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I have been a solid contributor for 20 years in medical software and hardware applications, product development design and review, quality assurance and regulatory submissions, software testing, and writing and design of large documentation sets in numerous formats. I am able to:
· Edit and assist with FDA and EU regulatory requirements for medical devices 

· Review and prepare documentation according to industry standards for ISO Certification 

· Use my knowledge of business drivers critical to quality management systems (QMS) for developing QMS manuals and supporting documentation

· Use my knowledge regarding corporate branding, processes, and procedures to develop processes and procedures that meet your company’s requirements

· Design and write software, hardware, and technical manuals, templates, business and training presentations for multiple deliverables

· Edit and format letters, theses, and manuscripts for publication

· Use my strong documentation design skills to research, write, and develop manuals for your needs
SeleCted Professional Experience

RCM Technologies, Grand Haven, MI
Feb. 2008 to Oct. 2008

· Developed and managed initial implementation of a document control numbering system which allowed efficient access to all documentation in the impacted departments
· Developed MS Word and Excel templates to support critical IT, Quality, Sales and Service functions, resulting in more effective communication between groups, and improving task performance
· Wrote and edited internal policies, procedures, and work instructions for a Customer Support Group, enabling the group to consistently perform functions at the main office and in a new acquisition

· Reviewed and edited quality management system manuals to assure compliance with ISO standards 

Medical Institutes in Germany and Florida
May 2008
Edited scientific papers for publication, including edits based on reviewer comments 
ES Vascular LTD, Haifa, Israel
March 2008
Designed and wrote instructions for use (IFU) for medical device clinical trials 

MRINetwork Management Recruiters, Salt Lake City, UT
Nov-Dec. 2007
Edited and prepared critical engineering documents for an FDA audit
Biosense Webster Inc., Diamond Bar, CA & Biosense Webster (Israel), Ltd., Haifa
Dec. 2007 to Date
· Created and added content to international intranet site, successfully promoting communication between trans-continental groups.

· Developed and presented documentation plan for a new medical device
· Updated and corrected ~40 translated documents to assure compliance with audit requirements 
Biosense Webster (Israel), Ltd., a Johnson & Johnson Company
1997-2007
Technical Communication Team Leader

· Developed template for FDA submissions and worked closed with regulatory group to edit and correct FDA and EU regulatory submissions
· Designed, wrote, and maintained documentation sets totaling more than 1000 pages; deliverables were in multiple formats (print, online, UNIX-based Help, Windows Help)
· Managed deployment and testing of SiberSafe content management system

· Managed implementation of team writing using XML according to DITA standards

· Implemented CD distribution of documentation sets, resulting in a 50% reduction of printing costs
· Managed document translation process of CARTO User Guide (~150 pages) into 18 languages

· Evaluated and selected a translation agency, resulting in a $30,000 reduction in translation costs; the same translator was subsequently made an approved vendor for all of J&J

· Wrote and implemented a translation process that represented an initial collaboration between the Israeli and US offices, resulting in aligned translation processes

· Implemented new employee training regarding corporate branding, trademarks, and writing and control of critical internal documentation, resulting in more consistent internal documentation and use of product names

· Contributed to product development as an active contributor at design reviews
InterTech Corporation, Tianjin, People’s Republic of China
Sept. – Nov. 1995
English Consultant

· Analyzed current documentation and provided recommendations for improvement
· Provided lectures and seminars for employees on English style, technique, and document presentation
Department of Biomedical Engineering, Technion-IIT, Haifa, Israel
1987-1997
Scientific Typist, Editor, and Website Developer
· Designed and developed the department’s first Internet site

· Managed all editing and camera ready preparation of international conference proceedings

· Edited and rewrote manuscripts for publication and grant proposals 
Connecticut, Ohio, and Israel, Licensed Practical Nurse
Details upon request

Education

Sheffield Hallam University, Sheffield, United Kingdom

Masters with Distinction in Technical Authorship, 2002
Thesis:
First International Internet Based Study on the 
Personality Characteristics of Technical Communicators

University of Brighton, Brighton, United Kingdom

BA in Education, emphasis on special education, 1998
Southeastern Ohio School of Practical Nursing

Licensed Practical Nurse

Software Tools

MS Office 2000 and 2003 (expert proficiency in MS Word and MS PowerPoint); Adobe Acrobat Professional; graphics and online Help tools; basic skills with content management systems and XML (Documentum, SiberSafe XMetal); several business and ERP applications; details on request

Professional membership and Volunteer activities

Senior Member, Society for Technical Communication
1992 to date
Vice President, President, and IPP of STC Israel; guided planning of a successful national conference with over 300 attendees; led effort to develop Diversity policy adopted by STC
Technical Communications Consultant (Volunteer) to Caspari Center, Jerusalem
1999 to 2001

Employee training and developed pastoral training for office skills and working with MS Office
Presentations, Publications, and Awards
Six presentations at local and international meetings; three publications; scientific editor for one medical volume; recipient of four technical communication awards; details on request
