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Gathering and subscription
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Opening session
Chairman: Eng. Adi Ickowicz, co CEO — MedicSense Ltd.
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The current regulatory atmosphere and coming changes in the
EU legislation concerning medical devices
Mr. Harald Rentschler, General Manager - mdc medical device certification GmbH (Germany)
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The FDA Expedited Access Pathway (EAP) for unmet medical need

for life threatening or irreversibly debilitating diseases or conditions
Eng. Adi Ickowicz, co CEO — MedicSense Ltd.
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The impact of the new Medical Device law to the registration of medical devices in Israel
Dr. Nadav Sheffer, Director, Medical Device Department (AMAR) - Ministry of Health (Israel)
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Coffee Break and visiting the exhibition

2015 n0M ISO 13485 1pN1 D'LU¥INNN D™MI'WN  11:10-11:40
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The proposed changes in ISO 13485 Version 2015
Eng. Harry Leinwand, Managing Director - R&Q Consulting Ltd. (Israel)
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Changes in medical devices and their influence to electrical safety
Dr. Irina Antonov, Branch Head, Electronics and Telematics Laboratory -
The Standards Institution of Israel (Israel)
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Packaging and Environmental tests of medical devices

Eng. Dov Carmeli, Partner manager and COO — Carmel Labs. Environmental tests Ltd. (Israel)
i1D11DN1 1121 N NPUYN  12:40-13:40

Coffee Break and visiting the exhibition
OEM-OBL "27 NMMu?2070 NMUMTaI DM)'W - 13:40-14:10

(M) CEpartner4U BV - 2”211 ,02219 10 2R

Changes in regulatory requirements for OEM-OBL

Eng. Ton Pennings, General Manager, CEpartner4U B.V (The Netherlands)
OBL-11 OEM-n 12 1"701n0 "ON°  14:10-14:40
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The relationship between the OEM and the OBL

Eng. Israel Citron, VP Qualiry and Regulatory Affairs — Aspect Imaging Ltd. (Israel)
D'WTN DpNW? N0 NIPN "MWR - 14:40-15:10
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Regulatory approvals and access new markets

Mr. Daniel Cloutier, President & CEO - LOK Corporation International Ltd. (Canada)
i1D1IVN2 71pP"21 ™A NNNNR 15:10-15:40

Lunch Break

TNR 72D TNR MW9  15:40-16:30
One-on-one meetings
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