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Sectoral Annex Medical Devices

- Exchange/evaluation of reports
- Monitoring of alert systems including handling of recalls
- Joint audits of manufacturers to determine equivalency of audit methods
- Exchange of evaluators/auditors or organization of joint workshops
(optional)

C. DECISION MAKING ON THE SUCCESS OF THE INTER-COMPARISON
STUDY
- Evaluation of results

- Action to take, development of options and solutions to address issues

- Determination of competent Conformity Assessment Bodies that meet
evaluation criteria

- Establishment of the conditions and mechanisms for on-going

maintenance of the MRA (develop quality management system, audit
mechanism and a consultation/un-going dialogue process)
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