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Prospects or Perplexities: Significant FDA/EMA Regulatory Trends in Pharmaceutical and Biologics Development
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Overview and trends in the regulation of medical devices in Israel
Dr. Nadav Sheffer Director, Medical Device Department, Israel Ministry of Health
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Latest amendments and FAQ about EN/IEC 60601-1- Electrical safety for medical devices standard
Dr. Irina Antonov, Branch Head of the Telematics Laboratory — The Standard Institute of Israel
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REACH & ROHS and unannounced audits

Dr. Gert Bos, Head of Notified Body British Standard Institute-Germany NB-0535
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Implementation of GS1 standards in healthcare and the FDA Unique Device Identification (UDI) legislation
Ms. Sigal Blatt, President — GS1 Israel
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Project management in the current regulatory climate

Mr. Wolfgang Huber, CEO - Matrix Requirements Germany
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Change notification, the relationship between the authorities and the manufacturer
Eng. Adi Gluzberg Ashkenazi, VP Projects - MedicSense Israel
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Own Brand labeling (OBL), Sales Agents and Distribution of medical devices
Mr. Ton Pennings, Director — CEpartner4U the Netherlands
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