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1.0 PURPOSE

1.1 The purpose of this Supplier Quality Agreement is to define the terms by which production activities will be established, controlled, and maintained for the manufacturing of <company> products by <Supplier> (Supplier).

2.0 SCOPE

2.1 This agreement applies to all materials, components, subassemblies, and products manufactured for <company> by Supplier. (Add list of specific items, if desired.)
3.0 RESPONSIBILITY

3.1 The <company> department contact(s) responsible for general inquiries or communication from <Supplier> is <Company Department or Individual Name>. Their contact information is: <Telephone Number, Email, Address, etc.>.

3.2 The <Supplier> department contact(s) responsible for general inquiries or communication from <company> is <Supplier Department or Individual Name>. Their contact information is: <Telephone Number, Email, Address, etc.>.

3.3 The <Supplier> Quality Representative responsible for acting on <company’s> behalf in matters associated with the manufacture and shipping of the products and/or items referenced in Section 2.0 is <Supplier Department or Individual Name>. See Section 6.2 below for more specific duties of the Supplier Quality Representative.

4.0 RELATED DOCUMENTS


4.1 Internal Documents

4.1.1 <Doc Number>

<Doc Name>

4.1.2 <Doc Number>

<Doc Name>

4.2 External Documents

4.2.1 <Doc Number>

<Doc Name>

4.2.2 <Doc Number>

<Doc Name>
5.0 DEFINITIONS

5.1 <Term> : <Definition>

6.0 AGREEMENT

6.1 General Requirements

6.1.1 This Agreement covers all products manufactured by the Supplier or by his subcontractors for <company>.
6.1.2 The Supplier’s manufacturing system shall be compliant with the applicable requirements of the ISO 9001:2000 Standard. Justification for non-compliant processes and an explanation of the controls that will be implemented to improve those processes must be provided in writing to <company>.
6.1.2.1 A copy of the Supplier’s certificate of registration to Quality System standards must be provided to <company>. Subsequent updates to registration certificates must also be provided to <company>.

6.1.2.2 Changes to the Supplier’s Quality System registration status must be communicated immediately to <company>.
6.1.3 All <company> products/items shall be assigned a specific Supplier lot or serial number. This number(s) shall be clearly identified on the product/item and/or its packaging, as well as on Supplier traceability records.
6.1.4 Production records shall be made available to <company> and to the appropriate regulatory authorities (e.g., Notified Body, FDA, etc.) upon request by <company>.
6.1.5 All products/items manufactured by Supplier shall comply with <company> specifications provided to Supplier and referenced in Section 3 above. Compliance with all conditions stipulated in <company> purchase orders is also required.
6.2 Supplier Quality Representative
6.2.1 The Supplier shall assign a Quality Representative for the duration of this contract. This individual shall be responsible for overseeing Supplier activities that impact <company> products/items and act on <company’s> behalf in matters associated with product/item quality and acceptance. 

6.2.1.1 Assuring the quality of products meets the defined requirements in <company> specifications and this agreement.

6.2.1.2 Conducting audits of the Supplier’s Quality System in accordance with a defined schedule.

6.2.1.3 Conducting process and product audits of the manufacturing operations responsible for the production of <company> products/items.

6.2.1.4 Coordinating the evaluation of the Supplier’s subcontractor performance (i.e., only those subcontractors that impact the production of <company> products/items).

6.2.1.5 Coordinating the approval of concessions/waivers that must be obtained from <company>.

6.2.1.6 Ensuring the communication and understanding of this agreement and its requirements among all affected Supplier personnel.
6.3 Production
6.3.1 The Supplier’s production process documentation shall include the following: (Delete those that do not apply. Add others as required.)
· Manufacturing process flow chart;
· Quality Plan;

· Production traveler or route card;

· Manufacturing procedures/instructions; 
· Part/product drawings; and 
· Inspection and test procedures/instructions.
6.3.2 <company> requires the review of the following production process documentation prior to the Supplier starting commercial production: (Delete those that do not apply. Add others as required.)
· Manufacturing process flow chart;
· Quality Plan;

· Production traveler or route card;

· Manufacturing procedures/instructions; 
· Part/product drawings; and 
· Inspection and test procedures/instructions.
6.3.3 All inspection, measuring, and testing conducted by the Supplier shall be in accordance with defined requirements and utilize only calibrated instruments and equipment. Acceptance criteria for finished products/items shall meet all corresponding <company> specifications provided to the Supplier.
6.3.4 The target volume for regular manufactured lots is < # > units. Lot volumes must be at least < # > units and must not exceed < # > units.
6.4 Engineering Changes

6.4.1 Proposed changes and/or deviations to Supplier production process documentation must be communicated to and approved by <company> when those changes could potentially affect the form, fit, or function of <company> products. 

6.4.2 Any engineering changes impacting custom <company> products may not be implemented until written approval from <company> has been received by the Supplier. 

6.5 Performance Reporting

6.5.1 The Supplier shall provide the following production performance metrics/indicators to <company> <frequency>: (Delete those that do not apply. Add others as required.)
· A yield report showing the summarized results of all products inspected and/or tested since the last report.

· A nonconformance report demonstrating defect trends by type or code, process, and part number.

· A deviation report summarizing all manufacturing deviations associated with <company> products since the last report.

· A corrective and preventive action report that identifies all requested actions having an impact on <company> products and the status of those actions.
6.6 SD Product Shipments

6.6.1 A Certificate of <Conformance / Analysis> and <copies of inspection/test records> shall be included with every lot shipped from the Supplier to <company>.
6.6.2 The <COC / COA> form shall list all S/N (within the lot) of products/items in the shipment.
6.7 Customer Complaint / Returned Product Analysis Process
6.7.1 The Supplier shall have a documented process for receiving and processing customer complaints. Any complaints received from <company> shall be documented, investigated, and resolved in accordance with this process. Records of complaint handling shall be retained by the Supplier.

6.7.2 The Supplier’s complaint handling process shall also include provisions for the receipt and investigation of returned products. Any product returns from <company> shall be documented, investigated, and resolved in accordance with this process. Records of returned product analysis shall be retained by the Supplier.

6.8 Corrective and Preventive Action Process

6.8.1 The Supplier shall define, implement, and maintain a corrective and preventive action process. This process should include a disciplined approach to determining the root cause of problems and issues and developing, implementing, and verifying the solutions needed to resolve them.

6.8.2 The Supplier’s corrective and preventive action process shall include provisions for recording (and reporting, when requested) the following information to <company> for actions associated with or having an impact upon <company> products:

· Problem statement

· Root cause investigation method and results

· Solution description and associated implementation plan

· Verification of implementation and effectiveness

6.8.3 Corrective and preventive action records shall be retained in accordance with the Quality Record Retention requirements below. In addition, records shall be made available upon request by <company>.

6.9 Quality Record Retention
6.9.1 The following Supplier quality records related to the production of <company> products, as applicable, must be retained for a minimum of seven (7) years: (Delete those that do not apply. Add others as required.)
· Calibration Reports

· Process Validation Records

· Device History Records (DHR)

· Design / Document Change Records

· Customer Complaint Records

· Corrective and Preventive Action Records 

6.9.2 At the end of the required retention period, the Supplier shall contact <company> to determine the appropriate disposition of the records (e.g., send to <company>, destroy, etc.).

6.10 Auditing by SD

6.10.1 <Company> shall have the right to audit Supplier facilities and quality system at its discretion based on supplier performance, changes to the Supplier’s quality system, etc. Notification by <company> and approval by Supplier will precede the conduct of all such audits. 
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