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0:45 Audit 7.4 Purchasing

0:45 Audit 8.5 Corrective Action
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0:30 Final Audit Report

0:30 Closing Meeting

0:30 Creating the Audit File
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A Guide to Internal
Auditing
AS9100

Introduction: Why are you here?

e To learn more about AS9100

* To be able to evaluate you own area
and make improvements.

* To understand the audit process

* To be able to participate in the audit
process

Why participate in internal audits?

e The internal audit program is the
most powerful tool available for
building, maintaining and improving
your quality system.

e You can be a part of it




Is it a Requirement?

The standard requires that:
If the requirement is true, circle True and list the clause.
If it is false, circle False and list the clause used. True False
1. Verbal orders may not be accepted. T F
Clause: Clause:
2. Management must review the quality system every quarter. T F
Clause: Clause:
3. A procedure must be written for contract review (receivingand | T F
processing of customer orders). Clause: Clause:
4. The effectiveness of employee training must be assessed. T F
Clause: Clause:
5. Statistics must be used to monitor processes. T F
Clause: Clause:
6. Customer complaints are handled by management. T F
Clause: Clause:
7. The results of corrective actions taken must be documented. T F
Clause: Clause:
8. Release of product for delivery must be authorized. T F
Clause: Clause:
9. There must be a documented procedure for purchasing of T F
product. Clause: Clause:
10. A list of approved suppliers must be maintained. T F
Clause: Clause:
11. All non-usable customer supplied product must be T F
returned to the customer. Clause: Clause:
12. Work instructions may be changed if quality assurance T F
approves the changes. Clause: Clause:
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Requirements of AS 9100

Rev. C
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Introduction

« In the following slides, the AS9100 Rev C
Standard is paraphrased for instructional
purposes. Refer to the standard for the
actual text.
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Questions we will cover today:

* What is AS91007?

* What are the requirements?
— Section 4 General Requirements
— Section 5 Management Responsibility
— Section 6 Resource Management
— Section 7 Product Realization

— Section 8 - Measurement, Analysis &
Improvement
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Find the Requirement

Clause

17. Have a maintenance program for your equipment.

18. Have adequate amounts of trained personnel for performance of work.

19. Do not release product until all required inspection has been completed and approved.

20. Prepare documented procedures

21. ldentify where statistics are required to verify product characteristics.

22. Design outputs must enable verification against design inputs.

23. Record the unique identification of product, where required.

24. Assign a member of management to ensure that the quality system is established and
maintained.

25. ldentify inspection and test status of product.

26. Review the guality system at planned intervals.

27. ldentify the monitoring and measurement equipment needed to verify product.

28. Release of product must be approved by the relevant authority.

29. Ensure that purchased product conforms to specified requirements.

30. Before accepting an order from a customer, review the order to ensure that
requirements are defined

31. Conformity of product must be maintained during storage.

32. Document the responsibility for dealing with nonconforming product.

33. Schedule audits based on how the quality system is performing.
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Steps of an
AS9100
Internal Audit

(Audit of ASD Manufacturing Company)

ASD Manufaoturing
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Internal Aud
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Internal Aud
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Appendix

QTY Item # of Pages
1 QP-822 Sample Auditing Procedure..............ccccovviveiiennnn .. 3
1 Memo from Sample at ASD Manufacturing (ASD)............ 1
1 Basic Steps for an Audit Outline..............cooviiii i, 1
1 F-822-001 Internal Audit Plan Form..............oooviiiiiin, 1
1 F-822-001 Internal Audit Plan Form (sample)..................... A
1 Opening Meeting Agenda..........covoe i i i, 1
1 F-822-004 Internal Audit Checklist Form...................cooeeee. 1
6 Internal Audit Checklist Samples:

5.3 Quality PONCY.......oiiiii 1
7.1 Planning of Product Realization............................ 1
7.2 Customer Related Processes.........cccoevvevvivnvnennn. 1
7.4 PUICNASING. ...t e e 1
8.5 Corrective ACLION.......coov it 1
5.6 Management ReVIieW.........ccooovvii i iici i, 2
1 F 852-001 Corrective/Preventive Action Request Form........... 1
1 F-822-002 Internal Audit Report Form..............cooovviviieenennnn. 2
1 F-822-002 Internal Audit Report (sample).............ccoeveenin. 2
4 Corrective Action Requests (from internal audit/lead auditor):
11C-03 Incomplete Quality Planning Table.................. 1
11C-04 Incomplete Purchasing Information on PO......... 1
11C-05 Preventive Action Procedure not implemented... 1
11C-06 Quality Policy not reviewed................ccceveeeenen 1
1 Closing Meeting Agenda.........ccoov e iii i i e 1
1 AUIT FIlE. .o e 1
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Memo ASD Manufacturing

To: Expert Audit Assistance
From:J. Sample
Date: March 5, 2011

Subject: Request for Internal Audit

As we discussed on the phone, our company will be having a
registration audit in June 2011. We have developed and are
implementing our quality management system and are ready for our
first of a group of planned internal audits and would like your group
of expert auditors to perform the audits for us before our
registration audit.

During the first audit we would like the auditors to audit a general
process where the audit path goes from the quality policy to product
realization to customer related processes to purchasing to
corrective action and finally to management review. Other processes
related to the remaining clauses of the AS9100C standard will be
audited during subsequent internal audits.

| would like you to come in on March 15™ to review our audit files
and prepare your audit plan. We will schedule the audit for the
morning of April 14™.

Best regards

Joe

QA Manager / QMS Management representative
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A58 Manufasuring

Internal Audit report —cont'd Page 2

Summary:

The 1% internal audit at ASD Manufacturing indicates that the QMS is well on the way of
being followed.

Some exceptions are noted on the (4) non-conformance reports.

Assessment of the system’s ability to meet quality objectives and extent of compliance:

With consideration given to the fact that the QMS is in the early stages of operation, it is
being well followed with some exceptions as noted on the non-conformance reports.

Person responsible to issue Corrective Action Requests:
R. Richards, Lead auditor

Signature of Lead Auditor: RRR Date: April 14, 2011

Final Report Distributed to: Closing Meeting Attendees

Internal Audit Number: 1 of April 14, 2011

Corrective Action Table

CA

-- Area Description of Issue CA# ngrfiéicetciivzs
1 | Manufacturing Incomplete quality planning 11C-03
2 | Purchasing Incomplete information on Purchase 11C-04

Order
3 | QMS Management Procedure for Preventive action is 11C-05

Representative not implemented

4 | Management Quiality policy not reviewed at 1° 11C-06

management review meeting
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