
Quality Engineer-
In this important hands-on position, you will be responsible for managing validation activities (design,
components, process and tooling). You will ensure the quality / effectiveness of parts, product and
quality system, and will quickly and effectively take action when non-conformances are found.

Location:
San Carlos, CA

Reports to:
Director of Quality Assurance

Essential Job Functions (may include but are not limited to):
 Manage quality-control systems to maintain compliance to regulatory standards and product

specifications.
 Source and qualify suppliers and contract manufacturers by performing supplier assessments/audits

and documenting qualifications in accordance with established operating procedures.
 Support the daily manufacturing, engineering and regulatory activities.
 Develop, apply, revise and maintain quality procedures compliant to FDA CFRs and other

regulations/standards as required.
 Serve as a key member of the audit team, supporting regulatory audits with agencies such as the FDA,

notified bodies and state regulatory agencies (i.e. CFDB).
 Support and lead risk analysis projects such as hazard analysis and DFMEA / PFMEA
 Define, document and monitor key performance indicators associated with the quality management

system.
 Serve as a key member in developing and executing process validations.
 Maintain accurate records/documentation related to quality, test results and special projects.
 Impart quality knowledge upon engineering staff.
 Define, implement and support incoming quality inspection practices.
 Understand and bring resolution to non-conforming material reports and CAPAs.

Requirements:
 BS in engineering (electrical, mechanical, software, or computer) required.
 3+ years related experience preferred.
 Medical device experience required.
 Solid understanding of quality management systems compliant to FDA 21 CFRs and ISO 13485.
 Solid mechanical aptitude.
 Commitment to excellence and high standards.
 Strong organizational, interpersonal, problem-solving, and analytical skills.
 Able to manage priorities and workflow.
 Proficient on Microsoft Office suite, ERP, electronic document management systems.
 Working knowledge and understanding of the basic principles, theories, concepts, and practices in

the area of engineering/technical specialization and statics based analytics.
 Must be able to analyze and resolve non-routine product and process issues.
 Experience in engineering schematic reading and interpretation.
 Must have excellent written and verbal communication skills.
 Must enjoy working in a fast-paced startup environment.
 6 sigma greenbelt (black belt preferred).


