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16.0
Complaints and Corrective Action
16.1
In the event of a complaint, adverse findings during audits, or any other circumstance which raises doubts concerning the laboratory's competence or compliance with required procedures, the laboratory ensures that  those areas of activity and responsibility involved are promptly investigated.  A resolution of the adverse situation is promptly sought and, where necessary, retesting is conducted.  Procedures for handling complaints are maintained in the laboratory (see Appendix H, AP No. 16).  

16.2
The laboratory quality manager examines all documents and records associated with complaints and the laboratory manager investigates adverse audit findings and other circumstances.  This investigation seeks to identify specific root causes and initiate necessary corrective action.

16.3 Records of adverse circumstances and the actions taken by the laboratory to resolve the problem to prevent future occurrences are maintained (see Section 12, Records and Appendix O, Forms).
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4.8  Complaints

The laboratory shall have a policy and procedure for the resolution of complaints received from clients or other parties. Records shall be maintained of all complaints and of the investigations and corrective actions taken by the laboratory (see also 4.10).

4.10  Corrective action
4.10.1  General

The laboratory shall establish a policy and procedure and shall designate appropriate authorities for implementing corrective action when nonconforming work or departures from the policies and procedures in the quality system or technical operations have been identified.


NOTE  A problem with the quality system or with the technical operations of the laboratory may be identified through a variety of activities, such as control of nonconforming work, internal or external audits, management reviews, feedback from clients or staff observations.

4.10.2  Cause analysis
The procedure for corrective action shall start with an investigation to determine the root cause(s) of the problem.


NOTE  Cause analysis is the key and sometimes the most difficult part in the corrective action procedure. Often the root cause is not obvious and thus a careful analysis of all potential causes of the problem is required. Potential causes could include client requirements, the samples, sample specifications, methods and procedures, staff skills and training, consumables, or equipment and its calibration.

4.10.3  Selection and implementation of corrective actions
Where corrective action is needed the laboratory shall identify potential corrective actions. It shall select and implement the action(s) most likely to eliminate the problem and to prevent recurrence.

Corrective actions shall be to a degree appropriate to the magnitude and the risk of the problem.

The laboratory shall document and implement any required changes resulting from corrective action investigations.

4.10.4  Monitoring of corrective actions
The laboratory shall monitor the results to ensure that the corrective actions taken have been effective.

4.10.5  Additional audits
Where the identification of nonconformances or departures casts doubts on the laboratory's compliance with its own policies and procedures, or on its compliance with this International Standard, the laboratory shall ensure that the appropriate areas of activity are audited in accordance with 4.13 as soon as possible.


NOTE  Such additional audits often follow the implementation of the corrective actions to confirm their effectiveness. An additional audit should be necessary only when a serious issue or risk to the business is identified.

4.11  Preventive action
4.11.1  Opportunities for needed improvement and potential sources of nonconformances, either technical or with the quality system, shall be identified. If preventive action is required, action plans shall be developed, implemented and monitored, to reduce the likelihood of occurrence of such nonconformances and to take advantage of the improvement opportunities.

4.11.2  Procedures for preventive actions shall include the initiation of such actions and application of controls to ensure that they are effective.


NOTE 1  Preventive action is a pro-active process to identify improvement opportunities, rather than a reaction to the identification of problems or complaints.


NOTE 2  Apart from the review of the operational procedures, the preventive action might involve analysis of data, including trend and risk analyses and proficiency testing results.
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