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1. Purpose and scope
The purpose of internal auditing is to ensure that the Quality Management is being operated correctly and effectively, by performing planned and documented checks, designed to ensure that:
- the quality system documentation adequately defines the needs of the laboratory
- the documented procedures and instructions are practical, understood and implemented
- the training of employees is adequate to allow them to do their tasks
The purpose of internal audits is not to search for the guilty, or to find fault with individuals' performance. The system is being audited - not the individuals.
The auditors must be suitably qualified, and must approach this important task with the seriousness it deserves. Auditors may be laboratory employees or external consultants.
Internal audits are the most effective way of continually assessing the effectiveness of the Quality System.
This procedure defines the way in which our laboratory will perform internal auditing of the quality management system.
It applies to all internal quality audits, which will generally be performed against the requirements of ISO 17025, the laboratory's quality manual, procedures, process plans and work instructions.
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4. Method
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The quality manager is responsible for ensuring that the internal audit programme takes place, for allocation and training of internal auditors, and for preparing the internal audit schedule.
Audit planning consists of preparing the internal audit schedule, which is a controlled document, authorised by the Managing Director.
The schedule should cover all aspects of the Quality Management System at least once a year, although particular activities may be audited more frequently depending on their importance.
The schedule should leave room (time) for unscheduled audits in response to:
- anticipated problem areas
- actual problems
- requests from Management
- unforeseen changes in circumstances.
The schedule should define for each audit:
- the auditor
- the auditee
- the date (at the planning stage the month for the audit will be sufficient: as the time approaches the auditor will set a firm date with the auditee).
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The auditor will prepare for each audit as follows:
- by reading through previous audit reports covering the same area (in order that previous problem areas can be examined in more detail, or that areas previously unexamined can be looked at more closely)
- by familiarising himself with the requirements of ISO 17025 and the local standards (quality manual, procedures, process plans, work instructions)
- by contacting the auditee and confirming the date/time for the audit
- by preparing an audit checklist or similar aide-memoir.
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During the audit, the auditor will:
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- make use of standard auditing techniques to collect objective information concerning the subject being audited
- not respond to rumour and hearsay
- avoid confrontational situations and arguments
- makes notes to aid the writing of the audit report
- collect documentary evidence of conformity or nonconformity
- note where current procedures could be improved
- keep the auditee informed as to the progress of the audit and any findings.
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As soon as practical after the audit, the auditor will prepare an audit report which
- classifies the findings of the audit as follows:
* acceptable: satisfies the requirements of ISO 17025 and the laboratory's own standards, procedures, manual, etc.
* major: fails to satisfy the requirements of ISO 17025
* minor: satisfies the requirements of ISO 17025 but fails to satisfy the laboratory's own internal standards, procedures, manual, etc.
* observation: an area of weakness that could be improved.
- record the good points as well as the bad
- makes constructive suggestions where possible
- records only factual evidence (not hearsay)
- clearly identifies the areas where corrective actions are required, and who is responsible for carrying them out
- contains
* the names of the auditor, auditees, observers
* location of the audit
* date of the audit
- is signed off by all parties as being a true and accurate representation of the facts.
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The auditor is responsible for checking that follow-up actions take place. The actions are structured in action plans.
If an auditee persistently fails to carry out the assigned follow-up actions, the auditor must inform the managing director, who will take steps to ensure that the follow-up action take place.
As the follow-up actions are completed the auditor will record them by up-issuing the original audit report. Once all follow-up actions have been completed, the auditor will sign off the audit report as complete.
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Completed audit records are stored as quality records and have the following important functions:
- demonstrating that the audit system exists, is functioning and effective
- allowing analysis of types of problems and identifying the most common problems so that preventive actions can be taken
- analysing response and correction times
- allowing the auditor to prepare for audits by reviewing the past reports for that area or function
- providing valuable summary for use in Management Reviews of the Quality System.
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