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Chairman: Eng. Adi Ickowicz, Founder and co-CEO MedicSense Ltd. (Israel)
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Opening session
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The impact of the new regulation in the EU on Israeli AMAR registration
Dr. Nadav Shefer, Head of the Medical Devices Division, Ministry of Health Israel and the
School of Medical Engineering, Afeka College of Engineering Tel Aviv Israel (Israel)
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Artificial Intelligence (Al) in medical devices

Eng. Eran Atlas, Co-Founder & CEO of Dreamed Diabetes Ltd. (Israel)

(Notified Bodies) NnJnon '91a1 0'21X'7 1NI'A D”NIVAYNN D'1INNN - MDR

(N1IM2) (NdNoN 912) MDC Medical Device Certification GmbH 7'21n0 27'¥11 7770 21N
MDR - The biggest challenges for manufacturers and Notified Bodies

Eng. Harald Rentschler, General Manager of MDC
Medical Device Certification GmbH (Germany)
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Coffee Break and Visiting the Exhibition

09:10-09:40

09:40-10:10

10:10-10:40

10:40-11:10
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The Brexit “the day after” and its impact on the medical device industry
Mrs. Aly Talen, Co-Founder & Sr. VP Business Development of Genae Associates NV (Belgium)
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New ways to establish safety and efficacy, FDA is evolving

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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The "holy triangle” GDPR-ISMS-HIPAA
Mrs. Dina Sifri, CEO & Founder of Med-Dev Soft Ltd. (Israel)
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Coffee Break and Visiting the Exhibition

11:10-11:40

11:40-12:10

12:10-12:40

12:40-13:00
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Clinical evaluation under the new EU MDR/IVDR
Mrs. Aly Talen, Co-Founder & Sr. VP Business Development of Genae Associates NV (Belgium)

13:00-13:30
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Biological Risk analysis (BRA) and Biocompatibility Evaluation

Ms. Beate Klumpp, Principal Medical Research Scientist,

Biosafety and Validation, NAMSA GmbH (Germany)
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Nanotechnoly in medical devices and applications
Eng. Avner Gal, CEO of Iridium Consultancy & Technologies Ltd. (Israel)
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Pre MDR “Hysteria” from Testing House Perspective | Sponsored By:ITL
Mr. Anthony Nikitin, Expert Safety Engineer, Medical Device, Laser and
Photobiological Safety

Lunch Break
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One-on-One Meetings

13:30-14:00

14:00-14:30

14:30-14:40

14:40-15:15

15:15-16:00
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