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1. PURPOSE
Verify that the quality management system processes work as foreseen (effectiveness and efficiency) and identify opportunities for process improvements.
Contribute to loss prevention.

Fulfill the ISO 9001 requirements about the audit process (ISO 9001 8.2.2, Internal audit).
2. SCOPE
Internal audits apply to all the processes (main and support) that have impact on quality.

The processes are identified in the Quality Manual and for the purposes of this procedure, in the Audit Programme (see below).
3. REFERENCES

ISO 9004:2000
ISO 9001:2000
ISO 19011:2002
4. DEFINITIONS
See ISO 9000:2005 and ISO 19011:2003.

	
	for Consorzio RFX
	for ITERMAG

	Management Team
	Programme Coordination Team (Gruppo Coordinamento Programmi) and Quality Manager
	Project Management Team, Quality Manager (who?), Steering Committee (?)

	Quality Manager
	Quality Manager
	Quality Manager of each ITERMAG Member


5. PROCESS
The following table summarizes the audit process:
	Owner
	Quality Manager

	Resources
	Auditors

	Input
	· strong support from the Management Team;

· description of the Quality Management System processes  and requirements (quality manual, procedures, check lists, specifications, …)

· issues, claims, nonconformities, other information and clues from the process to be audited

	Output
	· Audit report with findings (nonconformities, recommendations, improvement opportunities)

· Corrective Action Plan (from process owner)
· awareness of strengths and weaknesses (from communication of audit results)

	Customers
	· Management Team
· Process Owners

	Indicators
	· Audit Programme complied with
· Corrective Actions Plans implemented

· involved Management aware of the status of the process


5.1. AUDITOR COMPETENCE

The auditor competence should be at least the following (see ISO 19011:2002):
	generic knowledge and skills
	· audit principles, procedures, techniques

· management system and reference documents

· organizational situations

· applicable laws and requirements

	quality specific knowledge and skills
	· quality-related methods and techniques
· processes and products knowledge

	education
	the auditor shall be able to write an audit report in English and in his mother tongue

	work experience
	in a technical, managerial or professional position involving the exercise of judgment, problem solving, and communication with other managerial or professional personnel, peers, customers and/or other interested parties

	auditor training
	on knowledge and skills above

	audit experience
	gained under an experienced auditor guidance for at least 2 different audits

	personal attributes
	ethical, open minded, diplomatic, observant, perceptive, versatile, tenacious, decisive, self-reliant


The Quality Manager provides training to the auditors and ensures that the auditors gain experience, acting as audit team leader.

The Quality Manager evaluates the auditor competence both during the training and during audit experience.
If the evaluation is positive the auditor name appears in the audit programme as official auditor.
5.2. PLANNING
All the processes shall be audited at least once per year.
The Quality Manager plans the audits and transmits it to the process owners and to the auditors.
The programme shall take into account the status and importance of the processes and areas to be audited, as well as the results of previous audits.

See the form “Audit Programme”.
The auditors are trained on the auditing techniques by the Quality Manager.
The process owner shall not audit his own process (or part of it), and in general an auditor shall not audit his own work.

5.3. EXECUTION OF THE AUDIT

The auditor collects the process requirements, usually available in procedures, quality plans (for an audit to a project), quality manual, work instructions, technical specifications, etc. and uses these documents as check lists.

The goal is to verify all the requirements of the process but if this is not possible (e.g. due to lack of time) the auditor chooses to verify what has more priority, taking into account the information available on the process (e.g. weak points).
The objective audit evidences are collected during the audit process with questions, listening, observation, documentation review.
Only the information that can be verified can become audit evidence and then can be recorded.
The audit is based on sampling of available information, so an element of uncertainty always exists in the audit conclusions.

Sampling should depend on the findings and the risks related to the subject matter.

5.4. PREPARATION OF THE AUDIT REPORT

The report shall contain or reference the evidences related to the nonconformities.

The report can contain recommendations for the solution of minor deficiencies and improvement opportunities.
5.5. AUDIT CLOSURE
In a closure meeting the auditor communicates the findings to the involved process owners and to the involved people.

The audit report is sent to the Management Team and to the involved process owners to obtain corrective action plans and improvement initiatives.

5.6. ACTIONS

The process owners are responsible of defining and documenting the actions to eliminate the detected nonconformities and their causes.
When the causes are unknown a problem solving is recommended to start.
The actions shall be documented in a Corrective Action Plan.

The filled forms shall be distributed to the Management Team, to the Quality Manager and to the involved personnel.

The process owner shall send a monthly report (can be the updated corrective action plan) to the Quality Manager about the actions taken; when all the actions are concluded the Quality Manager or an auditor verify the effectiveness of the actions and their completeness and close the non conformity.

A monthly report of all the open actions and nonconformities is prepared by the Quality Manager and distributed to the Management Team.
6. RECORDS
The audit process produces the following records:

- audit programmes

- audit reports with nonconformities and their closure
- corrective action plan
All these records are archived in a dedicated audit folder for a period of 10 years.

7. FORMS
Audit Programme
Audit Report Form

Corrective Action Plan






