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QUALITY RECORDS 

1.0

PURPOSE AND SCOPE

The purpose of this document is to provide a guideline as to what quality records are retained and how they are maintained.

2.0 AFFECTED DEPARTMENTS
All departments

3.0

REFERENCE DOCUMENTS
D0001.1017

Document Control

D0001.1126-1
Quality Records Matrix

D0001.3009

Sales Records

4.0

RESPONSIBILITIES & AUTHORITY
Quality Assurance (QA), or a designated representative, has the responsibility to develop and maintain the Quality Records Matrix, D0001.1126-1.

Employees who generate quality records are responsible for verifying the accuracy of the records and storing them as instructed by management and/or as detailed in the applicable procedures, work instructions, or per training.

5.0

SAFETY PRECAUTIONS

No additional safety precautions required.

6.0

EQUIPMENT & MATERIALS
The necessary storage media and locations to accommodate the retention of the quality records. 

7.0

INSTRUCTIONS
The quality records that are maintained are described in the Quality Records Matrix, D0001.1126-1 with additional information contained in the procedure or process that generates the record.

Records that do not document product quality, customer requirements, customer satisfaction, and regulatory compliance or to provide information to use for continuous improvement are not retained.  Exceptions are made at the discretion of the individual managers.

The categories of the records retained include but are not limited to:

	Order Processing

Design & Development

Vendor Selection & Evaluation

Purchasing

Production Planning

Employee Qualification

Production Processes

Receiving

Incoming Inspection

In Process Inspection

Final Inspection

Customer Property

Non-Conforming Product

Packaging


	Preservation

Shipping

Installation

Repair

Identification & Traceability

Maintenance

Calibration

Document Control

Control of Records

Internal Audits

Corrective & Preventive Action

Management Review

Customer Feedback

Analysis of Data

Continuous Improvement




8.0

INSPECTION
Quality records are examined as generated or compiled to allow actions that have the potential to improve the quality of the product, process or customer satisfaction.

9.0

RECORDS
The Quality Records Matrix, D0001.1126-1 is a record of the primary records that are retained and protected as part of the Quality Management System.

10.0
DISTRIBUTION

This procedure is available electronically in the Document Control area.

11.0
ATTACHMENTS
NA

12.0
REVISION HISTORY
	DCO #
	REV
	DATE
	INITIALS
	CHANGES MADE

	652
	B
	10/10/03
	JEB
	Title changed to the more global Quality Records.  Total rewrite of the entire procedure.
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