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Announcement of a webinar

Development and Regulation of Diagnostics

The DZIF Product Development Unit (PDU) would like to invite you to our Webinar
Development and Regulation of Diagnostics” on the 24t January 2024.

Content of the webinar
Diagnostics — devices and tests for detection, diagnosis and monitoring of diseases are
essential inclinical practice (and clinical studies). Whetherit's an infectious disease orother
serious health threats, the search for a solution starts with diagnostics.
This underlines the importantrole of diagnostics for the health care system.
To gain more insightin the development of diagnostics, this webinarfocus on different
topics:

e Regulatory Frameworkand responsibilities in Germany

e Preparation and execution of diagnostic tests

e Support optionsvia FIND

e (Case studiesfrom academia and industry

Schedule
The webinarwill be held on Wednesday, 24.01.2024 from 2:45 —5:45 pm CET.

Registration

For registration, please send an e-mail to OSRA@pei.de including your DZIF or CARB-X
affiliation not later than 17t January 2024.

Knowledge of the previous workshopsis notrequired. Participationis free of charge.

We are looking forward to welcome youin our Webinar!

Best regards,
DZIF-PDU
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Preliminary Agenda:

Speaker
Startat Welcome & introduction DZIF-PDU
2:45 pm
Regulatory requirements for IVD development, preparation Dr. Heinrich Scheiblauer
and execution of clinical performance tests (Paul-Ehrlich-Institut)
The notified bodies in Germany: tasks, requirements and Dr. Heike Mdhlig-Zuttermeister
contact options (TOV Sud)
Support by FIND - Foundation for Innovative New Diagnostics Dr. Pett? Dalle.y
. Dr. Kavi Ramjeet
Generalrecommendations
(FIND)
. PD Dr. Claudia Denkinger
Case study from academia (University Hospital Heidelberg)
Case study from industry Dr. Krutarth Patel
(Consultant)
End at .
5:45 pm Closing remarks DZIF-PDU
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