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ABSTRACT

Generic Guidelines for Auditing of Quality Systems describes the significant elements that should be considered in the plan-
ning and execution of audits. The standard is intended to provide generic guidelines for internal and external Audits of Quality
Systems.

AMERICAN NATIONAL STANDARD: An American National Standard implies a consensus of those substantially con-
cerned with its scope and provisions. An American National Standard is intended as a guide to aid the manufacturer, the
consumer, and the general public. The existence of an American National Standard does not in any respect preclude anyone,
whether he has approved the standard or not, from manufacturing, marketing, purchasing, or using products, processes, or
procedures not conforming to the standard. American National Standards are subject to periodic review, and users are cautioned
to obtain the latest editions.

CAUTION NOTICE: This American National Standard may be revised or withdrawn at any time. The procedures of the
American National Standards Institute require that action be taken to reaffirm, revise, or withdraw this standard no later than
five years from the date of publication. Purchasers of American National Standards may receive current information on all
standards by calling or writing the American National Standards Institute,
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FOREWORD

This Foreword is not a part of the American National Standard “Generic Guidelines for Auditing of Quality Systems”.

This document is to assist in the establishment, planning and execution of audits of quality assurance systems (‘‘quality
systems”). As a generic guideline, it is general enough to be applicable and adaptable to different industries and organizations.
Further details for effective and efficient audits are described in many publications included in Appendix “B” (bibliography).

The document is not intended to be applied in all specific situations, but is to be used in developing and describing criteria
for effective and efficient auditing.

The guideline has been formulated in conjunction with a careful study of published audit standards, as listed in Appendix
“A”, and current audit practice in the quality field. Some definitions were adoptzd from the ANSI/ASQC A3-1978 standard
“Quality Systems Terminology™.

A flow chart in Appendix “C” accompanies the text.

Suggestions for improvement will be welcomed and should be made to the sponsor’s Quality Auditing Technical Committee.

Writers and Editors:

Walter Willborn, assisted by members of the ASQC Quality Auditing Technical Committee. Editors were: A.P. Deacon,
D.G. Lamb, K.S. Love, C.A. Mills, A.B. Mundel, W. Uhorchak, G. Warnock, R.P. Wathen, and C.K. Welton.

iv

Documents

Copyright American Society for Quality
Provided by IHS Markit under license with ASQ Licensee=/, User=,
No reproduction or networking permitted without license from IHS Not for Resale,

Full document details: ASQ Q1 186



http://www.avadocuments.com/doc/asq-q1-1986
http://www.avadocuments.com/doc/asq-q1-1986

AS@C Q) Ab MM (075950b 0ODDLE? 1 WA

ANSI/ASQC QI1-1986

Generic Guidelines for Auditing of Quality Systems

TABLE OF CONTENTS

1. GENERAL FEATURES OF AUDIT STANDARDS

1.1 Purpose

1.2 Scope

1.3 Premises and Concepts
1.4 Applicability

1.5 Definitions

1.6 Audit Systems/Programs
1.7 Audit Quality Assurance

2. AUDITOR

2.1 Responsibilities
2.2 Qualification
2.2.1 Education and Training
2.2.2 Knowledge
2.2.3 Skill
2.2.4 Personality
2.2.5 Experience
2.2.6 Examination and Certification
2.2.7 Maintenance
2.3 Independence
2.4 Performance

3. AUDITING ORGANIZATIONS

3.1 Auditing Team
3.2 Auditing Department/Groups

4. CLIENT AND AUDITEE

4.1 The Client
4.2 The Auditee

5. AUDITING

5.1 Audit Initiation
5.1.1 Scope
5.1.2 Objective
5.1.3 Frequency and Timing
5.2 Audit Planning
5.2.1 Long-Term Planning
5.2.2 Pre-Audit Review of System
5.2.3 Planning of Audit Assignment

Documents

[Copyright American Society for Quality -
Provided by IHS Markit under license with ASQ Licensee=/, User=,
No reproduction or networking permitted without license from IHS Not for Resale,



http://www.avadocuments.com/doc/asq-q1-1986
http://www.avadocuments.com/doc/asq-q1-1986

ASQC @1 8L EE 075950k 0000188 3 MM

5.2.4 Working Papers
5.2.5 Sampling Plans
5.3 Audit Implementation
5.3.1 Notification to Auditee
5.3.2 Opening Meeting
5.3.3 Information, Verification and Evaluation
5.3.4 Audit Observations
5.3.5 Supervision
5.3.6 Post-Audit Meeting with Auditee

6. AUDIT REPORTING

6.1 Preparation of the Report
6.2 Content of the Report
6.3 Review and Distribution

7. AUDIT COMPLETION

7.1 Follow-up
7.2 Record Retention

8. QUALITY ASSURANCE OF AUDITS
APPENDIX A — Audit Standards
APPENDIX B — Selected Bibliography

APPENDIX C — Flow Chart for Auditing,
Audit Report and Audit Completion

vi

Copyright American Society for Quality
Provided by IHS Markit under license with ASQ Licensee=/, User=;
No reproduction or networking permitted without license from IHS Not for Resale,

Full document details: ASQ Q11986

Documents

Document Sharing Hub



http://www.avadocuments.com/doc/asq-q1-1986
http://www.avadocuments.com/doc/asq-q1-1986

