1. CONTROL OF PROCURED ITEMS OR SERVICES

Use of items or services procured or otherwise obtained for experimental and non-experimental work at or for Fermilab must be properly controlled including, where applicable, evaluation of suppliers. Items must be inspected/tested/reviewed for acceptance or qualified from supplier data using mutually agreed upon procedures and specifications with results documented in a Certificate of Conformance (C of C), Certificate of Analysis (C of A) or other agreed upon format and accompanying any shipment.  Also, items must be identified and/or otherwise controlled to ensure appropriate application and use. Where possible, a unique physical identification is used and recorded.

Note – A control plan from the supplier should be reviewed and approved as part of the purchase requirements.

Note - Items can include, but are not limited to, materials, hardware, assemblies, subassemblies, systems, subsystems, support systems, components, units, equipment, modules, parts, chemicals, gases, software, and structures having technical, quality, and safety requirements.

Note - Services can include design, analysis, and other consulting, professional and/or support services including construction, demolition, decontamination, painting/coatings, asbestos/lead analysis and abatement, and other services having technical, quality, or safety requirements.

1.1.1. PROCUREMENT

1.1.1.1. INTRODUCTION

This section establishes the QA requirements for the Fermilab procurement process.  The process expectations are as follows: 

· items and services provided by suppliers meet or exceed the requirements and expectations of the designer and end user;

· requirements are accurately, completely, and clearly communicated; and

· the proper product or service is delivered on time and maintained.
Fermilab management controls exist for DOE procurement and subcontracts through applicable DOE Orders, the Department of Energy Acquisition Regulation (the DEAR) in 48 CFR subchapters A through H, and the Federal Acquisition Regulation (FAR), in 48 CFR 970 et. seq. and are documented in the Procurement Manual.
All purchased materials and services required for the manufacturing of products require written purchase orders or procurement credit card (Pro-card).  Purchased materials shall satisfy current government, safety, environment, health and safety considerations applicable to the U.S. and country of manufacture and sale.

The procurement process requires the requestor use the Graded Approach Procedure, 10.002.000, to ensure that the item or service is procured commensurate with the item/service risk importance and safety related end use.

The design and procurement requirements provided by the design authority, typically the engineering function, must be met during construction, modification, maintenance, and research and development (R&D) activities to ensure that an acceptable item (or service) is delivered on time and maintained until use.

All materials are purchased from approved suppliers or by single-source justification submitted to and approved per procedures in Procurement Manual. 

All suppliers shall comply with procurement specifications and purchase order or contract terms and conditions.  Product(s) purchased per customer (organization outside Fermilab or DOE contract) specified requirements, that currently do not appear on Fermilab’s approved supplier list, may only be used per the requestor’s design record (spec, drawing, quote, etc.) until the qualification process protocol is completed through [Fermilab Supplier Management] program, where necessary.

When specified in a contractual agreement or Memorandum of Understanding (MOU), a customer or customer’s representative will be given the right to verify at source or upon receipt that the purchased product conforms to the specified requirements.  Customer verification does not absolve Fermilab from delivering a quality product.

Fermilab expects suppliers to provide items which are to “fit for the purpose” for which they are intended.  As a means of acceptance, suppliers must acknowledge our requirements either via our purchasing process and per mutually agreed upon procurement specifications, or via other documentation/testing criteria as stipulated in purchasing (contract) documentation.  Fermilab may, at its discretion, perform site audits, require suppliers perform self-assessments, control plans and/or data or other reports to insure compliance. 

Note - 
Control Plans shall be developed using a multi-disciplined approach to address engineering requirements, special characteristics and process controls for the product or service.  When requested, each critical process shall have a control plan and shall be reviewed and updated when changes to the original process occurs.  Changes to the supplier’s process may not be applied to Fermilab items or services without written approval by Fermilab once the initial process has been approved.
The suppliers shall establish quality procedures where possible that eliminate the need for Fermilab incoming inspection.  Copies of suppliers' quality test and/or certifications of results are used for this purpose.  Pending satisfaction with the supplier’s quality system, incoming materials are subject to inspection on a sample basis.

The procurement and receipt inspection process supports the identification and prevention of the introduction of suspect and counterfeit items (S/CI). The system for S/CI detection prior to release for use is detailed in Section 2.2.5, Suspect and Counterfeit Items.

1.1.1.1.1. RESPONSIBILITIES

The purchasing of all items and services is under the control of the Business Services Section (BSS), except where delegation of sub-releases to a contract has been delegated to the divisions. Sub-release authority is delegated only by the Business Services Manager.

1.1.1.1.1.1. PURCHASING

Purchasing is responsible for the co-ordination of all procurement issues.  This responsibility includes selecting suppliers in association with engineering, quality and other functions as necessary, generating and verifying purchase documents, and meeting with suppliers to discuss delivery, price, service, and product quality problems.

Purchasing shall audit all purchases initiated using a Pro-card to ensure such purchase transactions are with authorized requirements and that no abuse of this privilege is undetected.  Any unauthorized use of the Pro-card system shall be escalated up to the appropriate management authority, and if necessary to the Chief Operating Officer or Laboratory Director. 

1.1.1.1.1.2. REQUESTOR – ENGINEERING, QUALITY

The requestor, the quality and/or engineering function, is responsible for the support of Purchasing in meeting materials quality requirements.  This responsibility includes ensuring all purchased materials requirements are referenced and documented, ensuring performance data for materials are collected, assessing supplier's quality systems, archiving supplier's quality documentation such as Certificate of Analysis and supplier's data as it pertains to purchase order or contract requirements, source inspection, vendor certification, lot traceability, material safety data sheet (MSDS) requirement, industry standards, and acceptance sampling as necessary.

The requestor, usually the quality and/or Engineering function, is responsible for assuring incoming technical inspections or qualifications are performed and/or vendor supplied data is analyzed for meets “fitness for use” prior to disposition indicating final acceptance.

1.1.1.1.1.3. INVENTORY CONTROL

Inventory Control is responsible to verify count, verify all documentation and product is received per purchase order, and assure proper handling and storage per purchase order.

1.1.1.1.1.4. SHIPPING AND RECEIVING

Shipping and Receiving shall maintain a record of all incoming or outbound shipments, assure packaging is per purchase order, use specified suppliers, and monitor performance of freight carriers.
1.1.1.1.1.5. PART NUMBERS

All purchased items must have a unique identification number.  Part numbers may be created by Fermi Lab for off-the-shelf (commonly stocked and regularly consumed items from inventory) or Fermi Lab will use part numbers from the distributors and OEM. The user or requestor is responsible for specifying the supplier part number.

1.1.1.2. PROCUREMENT DOCUMENTS

Fermilab procurement documents must clearly state or reference requirements and acceptance and rejection criteria for purchased items and services as described in the Procurement Manual. These documents must include specifications, standards, and other applicable documents referenced in the design documents and must be submitted to the supplier.

Procurement documents must specify critical parameters and requirements as appropriate: Examples are as follows:  

· Administrative documents

· Catalog/part number

· Document submittal and approval requirements

· Item or service quality level designation

· Item/material qualifications/certifications

· Performance expectations for service including associated certification and/or

· Statement of conformance submittals

· Personnel qualifications and documentation

· Problem reporting

· Product-related documents

· Quality Program Requirements

· Suspect and Counterfeit Clauses

· Test and inspection requirements and documentation

· Transportation requirements

· Packaging and handling requirements

Required procurement documents are Terms and Conditions, Shipping Terms, and Payment Terms.

Changes to procurement documents must be managed and controlled in the same manner as the original documents and revision history is maintained per Section 2.1.4, Documents and Records. The process for changes and/or modifications to procurement documents is defined in the Procurement Manual.

Procurements using Pro-cards instead of using the conventional purchasing system, are allowed for items below a certain dollar value for authorized persons.  However, Pro-cards shall not be used for parts or use of equipment in calibrated systems or fulfilling life-safety code functions.  Pro-card procedures are documented in the Procurement Manual.

1.1.1.3. SUPPLIER EVALUATION

Prospective suppliers must be evaluated and based upon their capability to meet quality and technical performance criteria, operate in a safe and environmentally complaint manner, to be a sound financial business, security, and contract/purchase order schedules in order to meet the requirement of “fitness for use”.  The Graded Approach is used to determine the level of evaluation, control and requirements specified.

Note - Potential suppliers should be identified early in the design and procurement process to allow sufficient time to evaluate their capabilities. 

Note - “Fitness for Use” is defined as the purpose for which it is intended as per mutually agreed upon specifications.  

Evaluation and monitoring of supplier's performance during the life cycle of the purchase order or contract and after contract/purchase award must be performed to ensure that acceptable items are produced and services continue to meet the quality, technical, delivery, and other performance requirements if applicable - cost of ownership, continuous improvement, security, environment, health and safety.  The suppliers are monitored and corrective actions implemented should they not perform as expected.  .  The necessity and requirements of the review and monitoring will be based upon a Graded Approach. 

Where the requirements for special qualifications cause the use of a subcontractors, especially for activities of high environment, safety, and health impact,  the qualification process is to include a review of the supplier’s QA program, review of any state or federal certifications required to perform the work, and, as practical, a site visit from the appraisal team.
The supplier evaluation and monitoring process is detailed in [Supply Management].

1.1.1.4. INSPECTION
Design and procurement documents must specify critical and important acceptance parameters for inspection. Inspections must include verification that specified documentation has been provided by the supplier and the purchased item was not damaged in delivery. 
The process for the performance of inspections, measurements, tests, and document reviews to ensure conformance with purchase requirements is described in Section, [Receiving Inspection]. The requesting organization identifies receipt inspections to be performed; ownership for verification is distributed between Transportation Services, Stockroom, and the requestor.  The order requirements and data are entered and visible in the Oracle financial system.
Items that do not meet inspection, test, and performance criteria must be identified and controlled by the inspector to prevent their inadvertent installation and use. Such items must be dispositioned by a design authority prior to installation or use per Section 2.2.5.4, Control of Nonconforming Items.  If necessary an S/CI investigation may be initiated.  

Supplier documents such as certificates or statements of conformance, drawings, analyses, test reports, maintenance data, corrective actions, approved changes, waivers, deviations, and nonconformance documentation must be reviewed and/or approved and filed per Section 2.1.4, Documents and Records.

Multisite Procurement

Integrated Contractor Purchasing Team Agreement (ICTP) will be followed for multisite procurements. (www.llnl.gov.gov/icpt/)

1.1.1.4.1. Procurement of Safety Related Items
Items procured for safety related applications including radiological shall be 
· flagged for review by the cognizant ES&H representative (see next section)

and either—

· purchased from a supplier whose quality assurance program has been evaluated and found acceptable or 
· purchased as commercial-grade items for dedication to the safety service
Commercial-grade items intended for use in safety applications should be procured in accordance with documented processes using recognized consensus standards. Critical design characteristics should be identified by the design organization during item selection. Critical design characteristics and appropriateness of the item for use should be verified by— 

· testing the item, 

· inspecting the item, and/or 

· evaluating the supplier’s ability to consistently supply the item at a level of quality that meets the safety and reliability requirements for the item.
1.1.1.5. PURCHASE REQUISITION REVIEW FOR QUALITY RELATED ITEMS

Quality level, review, and signature requirements are selected and controlled by purchase categories within Oracle financial system, dollar value and functional responsibilities.  Requisitions must be reviewed and approved by the appropriate approval hierarchy and functions.  For example, all categories of items which also require ES&H review are automatically flagged in the procurement system.

The purchase requisition is created, owned, and processed by the requestor and division or area requisition preparer until order placement.  Ownership infers responsibility for accuracy of data and requirements. 

Purchasing will return purchase requisitions for incorrect or incomplete requisition items if caught, monetary changes, or incomplete approval loop.  A history of issues and revision is maintained within the financial system.
