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1. Purpose:

The purpose of this procedure is to define the steps that [Company Name] follows in planning, performing, reporting, recording, and following up on internal audits.  

[Company Name] conducts internal audits to determine whether the quality management system:

· Conforms to planned arrangements, to the requirements of ISO 9001 and to the quality management system requirements established by [Company Name] (QMS Manual policies, procedures, work instructions, and forms); and

· Is effectively implemented and maintained.

2. Scope:
This procedure applies to all company personnel who are responsible for planning, development, use, and maintenance of the quality management system (QMS) at [Company Name].

This procedure addresses clause 8.2.2 in ISO 9001 and Section 8.2 in [Company Name]'s QMS Manual.

3. Related Procedures and Other Documentation:
Procedure No.



Description of Procedure
QSP 4.2-3



Control of Records

QSP 5.6-1



Management Review 

QSP 8.5-1



Corrective Action

QSP 8.5-3



Preventive Action

4. Procedure:

NOTE 1:
This procedure is typically initiated about four to six weeks prior to the execution of an internal audit as called for by [Company Name]'s audit schedule.  The audit schedule is established and maintained by the Manager of Quality Assurance.

NOTE 2:
Every element in the quality system is audited on a regular basis and at a minimum of once per year.  Activities are audited more frequently if there are significant changes taking place (i.e., many new hires/high turnover of personnel, modified procedures and work instructions, etc.) or if there is a history of problems in that area.

AUDIT PLANNING, COORDINATION, AND PREPARATION

4.1
The Manager of Quality Assurance defines the specific criteria, scope, methods, and objectives for the upcoming internal audit based on the status, maturity, and importance of specific elements in  [Company Name]'s quality system. 

NOTE 3:
In planning the particular audit, these activities include determining the extent and boundaries of the audit (locations, activities, processes); set of policies, procedures and/or requirements to be audited against; auditing methods; and audit objectives.

NOTE 4:
Early audit objectives focus on determining the extent of conformance to established policies, procedures, and practices, as well as determining the extent that established policies, procedures, and practices conform to regulations and standards.  (i.e., Are we doing what we say we do, and does what we do conform to the requirements of the Standard and the company's defined quality policies?)

NOTE 5:
Whenever there are corrective or preventive actions made to the quality system since the last quality system audit, follow-up objectives focus on assuring the effective implementation of these changes.

NOTE 6:
When the quality system is well established, the later audit objectives focus on seeking ways to improve the effectiveness of the system.

4.2
The Manager of Quality Assurance establishes the audit team by selecting an independent, qualified lead auditor (possibly an auditor from an outside firm), an officer of the company to serve as an observer (if possible), and other appropriate personnel to serve on the internal audit team to ensure objectivity and impartiality of the audit process.

NOTE 7:
Auditors selected must be well trained in both the ISO Standards and effective auditing techniques, and must not audit their own work.  In addition, auditors must observe at least one internal audit before serving as a lead auditor.

4.3
The lead auditor develops an audit program based upon the defined audit criteria, scope, methods, and objectives in a format consistent with the Sample Audit Program shown in Figure 1, and sends the proposed program to the Manager of Quality Assurance for review and approval.

4.4
The Manager of Quality Assurance reviews the proposed audit program to ensure that it is consistent with and effective for the defined audit criteria, scope, methods, and objectives, and marks any suggested revisions directly on the proposed audit program as deemed appropriate.

4.4.1
If the proposed audit program has suggested revisions noted on it, go to Step 4.3.

4.5
The Manager of Quality Assurance sends a copy of the approved audit program and objectives to all department managers and other personnel who will be involved in the audit at least two weeks prior to the audit date.

4.6
At least three weeks prior to the audit date, the lead auditor reviews the appropriate quality system documentation, records of completed corrective and preventive actions, and past audit findings for the activities to be audited, and then develops a set of checklists for each auditor covering the quality system elements and activities to be audited (see figure 2 for an example checklist).

4.7
The lead auditor sends the checklists to the Manager of Quality Assurance and each audit team member for their review and study, requesting feedback on any questions or concerns regarding the checklists.

4.8
The Manager of QA and each audit team member study the checklists to ensure that they understand and agree with each audit item.

4.8.1
If the team member(s) understands and accepts the checklist items, then go to Step 4.10.

4.9
The audit team member(s) contacts the lead auditor to resolve any questions or concerns with the audit checklists and makes revisions as necessary. 

INTERNAL QUALITY AUDIT INVESTIGATION

4.10
The lead auditor and team members report to the manager of the department being audited at the time indicated on the audit program, and briefly review the audit criteria, scope, methods and objectives with him/her.

4.11
The lead auditor facilitates the audit investigation based upon the checklists, and ensures that all findings are clearly documented on the checklists, referencing people interviewed, and documents, materials, records, and other items reviewed as appropriate. 

NOTE 8:
The checklists only serve as a guide to the auditors, and other areas may be investigated as deemed necessary by the auditors or as requested by the auditee.

NOTE 9:
The audit team members act as aids to the lead auditor and investigate items as instructed to do so.  The manager of the activity being audited acts as the department guide and spokesperson, answering questions, observing, and encouraging staff to volunteer information as requested.

4.12
When a nonconformance is identified, the auditor presents the nature of the nonconformity and the evidence to the management spokesperson for verification, and addresses any questions or concerns that the management spokesperson may have, as well as to give advice, when requested, regarding any problems which are uncovered.

4.12.1
If the nonconformance is confirmed, then go to step 4.14.

4.13
The lead auditor seeks to resolve issues or concerns to confirm or modify the nonconformance.

4.14
After the facts of the nonconformity are verified (or modified), the auditor either drafts a nonconformance statement in his/her notes and/or checklists when time permits, or documents the necessary information for writing one later.

NOTE  10:
The nonconformance statement includes the nature of the nonconformity, the factual evidence obtained, and the nature of the requirement that is not being complied with (i.e., the appropriate ISO 9001 clause number, the appropriate quality system document section/page/paragraph, what the management spokesperson says is the approved practice, contract requirements, statutory regulations, national standards, and any other relevant requirements).

REPORTING AND FOLLOW-UP

4.15
Within 1 week of completing the internal audit program, the lead auditor prepares a brief internal audit report and submits it to the Manager of Quality Assurance for review and approval.

NOTE 11:
The audit report includes the audit's criteria, scope, methods and objectives, the names and titles of the audit team members, a summary of general observations (i.e., general degree of compliance and any significant problems encountered), all statements of nonconformities, weaknesses, and/or opportunities for improvement, and verification results for follow-up activities performed during the audit.  

4.16
The Manager of Quality Assurance reviews and approves the internal audit report, and then distributes copies of the entire report to senior management and the managers of the audited areas.  

NOTE 12:
Any additional comments or observations that the Manager of Quality Assurance may have can be attached to the report, but in no case can the lead auditor's observations be deleted or modified by the Manager of Quality Assurance.

4.17
The Manager of Quality Assurance initiates the Corrective Action Procedure, QSP 8.5-1 for any nonconformities listed in the Internal Audit Report, and the Preventive Action Procedure, QSP 8.5-3 for any weaknesses and “opportunities for improvement” identified and documented. 

4.18
The Manager of Quality Assurance updates and maintains the long-range audit schedule  (using the symbols indicated on the Figure 3 - Sample Audit Schedule) based upon the documented results of the audit and the planned corrective and preventive actions.

4.19
The Manager of Quality Assurance files and maintains the following records according to Control of Records QSP 4.2-3:

· Long-range audit schedule

· Internal audit program

· Completed checklists- signed and dated by each auditor

· Audit report

NOTE 13:
Management reviews are typically held after each internal audit and are carried out according to Management Review QSP 5.6-1.

END OF PROCEDURE.

FIGURE 1
SAMPLE AUDIT PROGRAM
Company name:    YXZ Inc.

Audit criteria:
ISO 9001 and related policies, procedures, work instructions, and forms

Audit objectives:
Compliance to above criteria; potential opportunities to increase the effectiveness and efficiency of the quality management system; follow-up on previous audit findings to ensure effective corrective action

Audit scope:

See locations, departments, and activities listed below

Thursday, February 5, 2001
Checklist #
 8:00 -   8:30 a.m.


Opening meeting





 8:30 - 10:30 



Fabrication Dept.



1

10:30 - 12:00



Assembly




2

12:00 -  1:00 p.m.


LUNCH

 1:00 -  3:00



Machine Shop




3

 3:00 -  4:00



Contracts Dept.



4

Friday, February 6, 2001

 8:00 -  9:00 a.m.


Receiving




5

 9:00 - 11:00



Engineering




6

11:00 - 12:30



Final Inspection



7

12:30 -  1:30 p.m.


LUNCH

 1:30 -  3:00



Purchasing




8

 3:00 -  4:00



Closing Meeting

FIGURE 2
SAMPLE INTERNAL AUDIT CHECKLIST

Activity Audited: Control of Measuring and Monitoring Devices
	REQUIREMENT

REFERENCE
	POINT CHECKED
	Y/N
	REMARKS

STATUS CODE 

**

	QSP 7.6-1 

P4.1
	Are all items of equipment controlled including:

Calipers

Micrometers

Torque Spanners
	
	

	QSP 7.6-1 

P4.1
	Are there record cards for all items
	
	

	QSP 7.6-1 

P4.1
	Do record cards show:

Equipment I.D. 

Required accuracy

Calibration safeguards

Date of next calibration
	
	

	QSP 7.6-1 

P4.13
	Are equipment calibration status labels attached to all required equipment
	
	

	QSP 7.6-1 

P4.3
	Is all equipment in use of valid status
	
	

	QSP 7.6-1 

P4.14
	Is equipment stored in proper location
	
	

	QSP 7.6-1 

P4.4
	Is equipment in good condition
	
	

	QSP 7.6-1 

P4.5
	Is external Calibration Lab on approved supplier list
	
	

	QSP 7.6-1 

P4.5
	Is evidence of calibration effectiveness available from external Calibration Lab
	
	


** STATUS CODES 

N – Nonconformance     W – Weakness     O – Opportunity     C – Compliance     X – Not Applicable 

Audited by                            

Date                    
FIGURE 3

SAMPLE AUDIT SCHEDULE

  2001


             2002


        2003

             
       Jan

   July
       
Jan
      
July
            Jan                    July

	DEPARTMENT
	8
	9
	1
	2
	6
	7
	7
	8
	5
	6
	6
	7

	Engineering
	
	
	
	
	
	
	
	
	
	
	
	

	Final Inspection & Test
	
	
	
	
	
	
	
	
	
	
	
	

	Goods Rec. & Stored
	
	
	
	
	
	
	
	
	
	
	
	

	Machine Shop
	
	
	
	
	
	
	
	
	
	
	
	

	Fabrication
	
	
	
	
	
	
	
	
	
	
	
	

	Contracts
	
	
	
	
	
	
	
	
	
	
	
	

	Purchasing
	
	
	
	
	
	
	
	
	
	
	
	

	Quality Assurance
	
	
	
	
	
	
	
	
	
	
	
	

	Sales
	
	
	
	
	
	
	
	
	
	
	
	


Key:

Audit scheduled for this date


Audit carried out, corrective action outstanding


Corrective action verified
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