eles\ed

Senior Quality Engineering

Manager
Limerick, Ireland

This globally renowned healthcare company is fast becoming one of the
largest manufacturers in its field. With a dynamic growth strategy, cutting edge
technology and fantastic future prospects, this is a company where you can be
sure you will excel alongside it.

Due to the significant and successful growth achieved, the company opened a
brand new site 4 years ago in Limerick, Ireland dedicated to Research &
Development and the technical aspect of the devices. It is a fantastic
opportunity, not only to be at the very core of the product life cycle, but also
grow and expand in harmony with the site.

In this position you will be leading a team of 5 QA engineers whilst also
indirectly managing the R&D team. Given the size of the company, it is an
opportunity to work and communicate with teams all across the world (over
40 different cultures). You will be responsible for supporting new product
development projects to ensure the design process adheres to the best quality
possible and work through the medical device product development lifecycle,
covering risk management and design/process verification and validation.
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AS SENIOR QUALITY ENGINEERING MANAGER YOU WILL:

Be responsible to develop quality documentation to support new product
development projects and regulatory submissions

Work in project teams and lead design changes

Challenge new product development teams when defining design V&V test
requirements to ensure design inputs and safety requirements are met
Represent the quality process function in internal and external audits

Use your knowledge of advanced Advanced Quality tools such as (FMEA),
Root Cause Analysis, Poke Yoke to address and resolve quality issues
Present risks associated with the product use during Design Reviews and
track the design, documentation, and manufacturing process to mitigate
those issues throughout the development process

AS SENIOR QUALITY ENGINEERING MANAGER YOU SHOULD HAVE:

e 5+ years strong experience in the Medical Device industry, in a quality
engineering or R&D position
Strong working knowledge on applicable regulations (mainly 1ISO13485,
21CFR820) and technical standards for medical devices (e.g IEC 60601,
62304)
Fluent English language speaking and writing skills
Authorisation to work in Ireland

ne'd love to Ne0R FrRom tﬁol/u'

Please send your CV to kristina@elemed.eu for a
confidential career discussion.

Only applicants who meet the requirements above will be
considered for the role. Unless otherwise stated we are not
able to consider applicants without EU work authorization.

Elemed is an executive search firm, specialized in finding
and representing exceptional talent in medtech. To find
out more about our Candidate Services click
here:https://www.elemed.eu/candidates/




