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Job Description
Job Title: 
Senior Quality Control Engineer
Department: 
Quality
Reports To: 
Director of Quality
FLSA:

Exempt

Summary:  Works with engineering, regulatory, manufacturing, product management and service functions in providing professional quality guidance to assess, correct, and maintain the product and process quality using statistical tools, documented methods, and audits.  Provides technical advice to the site leadership team on quality, reliability, safety and performance issues encountered during product life cycle.
Essential Duties and Responsibilities include but are not limited to the following:

· Administrates the PPAP submission process including obtaining supporting process and product data to support the internal and customer submission and approval process.

· Administrates and conducts supplier quality audits utilizing the Supplier Audit format and APQP checklist and determines readiness for certification of vendor and/or product.

· Administrates and maintains internal auditing program and selection of internal auditors.

· Acts as a liaison between design engineering, manufacturing engineering, regulatory, production, project management, sales and service functions to ensure product conformance and customer satisfaction.

· Coordinates supplier corrective action activities with purchasing and the supplier quality assurance personnel for supplier quality issues related to the assigned product line(s).

· Maintains familiarity with appropriate regulations/standards relative to medical device design, engineering, manufacturing and distribution (i.e. FDA QSR, ISO 13485:2003, Medical Device Directive, UL, IEC, etc.).

· Establishes and/or improves product/process quality individually and through team based problem solving efforts using Industry Best Practices tools.

· Participates in the MRB activities during process development of product and productions.  Evaluates nonconformance reports as required; coordinates corrective action activities and completes follow-up evaluations to determine completion and effectiveness of corrective actions.

· Ensures proper validation of IQ, OQ and PQ of equipment, documentation, processes through review of validation plans and subsequent audit(s) of those activities.

· Supports design control activities (FMECA, design verification studies, design reviews, and design/process validation).

· Provides technical direction for metrology-related policies on equipment used in the testing of product.

· Reviews and evaluates CR/CN for accuracy, effectiveness and compliance and provides support to the component and finished product improvement processes.

· Provides input related to the quality aspect of product design and engineering.  Performs appropriate analyses and evaluations, as needed, to make recommended changes.

· Coordinates failure investigation and analysis with design engineering, manufacturing engineering, production and quality.

· Performs Risk Analysis on post production process/design changes and product quality issues.

· Provides technical advice on component and system failures that occur in manufacturing and in the field.

· Ensures that closed looped corrective and preventive actions take place for systemic process and product quality issues.

· Contributes and assists with project team activities as assigned, including team participation.
Education and/or Experience:
To perform this job successfully, an individual must be able to perform each essential duty satisfactorily.  Reasonable accommodations may be made to enable individuals with disabilities to perform the essential functions.
This position requires:

· BS degree or combination of education and experience

· Six Sigma Green Belt or higher

· 10+ yeas prior experience as a quality management professional

· Certification from ASQ or other professional quality control organizations

· Knowledge and experience managing in an ISO 9001 and FDA regulated environment

· Knowledge of principles and applications of statistical methods

To perform this job successfully, a candidate must also possess and/or demonstrate the relevant competencies as outlined in Delta’s Competency Matrix.
Physical Demands:
The physical demands described here are representative of those that must be met by an employee to successfully perform the essential functions of this job.  Reasonable accommodations may be made to enable individuals with disabilities to perform the essential functions.

While performing the duties of this job, the employee is regularly required to sit and talk and/or hear.  The employee is frequently required to stand and walk.  The employee is occasionally required to use hands to finger, handle, or feel and reach with hands and arms.
Work Environment:
The work environment characteristics described here are representative of those an employee encounters while performing the essential functions of this job. Reasonable accommodations may be made to enable individuals with disabilities to perform the essential functions.  The noise level in the work environment is usually moderate.
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