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             Senior Quality Engineer, Medical Device








Position Profile

Location:

Based in the foothills of Upstate New York’s Adirondack Mountains, the hiring company is located in an area that has continually received high marks for its quality of life and cost of living.  Urban centers such, as NYC, Boston and Montreal are 2-3 hours away and easily accessible.  As a frequent tourist area, this community offers year-round cultural and artistic events set within the natural four-season beauty of the region and resort communities. 

Position Overview:

As key contributors of the quality engineering organization, the senior quality engineer will be described as energetic, highly self-motivated and assertive individuals.  Characterized as an excellent problem solver, our candidates of choice will thrive in an organization with high expectation levels and play an integral role in developing and maintaining the quality processes necessary to ensure that the company successfully manufactures products exceeding customer expectations.   

Responsibilities:

· Perform Quality Engineering duties in the areas of failure analysis, field complaint root cause analysis, determination of corrective actions (CAPA) and generation of internal complaint reports.  Perform Risk Management activities (FMEA) for new and/or changed products.

· Plan and direct activities concerned with the design, development, application, implementation and maintenance of quality standards to ensure that all new and existing products meet their requirements for safety and effectiveness.  Ensure all changes to new and existing products/processes are fully validated and meet the companies, FDA and ISO requirements.

· Serve as Quality representative to improve awareness, visibility, and communication on quality initiatives that support both local and corporate quality goals and priorities. 

· Ensure that all new products and changes to existing products and processes are formally validated, documents and approved prior to their implementation into routine production.

· Conduct statistical analysis of test data, root cause analysis and implementation of correction actions where necessary.

· Qualify new material/component suppliers.  Perform internal quality audits.  Ensure all testing is carried out to the validation plan and create the validation summary.

Qualifications:

· Experience should include a minimum of 7 years quality engineering experience, with at least 3 years within the medical device, pharmaceutical or other regulated industry.
· Knowledgeable of Quality System Regulations (ISO, FDA).  Experience with FMEA, DOE, process controls, advanced statistics, validation reports and corrective action measures. 
· BS Engineering/Technology.
· ASQ certification (CQE), Six Sigma and Lean manufacturing methodology experience is desirable.
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