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	PURPOSE
	To define the steps that the NMD follows in planning, performing, reporting, recording and following up internal quality audits.

	INPUTS
	· Quality Management System review 
· Changes to the system or results on other audits.

	ACTIVITIES

	Medical Director
	Quality Manager
	Auditor
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	OUTPUTS
	· AUDIT REPORT (F-021)

	PROCEDURE DESCRIPTION

	1. To evaluate the quality activities, annually Medical Director establishes an internal AUDIT SCHEDULE (F-018).
2. Medical Director selects the appropriate auditor to ensure objectivity and impartiality of audit process. The auditor(s) shall be independent or external personnel of the NMD. Only qualified personnel may perform internal auditing activities. The requirements to develop an auditor tasks are define on INTERNAL AUDITOR QUALIFICATION (F-019).
3. Prior to the audit, the areas involved shall be notified about the schedule for the audit process.

4. The audit process is carried out following a previously established schedule:

· Opening meeting, the auditor review the proposed audit program ensure that is consistent with and effective for the audit criteria, methods and objectives.

· The appropriate quality system documentation.

· Audit.

· To facilitate the internal audit, it is recommended to auditor(s) use a list of questions, AUDIT CHECKLIST (F-020) as a guide to ensure coverage of the subjects to be audited.
· At the closing meeting, the auditor(s) present(s) all nonconformity and observations identified during the audit.

5. When the internal audit is finished, the auditor prepares an AUDIT REPORT (F-021) and submits it to the Quality Manager. The Quality Manager reviews and approves the internal audit report, and distributes copies of the report the Medical Director and the personnel of the areas that were directly involved in the audit.  
6. Each Manager of any area involved in the audit, raises a CORRECTIVE/PREVENTIVE ACTION REQUEST (F-016) for the nonconformity listed in the AUDIT REPORT (F-021) and for any weaknesses identified.


RECORDS:

	Title
	Code
	File Location
	Record Custodian
	Retention Period

	Corrective/Preventive Action Request
	F-016
	Quality Department
	Quality Manager
	3 years

	Internal Audit Schedule
	F-018
	Quality Department
	Quality Manager
	3 years

	Internal Auditor Qualification
	F-019
	Quality Department
	Quality Manager
	3 years

	Audit Checklist
	F-020
	Quality Department
	Quality Manager
	3 years

	Audit Report
	F-021
	Quality Department
	Quality Manager
	3 years
























































































































































































































































































































































6. Corrective/ Preventive Action Request (� HYPERLINK "../1.4.%20Forms/F-016%20A%20-%20Corrective%20preventive%20action%20request.doc" ��F-016�)





5. Audit Report (� HYPERLINK "../1.4.%20Forms/F-021%20A%20-%20Audit%20report.DOC" ��F-021�)





4. Audit execution





2. Internal Auditor Qualification �(� HYPERLINK "../1.4.%20Forms/F-019%20A%20-%20Internal%20auditor%20qualification.doc" ��F-019�)





1. Internal Audit Schedule (� HYPERLINK "../1.4.%20Forms/F-018%20A%20-%20Internal%20audit%20schedule.DOC" ��F-018�)























Opening meeting 


Documentation review


Audit


Audit Checklist (� HYPERLINK "../1.4.%20Forms/F-020%20A%20-%20Audit%20checklist.doc" ��F-020�)


Closing meeting





3. Notify audit schedule








