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ompliance to the European medical devices directive (MDD 93/42/EEC), in vitro diagnostic medical devices directive (IVDD

98/79/EC), FDA quality system regulation (21 CFR Part 820), and ISO 13485:2003 requires medical device manufacturers to
develop, implement and maintain processes for medical device complaint handling and post market surveillance in accordance
with these requirements.

Over the last several years, users and regulatory agencies are becoming less tolerant of medical device failure. Most regulatory
agencies are placing greater emphasis on handling of customer complaints, post market surveillance as a way to improve risk
management and protect public health. Integration of post market surveillance systems is becoming more and more important
due to this increased emphasis and scrutiny by regulators around the globe. The presentation “medical device complaint handling
and post market surveillance - importance and integration with quality management system” will give medical device manufacturers
an opportunity to learn about current Complaint Handling and post market surveillance requirements and how to integrate these
requirements in the quality management system. At the conclusion of the presentation participants will understand aspects such
as the legal basis for these requirements, categories of post market systems, integration with risk management and vigilance
processes of QMS, implementation of closed loop PDCA cycle with PMS requirements, parties/stakeholders involved in PMS
and so on.
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