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5pm Regulatory Requirements for Medical Devices
in Europe - How to achieve market approval under the new
Medical Device Regulations
Dr. Sebastian Gromminger
Consultant for the approval of in-vitro diagnostics at
Johner Institut GmbH

What does a medical or diagnostic device need to fulfill to be
commercialized in Europe?

Medical devices (MD) as well as in-vitro diagnostic devices (IVD) cannot
be placed on the European market without conforming to the strict
safety requirements of the European Union. These are regulated by the
Medical device regulation (MDR) and the in-vitro diagnostic regulation
(IVDR). In this Online Educational Forum Lecture Dr. Sebastian
Gromminger, will help you to understand today’s EU regulation
requirements and its basic implementation lines.

Online via GoToMeeting | Please register here.

>> spark-bih.de SPARK-BIH is an initiative created at Stanford University,
to overcome challenges associated with translation of
academic discoveries.

>> bihealth.org

|BIH Innovations

The Technology Transfer Office of BIH and Charité


https://app.smartsheet.com/b/form/3ce0faad84a34f39a2dc820c6a1de7ac

