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1.0 Purpose
This procedure defines the requirements for handling customer and regulatory audits.

2.0 Scope
This procedure applies to all customer and regulatory audits of the [Company Name] systems and facilities. This procedure does not apply to financial or fiscal audits.

3.0 Definition Of Terms
3.1
Customer Audit
An independent examination of [Company Name] quality system's compliance with recognized, accepted standards and policies by a customer and/or a third party representing the customer.

3.2
Regulatory Audit
An independent examination of certain parts or all of [Company Name]'s quality system made to determine compliance with government or other recognized agency's regulations.

3.3
Auditor
A trained individual who determines if the applicable area of the [Company Name]'s operation is in compliance with established policies, procedures, instructions, and practices. He/she determines if the established policies, procedures, instructions, and practices meet customer and/or regulatory requirements.

4.0 References
Control of Confidential/Proprietary Information

Internal Quality Audits

Corrective and Preventive Action

Quality Records

5.0 Responsibilities and Requirements
5.1 Quality Systems Manager
The [Officer’s Title], Quality Systems approves the audit schedule and scope. He/she determines the [Company Name] personnel that are required to support each audit and reports the results to senior management.

5.2 Quality Assurance & Regulatory Compliance Manager
The Quality Assurance Manager manages the audit and prepares periodic updates and reports.

5.3 Escorts
Escorts are [Company Name] personnel assigned by the [Officer’s Title], Quality Systems to accompany regulatory and customer auditors during the audit. They report to the Quality Assurance Manager and are responsible to keep detailed notes during the audit.

5.4 Senior Management
Senior management is defined as the company Chief Executive Officer and his/her immediate staff.

5.5 Receptionist(s)
The [Employee] is responsible to notify the [Officer’s Title], Quality Systems and Quality Assurance Manager when a regulatory or customer auditor or audit team arrives at [Company Name] facilities.

6.0 Procedure
NOTE: The term audit used in this procedure means customer or regulatory audit.

6.1 Scheduling of Audits

[Insert scheduling requirements here.  Include the following types of data:]

Individual who will schedule the audits, advance time required to schedule an audit, and procedure for escorting the auditor once he/she has arrived;

Audits by regulatory agencies are usually unannounced and cannot be scheduled.  In the situation of an unannounced regulatory audit instructions should exist for such an event; and

Any special documented instructions deemed necessary.
6.1 Managing the Audit
The Quality Assurance Manager manages the audit by taking the following actions, as needed:

· Assigns escorts to accompany the auditors in functional areas, as required.

· Provides documentation to the auditors as required.

· Gathers and maintains notes and other information from escorts daily.

· Prepares a written audit status report to the Vice President, Quality Systems at appropriate time intervals.

· Negotiates resolution to any conflicts that arise between the lead auditor and/or auditors and [Company Name] personnel.

· Receives and maintains the final audit report from the auditors.

6.2 Audit Closure
The audit is closed by the Quality Assurance Manager as follows:

· Develops adequate corrective actions including timing for the audit findings in conjunction with the section and/or department manager(s) in which the findings occurred.

· Issues "confidential" copies of the final audit report, corrective actions, and timing for closure to the Vice President, Quality Systems.

· Tracks corrective actions and follows up to insure that they are fully implemented and effective. This may be done through the Corrective and Preventive Action program or the Internal Audit program.

· Issues a closure report to the Vice President, Quality Systems, when corrective actions are successfully implemented.

For regulatory audits by government and private agencies, he/she also:

· Prepares a report to the agency listing the finding, corrective action required for compliance, and timing for implementation.

· Obtains the required signature(s) for the agency report.

· Schedules a return visit to [Company Name]'s facilities to confirm compliance, if required.

· Issues a closure memorandum to the audit file, when corrective actions for all audit findings are complete and/or implemented.

6.4 Audit Records

[Insert audit record requirements here.  Include the following types of data:]

Confidentiality of audit records, rules for dissemination of records outside company, specific corporate officers who will oversee audit records. 
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