
Our company is growing rapidly and is searching for experienced candidates for
the position of quality director. If you are looking for an exciting place to work,
please take a look at the list of qualifications below.

Responsibilities for quality director

Lead the supplier and manufacturing Approval Process and coordination of
prototype, pre-launch, and launch part qualification runs
Improve the customer experience regarding initial quality and long term
reliability by working with Site QA Leaders and cross functional teams to
identify issues, drive to root cause and implement robust corrective actions
Ensures compliance with Federal, State and local regulations pertaining to
training, GMP, QSR, ISO, CE and associated regulatory agencies through
management of internal audit functions
Assess current organizational structure in quality
Customer Complaint Handling System, CAPA, NCR, and other related
activities
Work in conjunction with the Global Director of Regulatory to implement a
global quality strategy that ensures business unit compliance with all
regulatory requirements, utilizing harmonized performance excellence
methodologies
Manage, investigate, audit, analyse and propose improvements in the Quality
Management System
Implement, monitor and drive the annual Quality Plan improvement efforts
Chair the CAPA meeting as needed, coordinate/manage CAPA efforts and
interact with customers (internal and external) on a timely manner and inform
the customer periodically of the progress relating to the issued CAPA,
conducts and or coordinates complaint investigation
Provide Quality Management/Compliance Systems assistance for all facilities
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Analysis experience in statistics, data analyses, and/or lean/six sigma/quality
improvement methodology
Experience and knowledge with HEDIS/QARR/CAHPS, CMS Star Ratings, and
Accreditation process
Master Black Belt certification is preferred
Demonstrated leadership abilities and an expert knowledge of the regulatory
issues facing clinical engineering programs throughout North America and
the ability to stay current with all requirements
Requires significant understanding of all aspects of the clinical engineering
field, with emphasis on regulatory compliance
Requires knowledge of the inner workings of clinical engineering programs
including operational and financial interactions


