SEQUAL JOB DESCRIPTION

(Revised 10 February 2010)

TITLE:
Senior Quality Engineer
DEPARTMENT:
QUALITY

REPORTS TO:

DIRECTOR OF QA / RA

POSITION SUMMARY

The Senior Quality Engineer develops manufacturing / inspection requirements and participates in various quality function activities that includes internal and supplier audits, First Article Inspection plans.  The position will work with the engineering group in the development of new products and will be responsible for insuring compliance and adherence to internal development procedures and processes. This includes but not limited to: Develops and/or moderates complex verification and validation protocols according to company and departmental standards including relevant product standards (i.e., ISO).  Determines appropriate statistical sampling for a variety of engineering activity.  Performs specification traceability analysis to validation protocols.  Develops risk management plan and report for new products.  Conducts and/or coordinates verification and validation activity per approved protocols for design and manufacturing.   
DUTIES AND RESPONSIBILITIES

1. Performs and/or assists technology assessment necessary to ensure technical specifications for the products and designs and manufacturing.  

2. Establishes statistical sampling for qualification, verification, validation, and inspection functions.  

3. Develops and maintains receiving inspection product work instructions and First Article Inspection plans.  
4. Establishes and executes or coordinates with Engineering, validation plans and protocols for new product and manufacturing processes. 

5. Develops and maintains new product traceability analysis between specifications and validation activities.  

6. Develops risk management file for new products.  Includes developing or moderating FMECA, SHUMA, pFMECA or other risk based analysis as required.

7. Develops and maintains new product development quality plans.

8. Interfaces with quality, production, materials, and engineering department associates.

9. Conducts root cause analysis and corrective /preventive actions as required. 

10. Conducts internal audits of processes (i.e., quality system, etc.).

11. Has authority to be the Quality representative for Change Order approvals.

12. Has responsibility and authority to disposition Nonconforming materials and/or processes.  
13. Works with outside subcontractor test facilities to insure standards (i.e., IEC 60601-1, CSA, etc.) compliance for systems and sub-systems.

14. Performs other duties as assigned.

Core Competencies:

1. Experience with electo-mechanical devices.

2. Must have documentation management skills.

3. Experience with new product development.

4. Experience with design and manufacturing qualification, verification and validation.

5. Experience with internal audits. 

6. Experience with statistics.

7. Experience in conducting Risk Analysis and Hazard Analysis and Failure Mode Effects Analysis.

8. Proficient in written and oral English communication.

9. Sound judgment and comprehension skills required.

TRAINING AND EXPERIENCE

1. Bachelor of Science degree in an Engineering discipline required.

2. Must have a minimum of 6 years engineering experience with electro-mechanical devices. 

3. Must have experience executing process and/or product validation.

4. Experience in FDA regulated industry preferred.

5. Must be a creative problem solver able to demonstrate a history of personal initiative, be a good communicator and have the ability to work in early stages of cross-functional teams.  

6. Must be detail oriented and well organized. 

7. Must be a self-motivator, disciplined risk taker and comfortable working in fast growth entrepreneurial environment. 

8. ASQ Certification desired.

PHYSICAL REQUIREMENTS

1. Position is approximately 50% sedentary and 50% walking / standing duties.

2. Ability to lift 25lbs.

3. Good hand / eye coordination.

4. Must have visual acuity necessary to read engineering documents and determine product quality.

5. Full range of motion in upper body.  Includes: Simple grasping, fine manipulations, and pushing and pulling.




