Company name: ViewRay Incorporated
Type of industry, product or service: Medical Devices
Job Title:  Product Quality Assurance Engineer
Location: Oakwood Village, OH (Southeast suburb of Cleveland)
Requirements and Qualifications: 
Responsibilities
· Provides technical transfer, new product introduction, change control, and validation support including specification and quality documentation review and approval.
·  Audits and approves manufacturing, quality, engineering, and validation documents for conformance to business practices and departmental procedures.
· Monitor existing processes and interpret deviation.  Determine root cause and lead team to correct situation from a Quality perspective.

· Continuously looks for opportunity to improve processes related to Quality and proactively lead teams
· Assist in definition of product development processes.  Support Clinical Trials, prototype development.  

· Serve as Quality liaison between Project Manager and R&D Engineers 

· Ensure product requirements are measurable and verifiable through the use of metrics

· Develop and write test and validation plans for components, subassemblies, and systems as appropriate.  Document all plans, inspection, test, validation activities to support regulatory requirements of medical devices

· Conduct and document design reviews. Coordinate required testing with external certification agencies for acceptance of company products

· Provides support to external manufacturing quality assurance
· Closely monitor agreed upon metrics with customer sites to proactively address opportunities

Qualifications

· B.S. in biomedical, electrical/electronic, mechanical, or industrial engineering discipline

· 8+ years of successful experience in a product design and product quality assurance position

· Knowledge and experience with FDA Quality System regulations

· Hands on experience and thorough knowledge of UL and IEC requirements for medical devices

· Experience in NRC regulated environment and knowledge of ISO and CE Mark requirements very preferable

· Experience developing and conducting complex, documented component, subassembly, and system validations in a medical device company under design control is preferable

Contact: Robert Bea, Sr. VP, Regulatory Affairs and Quality Management   440-264-3314
