
Sectral Annex Medical Devices

9. Alert and Otisis Systems

- Alert mechanisms

- Crisis management mechanisms

- Alert performance standards (appropriateness and timeliness of
aiert)

10. Analytical Capability

- Access to laboratories with capacity to handie necessary analysis

- Standard Operating Procedures for analytical support

- Processes for validation of analytical methods

Il. Surveillance Programme/Measures (used by manufacturera and by
regulatory authorities)

- Sampling and audit procedures

- Recail monitordng (including effectiveness controls and verifications
of procedures)

- Consumer comptant systemns/procedures

- Adverse incident reporting systeme/procedures

12. Quality Management Systeme

- Quallty management/assurance sysems/procedures to ensure the
ongoing sultablty and effectiveness of policies, procedures,
guidelines and systems used to achieve the objectives of the
confonnlty assessment programme, including establishment of
standards and annual audit and review.

S. INTER-COMPARISON EXERCISE

- Audit of Systems and Procedures.

- Conduct of Parallel Evaluations (double blind)

- Criterla for Clinical Trial Data


