Director of Quality and Regulatory Affairs

Job Summary

Company
Talentmine

Location
Fremont, CA

Industries
Medical Devices and Supplies

Job Type
Full Time Employee

Years of Experience
10+​ to 15 Years

Education Level
Bachelor's Degree

Career Level
Executive (SVP, VP, Department Head, etc)

Salary
$150,000.​00 - $170,000.​00 /​year plus Bonus

About the Job:
We have been retained to do a confidential search for the next Director of Quality and Regulatory Affairs for a medical device company in Fremont, CA.  This company, publicly held, is experiencing rapid growth after a highly successful initial product launch and needs a strong leader to implement world class systems to ensure high levels of product quality and regulatory compliance.  This position reports directly to the CEO. 

ESSENTIAL JOB DUTIES: 

· Guide the operating functions of the company toward systems and practices that enable and ensure cost-effective, on-time delivery of conforming products and ensure compliance with appropriate regulatory requirements.

· Act as a change leader and develop a QA organization that brings Six Sigma competencies to the company. 

· Create, apply, and monitor performance metrics for personnel, products, and methods. 

· Serve as the Management Representative for any third party interactions, inspections or audits. 

· Maintain and elevate current ISO processes and procedures such as CAPA, Customer Complaint process, internal and supplier audits. Includes ensuring that root cause(s) have been identified and appropriate corrective actions are established and verified effective for any identified issues. 

· Ensure inclusion of supplier capabilities in product design, supplier selection, supplier performance, and supplier management. Involves international travel. 

REQUIREMENTS: 

· Minimum education: B.S. in engineering, physical or life sciences. Advanced degree and/or certification strongly desired.

· Minimum experience: 10 years of relevant industry experience in the development and execution of quality strategies leading to significant, demonstrable improvements in quality, cost, and delivery of high tolerance, high volume products.

· At least 3 years of Black Belt or Master Black Belt Six Sigma certification and experience.

· Experience managing Quality Systems integration with production and R&D partners. 

· Must have served as Management Representative in several 3rd party audits. 

· Understanding of FDA 21 CFR 820, ISO 13485:2003 requirements, systems, as well as medical device industry standards and guidance documents is a plus.
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