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! Adverse Events (Incidents)
? Recall

® Medical Device Reporting

% Post Marketing surveillance
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Guidance for Industry and Food and Drug Administration Staff, U.S. Department of Health and
Human Services, FDA, 2016.

Medical Device Reporting for User Facilities, U.S. Department of Health and Human Services, FDA.
Medical Device Reporting (MDR), General Information, FDA.
Australian Medical Devices Guidelines, Postmarket Activities, 2002.

Uniform Recall Procedure for Therapeutic Goods, Australian Government, Department of Health and
Aging therapeutic Goods Administration, 2017.

Guidance on the Medical Device Inspection Programme, Health Canada, 2004.
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