15 hours of virtual live lectures and discussions over two days October 20 and 21, 2020 - over
520 interested people - around 200 questions. This was the Regulatory Conference for Medical
Devices and In-Vitro Diagnostics 2020, which BBMRI.at, LISAvienna and en.co.tec jointly
organized together.

Here you will find presentations. Missing sets of slides will be added on an ongoing basis.

The LISAvienna Regulatory Conference for Medical Devices and In-Vitro Diagnostics took place
digitally over two days for the first time in 2020. With this conference, we are contributing to
the exchange of knowledge about the implementation of the Medical Devices Regulation
(MDR) and the In Vitro Diagnostik Regulation (IVDR). The program was designed in close
cooperation of BBMRl.at (the Austrian node of the European research infrastructure for
biobanks and biomedical resources) with LISAvienna (a life science platform jointly operated
by Austria Wirtschaftsservice and the Vienna Business Agency), and with en.co.tec (a consulting
and training service provider for medical devices and IVD).

Martin Schmid, Managing Director of en.co.tec, points out that the regulations for medical
devices (MD) and in-vitro diagnostics (IVD) in the EU are becoming increasingly demanding in
order to protect patients. In order to comply with the currently valid law and the MDR and IVDR
to be observed in the future, extensive know-how is required. As the feedback on the
conference once again shows, the participants appreciate the free lectures and discussions on
the latest developments and experiences at the notified bodies and authorities as well as the
practical reports from the development, manufacture and use of medical devices and in-vitro
diagnostics. Around 200 questions were received from the audience, the most frequent of
which could be answered by the speakers at the event. Selected points from this intensive
discussion will be incorporated into the activities of the coming weeks and months.

Kurt Zatloukal, Med Uni Graz and BBMRl.at Director, states that the conference organizers
jointly managed to clearly anchor important messages regarding MDR and IVDR to all relevant
groups. This includes the fact that analytical performance evaluation studies require biological
samples that have been obtained using standardized processes and that include a defined
range of pre-analytical parameters. The standards, such as the "Molecular analytical in vitro
diagnostic procedures - specifications for pre-analytical processes" represent the state of the
art in this regard. Austrian biobanks, which are members of the European Biobank Research
Infrastructure (BBMRI), are preparing for the IVDR anticipated need for standardized samples in
order to be able to provide either archived samples or samples specifically generated for
studies.

In order to learn more about your current status with the preparations for the MDR or IVDR, we ask you
to fill out a short  questionnaire (in German) (duration: 1 minute):
https://de.surveymonkey.com/r/Z5XJLG7
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