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Our company is looking for a staff engineer, quality. Thank you in advance for
taking a look at the list of responsibilities and qualifications. We look forward to

reviewing your resume.

Responsibilities for staff engineer, quality

e Support, perform, or oversee Internal and External Audits and CAPAs to
ensure compliance with Quality Management System elements

e Conducts or leads internal audits and supports supplier audits

e Ensure that documented evidence exists to provide a high degree of
assurance that specific design and processes will consistently and continually
produce a product that meets specifications and critical to quality attributes

e Serves as the technical expert for the organization (worldwide) in the
application of advanced theories, concepts, principles, and processes for an
assigned area of responsibility (i.e., subject matter, function, type of facility,
or equipment, or product)

e Develop or uses new techniques through literature research and collaborative
means

e Represent QE Function as a project team member in various projects

e Provide the necessary details for costing of new products and generate and
revise the Bill of Materials for all products

e Work with QC group to ensure understanding of and compliance with
regulations, procedures, and requirements

e Identify gaps in GMP compliance

» Extensive application of technical principles, theories, concepts and quality
sciences, tools, and systems with measureable / confirmed results

Qualifications for staff engineer, quality



Extensive knowledge of applicable regulatory, Corporate and / or Unit
requirements

Hands on experience in design of experiments and statistics

Class Il / lll medical device experience

Extensive knowledge of design control principles

Strong understanding and application of six sigma methodology preferred



