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Medical device manufacturers face global economic challenges in an ever-changing regulatory environment. These changes
come in the form of more stringent and complex regulations, higher patient expectations and commercial pressures. The
increased complexity of the regulatory environment has provided a great challenge to the medical devices industry since the
medical device directives were transposed into the national regulation in the European Economical Area. A solid understanding
of the EU directives governing medical devices is paramount. These include: Active Implantable Medical Devices Directive
(AIMDD) 90/385/EEC, Medical Devices Directive (MDD) 93/42/EEC and In Vitro Diagnostic Devices Directive (IVDD)
98/79/EC in their latest revision, including the 2007/47/EC amendments to AIMDD and MDD. The presentation covers the
regulatory requirements (product classification, labeling, conformity assessment, essential requirements, post-marketing)
through the product lifecycle.
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