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Gathering and Subscription
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Congress opening and welcome address
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Chairman: Eng. Adi Ickowicz, Founder and co-CEO MedicSense Ltd. (Israel)
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The recent regulatory changes in the US and the EU and their impact

to registartion of medical devices (AMAR) in Israel

Dr. Nadav Shefer, Head of the Medical Devices Department, Ministry of Health Israel
and the Biomedical Engineering dept. Afeka College of Engineering Tel Aviv Israel (Israel)

12N0NN 912 7Y 02N NTI7IN (MDR) QNIYNN 'NOI'NN ZIW] nWTNN 'X700n 09:40-10:10
(Notified Body)

(N'70'N) 1282 'ON Ente Certificazione Macchine - ECM N2N0ONN Q11 7"21N "' X0 AINITIN "' T
The new European regulation (MDR) from a Notified Body perspective
Dr. Andrea Secchi, CEO of Ente Certificazione Macchine - ECM, Notified Body #1282 (ltaly)
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Switching to a new European Notified Body in the current regulatory environment

Eng. Uri Hoffer, Vice President Products and Engineering, Silbermann Technologies Ltd. (Israel)
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Coffee Break and visiting the exhibition
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FDA Expedited Access Pathway - EAP for unmet medical need

for life threatening or irreversibly debilitating diseases or conditions

Dr. Susan Alpert, Former Senior VP Chief Regulatory Officer of Medtronic,

VP Regulatory Sciences for C.R. Bard, Inc. and FDA Director of the ODE (USA)
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Creating value in developing medical devices and IVD through biological
risk assessments and chemical characterization

Ms. Beate Klumpp, Principal Medical Research Scientist, Biosafety and Validation,
NAMSA GmbH (Germany)
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The meaning of regulatory considerations when designing a medical device
Eng. Avner Gal, CEO, Iridium Consultancy and Technologies Ltd. (Israel)
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Coffee Break and visiting the exhibition
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The regulatory process for medical mevices in China -
specific aspects for the Israeli medical device and IVD start up industry

Dr. Wei Zhang, Project Manager, Osmunda (China)
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Optimizing generation of clinical evidence for medical devices
Eng. Jon Ingi Bergsteinsson, Co-Founder and CTO of SMART-TRIAL (Denmark)
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Design for usability of medical devices
Eng. Rebecca Margolies Moses, Director, Core Human Factors, Inc. (USA)
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One-on-one meetings

13:00-13:30

13:30-14:00

14:00-14:30

14:30-15:15

15:15-16:00
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