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James Loewenstein, Ph.D.

	Personal:
	

	Address:
	87 Harav Uziel, Jerusalem 96431
Tel: (02) 642 1232 / 054 2056363





email:  jloew@bezeqint.net

	Place of Birth:
	Driebergen, The Netherlands

	Marital Status:
	Married; 3 children

	Military Service:
	1976

	Profile & Skills
	

	
	· Experienced Translator and Technical/Medical Writer, providing professional document translation, proofreading and writing/editing services in the following language directions:  Hebrew>English, Hebrew>Dutch, English<>Dutch.

· Translated documents (among others): medical files, regulatory documents, drug inserts/leaflets, clinical trials material, help files, and insurance policies.  Working with many translation agencies, companies and individuals in Israel and abroad.

· Excellentcomputer skills (Word, Excel, Fasttrack, MS Project; Powerpoint)

	Education:
	

	1972-1979
	Ph.D. Studies - Tel-Aviv University, Dep’t. of Microbiology

	1967-1972
	Biochemistry (M.Sc.) – University of Amsterdam

	1963-1967
	Biochemistry (B.Sc.) – University of Amsterdam 

	1957-1963
	Gymnasium, Exact Studies (Matriculation) – Zeist, The Netherlands

	Languages:
	

	Mother-tongue level:
	Dutch, English, Hebrew     
Reading & 
German, French




conversation: 

	Pastime topics 
	

	
	Computer software; reading; Jewish studies; school board

	Advanced Courses:
	

	2004
	Auditing Clinical Trials for GCP Compliance – PTI (Morristown, NJ, USA)

	2003
	Process Validation – Dr. Moshe White, Institute for Biological Research

	1998
	Preparing Clinical Protocols and Managing Clinical Investigations – The Center for Professional Advancement (New Brunswick, NJ, USA)

	1993
	Project Management – Top Executive Course – Tel-Aviv University

	Job Experience:

	2005
	Lecturer
	Forum–Biolog College – courses on Clinical & Regulatory Affairs

	2003-2004
	RA Manger
	MEL-Medical Enterprises, Ltd.

Writing and submission of NDA, & PMA amendments.  Clinical Trial cGCP auditing.  Regulatory support.  

Therapeutic area:  Bladder Cancer

	2001-
	Consultancy/ Training
	Various companies

	2001-2003
	Regulatory Section Manager
	Kamada Ltd, Rehovoth, Israel – RA Department

Medical registration; writing and submission of files to FDA (INDs and CTD/BLA) and Isr. Health Min.; patent applications.

Area:  Human blood products

	2000-2001
	Medical Director
	Lapid Pharmaceuticals Ltd., Rehovot, Israel

(Pre-) clinical Research & Drug Development/Discovery

Major research/therapeutic area’s:  diabetes; oncology; infectious diseases

	1997-2000
	Senior Clinical Research Project Manager & Pharmacovigilance Supervisor
	Perio Products Ltd., (Dexxon) Jerusalem, Israel – Clinical Trials Dep’t. 

Clinical Study/Protocol Design, Development & Management

 IND submissions; design of clinical documentation / forms; study monitoring; data management, study reporting. 

	1994 -
	Translation
	Accent, Orgenics, de Man, Har chotzvim, QT, etc.

	1994-1997
	Techn. Support Manager
	Orgenics, Ltd.,Yavne – Marketing Dep’t

Techn./medical Writing; Clinical Research & Med. Registration;  Product Specification & Scientific Counseling; Customer Support; 

	1990-1994
	Research Project Leader & Regulatory Affairs Scientist
	Interpharm Laboratories, Rehovot – QA/QC

Medical Writing (IND, SOP’s, Valid./Developm. Protocols)

	1987-1989
	Visiting Scientist
	Oncogen (Bristol-Meyers/Squibbs), Seattle, WA – R&D

Genetically Engineered Chimeric Anti-Tumor Antibodies

	Academic Positions:

	1980-1987

1989-1990
	Research Fellow/ Lecturer
	Hebrew Univ.-Hadassah Med. Sc., Jerusalem – The Lautenberg Center for General and Tumor Immunology

Cancer Immunology; cell cultures (development of macrophage cell lines from stem cells; T cell lines)

	1979-1980
	Post-Doc. Res. Fellow
	Weizmann Institute of Science, Rehovot – Dep’t. of Cell Biology

	1972-1979
	Ph.D. Assistant/ Instructor
	Tel-Aviv UnivTel-Aviv,. – Dep’t. of Microbiology 

Ph.D. Studies:  Experimental Amyloidosis in Mice.
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