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Professional Experience:

2019 – To Date 	VP Quality and Regulatory (BioProtect LTD.) Develop Manufacture and market an Implant System which intended to assist the radiation oncologist in the delivery of radiation to the prostate while sparing surrounding normal tissue and critical organs from excess radiation. Implant System is provided sterile, by EtO sterilization, and is Biodegradable. Currently undergoing a large clinical trial in US.

2017 - 2019 	Head of Global Quality,  (INSIGHTEC LTD, INC, JP), Develop manufacturing and market a MR Guided High Intensity Focused Ultrasound { Magnetic Resonance Guided Focused Ultrasound Surgery (MRgFUS)} for treatment of different modalities (e.g. Treatment of neurological disorders (Essential Tremors, Tremor Dominant Idiopathic Parkinson’s Disease – Unilateral),Neuropathic Pain in the brain, Ablation  of  soft  tissue  for  treatment  of  benign  tumors, including   uterine   fibroids   and   adenomyosis, bone metastases, multiple myeloma, (local tumor  control), bone  denervation  for  local  treatment  of cancerous  and  benign  primary  and  secondary  bone tumors or facet joint syndrome, locally-confined prostate cancer). This is A PMA device.

2014 - 2017	VP QA&RA (Nyxoah SA), Developing an AAIMD System which is intended for treatment of moderate to severe Obstructive Sleep Apnea (OSA). The therapy consists of a tiny neurostimulator implanted in the chin area in a discrete and minimally invasive surgery. The system which is powered by an external miniaturized battery and stimulates the tongue nerve. This maintains the upper airway open.

2013 – To Date 	Founder and Chairman of the board (2013-2018), Startup (Genera Ltd. TerraGenic Ltd.) firm in the renewable energy field, A Novel & Revolutionary Technology, delivering Energy on Demand Solution in the form of Hydrogen Storage in a pumpable safe green and energy rich based upon propriety and patents in the national phase.
	An OCS funded company, Horizon 2020 grant , Elbit project, Ministry of economics grant for ”Halutz” project 6M ILS , Strategic signed cooperation with the largest manufacturer of Hydrogen  vehicles in the world, signed project for ½ M$. A share Swap agreement with an Australian Firm.
                              Customer-focused and performance-driven.  Extensive experience with highly engineered systems, which require deep understanding of critical business drivers in multiple markets and industries.
                              Great interrelationship skills with the working team,  highly successful in building relationships with upper-level decision makers, seizing control of critical problem areas, and delivering on customer and stakeholder commitments.
                              Know-how of bridging the gap between the R&D world to the actual business world.
	Highly successful record in Performance & Quality Standards, Process improvement, Integrations, Business Growth, Strategic Planning, Staff Development,  Customer Satisfaction, Leadership Development,  Management/Budget Planning, Engineering & Manufacturing , Change Management, Commercial & Customer Support, Strategic Partnerships Operations Management.
	On 2018 the Company was bought and merge to ‘Electriq Global’ Limited an Australian company and, Still a founder,  a minor Share holder with no active role.

2012- 2014	VP QA&RA Medical Device company (T.A.G. LTD.) which develop and manufacture Orthopedic and Dental Implants, Disposable and Reusable Surgical Instruments and Injection Molded parts. Design Develop and manufacture for Mitek, J&J, Striker etc

2009 – 2012	Co-Founder, CEO and Owner of startup Firm in the medical device field, researching developing producing & marketing preeminent graded Patentable medical optical fibers. Market Potential assessed to be Over 52B$, Successfully raising and securing over 2 M$ seed money.

2009- To date	CEO of Engineering, Quality Assurance and Regulatory Affairs consulting firm.

2007 to 2009	QA & Regulatory Affair Director in a global medical device company (UltraShape) which develop and manufacture medical device in the esthetic field. Innovative non-invasive technologies for fat reduction and body contouring field based upon focused Ultrasound technology.

2005 to 2007	QA&RA manager in a global medical device company (Lumenis) which develop and manufacture medical devices to the surgical field and to the esthetic filed, focusing on Lasers and Intense Pulsed Light.

2004 to 2005	Quality Assurance Manager in an International Medical Devices Company (Initia /Direx) which develop and manufacture devices in 3 areas, Radiotherapy, Lithotripters & Prostate.

2000 – 2004	Technological Lead, for Johnson & Johnson company, forming the Automated Tests theme in the company.  The firm is specializing in Real Time Imaging through the use of Unique & Patented spatial location detection technique. 

Professional Capabilities
· Medical Device and Pharma professional.
· Regulatory submissions: FDA, CE, Canada, India, China, Japan, Singapore, Korea, Taiwan, Australia, Brazil, Russia…etc.
· Establishing and management of Quality Management Systems in compliance with: 
EU Directives (AIMD/MDD), FDA-QSR, ISO13485, MDSAP &  MDR.
· GDPR regulation (EU) 2016/679
· Active Implantable Medical Device Directive (AIMD) 90/385/EEC 
· Medical Device Directive (MDD) 93/42/EEC
· Medical Device Regulation -  2017/745
· Working with international companies such J&J, Stryker, S&N, BSCI etc.
· Certified Lead Auditor by BSI & IRCA
· Many years of auditing vendors & Subcontractors, skilled QMS audits, assessing the compatibility of the QMS to the firm needs and correlating QS. Product audits which covered the specification & requirement in various fields of engineering including SW, multidiscipline and integrated SW/HW & Process reviewing including going through IQ,OQ PQ or process verifications and asses the suitability of the taken action to the necessary situation, risks and standards
· Proficient in Internal & external audits: first-, second-, and third-party audits, Wealth of experience in leading Product, Process & System audits
· FDA / CE / ISO Audits
· Design Verification & Validation, DOE
· Vast experience with: 
· Medical Device Regulation -  2017/745
· Auditing – ISO 19011
· Risk management - ISO14971, 60812
· Active implants – ISO 14708, EN 45502
· Labeling - EN 980, EN 1041, ISO 15223
· Biocompatibility – ISO 10993
· Electrical safety / EMC - IEC 60601-1, IEC 60601-1-2
· Software life cycle – EN 62304
· Usability – EN 62366, EN 60601-1-6
· Sterilization (EtO /Gamma) & Controlled Environment – ISO 11737, ISO 11735, EN 14644, ISO 11137, ISO 11135
· Packaging / shelf life / transportation – ISO 11607
· Laser – EN 60825
· Clinical investigation -  ISO 14155
· Clinical Trials, CRO & CRA oversight, Protocol reports and submissions,
·  Develop/ maintain company clinical systems.
· Develop/maintain company regulatory systems.
· Develop processes for and oversee data collection to ensure that key data is collected.
· for appropriate endpoint analysis.
· Process validation
· Process improvement
· Transfer to production 
· Quality control
· Supply chain processes
· Cost reduction
· Expertise in mass production (including clean room / Controlled Environment)
· UDI expert and international Lecturer
Education:
2004 - 2006	MBA studies, Derby University
2002 – 2004	BA, Business & Management, Derby University
2000 	Software Engineer 

Professional Education:
· GreenBelt & BlackBelt– Process Excellence, Johnson & Johnson process improvements following the DMAI2C (six-sigma) methodology.
· Certified Lead Auditor By BSI & IRCA
· Process Excellence, Johnson & Johnson, Process improvement following the DMADV methodology.
· Managing Software Quality Assurance & Testing documents.
· “Mercury” Winrunner course (Basic & Advance).
· “John Bryce” onsite course in Software testing.
Computer application skills:
Priority ERP, Agile, SAP, BAAN, Minitab, Office suite, Ozvision, Winrunner, Rational ClearQuest, Microsoft project, Visio, DOORS, PS8, RequisitePro, Clear Case.
Computer languages:
C, COBOL, FORTRAN, Pascal, Visual Basic, C++, Visual C, Java

Languages:	Hebrew: Speaking, writing & Reading – Native language
 English: Speaking, writing & Reading – Native language echelon
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