistance from the proposal center and/or purchasing staff, is responsible for preparing and attaching quality requirements, technical requirements, and other required supporting documentation or information to the RFP, RFQ, and/or the PR, as needed.

The following is a list of elements typically incorporated during initiation of an RFP or PR. This is by no means a complete list and should be used only as general guidance for initiating procurement.

· 
· The technical SOW, including description of the item or service to be procured, design bases, specifications, instructions, and standards.

· Specification of applicable 10 CFR 21 (Reference 3.1.8) requirements, quality requirements, health and safety requirements, and training requirements. The extent of these requirements is dependent on the nature and scope of the item or service. The quality requirements will be specifically delineated and will consist of specific requirements to be implemented or a provision for the item or service to meet the Battelle DDO Quality Program.

· A statement indicating that an item is quality affecting or quality affecting commercial grade.
· Applicable quality requirements. Criteria for determining “quality requirements” can be found in the BCLDP Procedures Dictionary.

· Provision for access to the supplier’s facility for visits, inspections, and audits, including access to records shall be included in SOW or in terms and conditions attached to SOW.

· Instructions for retention and disposition of records.

· Quantities, delivery dates, and delivery instructions.

· Administrative and reporting information, including that pertaining to cost and budget.

· 
· 
· Methods by which the items or services will be accepted by Battelle (see Section 5.5.1).

· 
· Completion schedule or period of performance.

· Records to be generated and maintained by the subcontractor to be turned over to Battelle.

· Other documents referenced (title and revision number) to provide necessary information.

· 
EXHIBIT 4

BATTELLE COLUMBUS LABORATORIES

DECOMMISSIONING PROJECT

(BCLDP)

Quality Assurance Requirements for Quality Affecting Purchases

The supplier shall have a documented quality assurance program consistent with the applicable requirements of the ASME NQA-1-1989 Standard, Quality Assurance Program Requirements for Nuclear Facilities (NQA-1), Basic and Supplemental Requirements only. In addition, the supplier must meet the following specific requirements.
A. Nonconformances

1. The supplier shall submit a report of nonconformance to BCLDP that includes supplier-recommended disposition (for example, “use as is” or “repair”) and provide technical justification for such disposition.

2. Reports of nonconformance to procurement document requirements or documents approved by BCLDP shall be submitted to BCLDP for approval. Examples of conditions requiring a report of nonconformance include:

· Failure to meet technical or material requirements.

· Failure to meet a requirement in supplier documents that have been approved by BCLDP.

· The nonconformance cannot be corrected by continuation of the original manufacturing process or by rework.

· The item does not conform to the original requirement even though the item can be reworked to a condition such that the item’s capability to function is unimpaired.

3. BCLDP will evaluate the supplier-recommended disposition and inform the supplier of the acceptance or rejection of the proposed disposition. BCLDP will work with the supplier to reach an acceptable disposition.

4. The supplier will provide objective evidence to BCLDP to allow BCLDP to verify implementation of the approved disposition.

B. Rights of Access

BCLDP reserves the right to audit the supplier’s facility during normal working hours for the purpose of determining if the supplier is complying with their quality assurance program and the purchase order requirements.

C. Retention and Disposition of Records

The supplier will maintain, disposition, and retain quality assurance records, and other records specified by the Purchase Order, in accordance with the requirements of NQA-1, Supplement 17S-1, Supplementary Requirements for Quality Assurance Records. 
D. Pass-Down of Quality Requirements
The supplier shall incorporate appropriate quality assurance program requirements in sub-tier procurements documents relevant to this Purchase Order, including the requirements specified in this document. 
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QUALITY PURCHASE REQUISITION CONTROL

1.0 Responsible Staff Member Date

2.0 Item or Service To Be Purchased

3.0 Item or Service Supplier

4.0  Specify source or receiving verification/inspection plan including the following information
or, if a verification/inspection procedure exists, provide the document number

4.1 Characteristics to be verified/inspected:

4.2  Verification/inspection method:

4.3  Acceptance Criteria:

4.4  Method (usually a DDO-019 Form) for recording verification/inspection results and
content of documentation:

4.5 Assigned verification/inspection personnel (if applicable):

DDO-018 Revision 4 1/94(rm)




Check box for TRU purchases – Measuring and Test Equipment
If this box is checked, the purchase is for the BCLDP TRU Waste Certification Program. If the product or service provided by the supplier directly or indirectly involves the use of devices or systems used to calibrate, measure, test, gage, or inspect in order to control or acquire data to verify conformance to specified requirements, the supplier shall conform with the requirements of ANSI/NCSL Z540-1, Calibration Laboratories and Measuring and Test Equipment – General Requirements.

EXHIBIT 5
BATTELLE COLUMBUS LABORATORIES

DECOMMISSIONING PROJECT

(BCLDP)

Quality Assurance Requirements for Quality Affecting Commercial Grade Purchases

The supplier of quality affecting commercial grade items or services must show a commitment to producing a quality item or service. Commercial grade items or services must meet all producer published specifications. In addition, the supplier must meet the following specific requirements.
A. Nonconformances

1. The supplier shall submit a report of nonconformance to BCLDP that includes supplier-recommended disposition (for example, “use as is” or “repair”) and provide technical justification for such disposition.

2. Reports of nonconformance to procurement document requirements or documents approved by BCLDP shall be submitted to BCLDP for approval. Examples of conditions requiring a report of nonconformance include:

· Failure to meet technical or material requirements.

· Failure to meet a requirement in supplier documents that have been approved by BCLDP.

· The nonconformance cannot be corrected by continuation of the original manufacturing process or by rework.

· The item does not conform to the original requirement even though the item can be reworked to a condition such that the item’s capability to function is unimpaired.

3. BCLDP will evaluate the supplier-recommended disposition and inform the supplier of the acceptance or rejection of the proposed disposition. BCLDP will work with the supplier to reach an acceptable disposition.

4. The supplier will provide objective evidence to BCLDP to allow BCLDP to verify implementation of the approved disposition.

B. Rights of Access

BCLDP reserves the right to audit the supplier’s facility during normal working hours for the purpose of determining if the supplier is complying with their quality assurance program and the purchase order requirements.
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QUALITY PURCHASE RECEIVING CONTROL
Procedure:

Purchase OrderNo. _______ _ Supplier

Purchased item

Battelle purchaser

Date shipment received at Battelle

Shipment opened by

Certification was received. Yes No Not Required

Purchase is properly packaged, identified and the package undamaged in shipment.
Yes No

Specification Inspection Data/Results (attach additional data, if necessary).

Purchased item disposition.

O Controlled storage, location

D Item is accepted.

D Item is conditionally accepted and Conditionally Accepted Tag is completed and attached. Fill out
NCR if item is nonconforming to any requirement.

D Item is rejected. A Hold Tag has been attached to the item and and NCR completed for processing
as per QA-AP-15.1.

D Item returned to supplier/subcontractor

D Item held for rework. Explain

Disposition of purchased item approved by: (Signature Required)

Purchaser (Originator) Date

Quality Representative Date

DDO-019 Rev. 3 1/94 (rm)




[image: image6.png]5<Battelle

. . . Putting Technology To Work




B701 (Rev.6/01)





� EMBED PBrush  ���








_918365401

