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Clinical
Evaluation Leader

Bavaria, Germany OR Remote in
Europe

™M kristina@elemed.eu
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The company

This company is the definition of small and mighty, they are by no
means an unstable start-up but if you are looking to join a large,
slow-moving corporation with thousands of employees, this isn’t the
place for you. If, however, you enjoy working in a business where
you can have an impact and shape the future of the organisation,
read on.

With a focus on providing regulatory affairs, quality and clinical
solutions to manufacturers globally, this company has seen a huge
amount of success in the MedTech industry. Each day looks different
when you work here with new challenges arising from the variety of
customers and products so you can be sure you will not get bored.

Working collaboratively in a solution-oriented way is the key to this
company’s success and will allow you to continually develop your
skills and knowledge whilst maximising what you already know.
Everyone knows each other by name and enjoy attending events
together at their office in the heart of Bavaria.
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The Opportunity

You will have the opportunity to lead the clinical evaluations team
and shape your role as a Clinical Evaluation Leader, this is a newly
created position so you can really put your stamp on it. As well as
remaining hands-on with Clinical Evaluation activities, you will also
have the opportunity to lead and develop the team of 4 clinical
evaluation consultants and define the strateqgic direction for the
department. You will report directly to the company’s CEO and have
direct access to senior management in the company.

This position can be based remotely anywhere in Europe and does
not require frequent travel.

Your responsibilities include but not limited to:

e Write, develop and review high-quality clinical evaluation
documents and reports for medical devices and ensure
compliance with the Medical Device Regulation and other
relevant requirements

e Create technical documentation such as clinical evaluation plans,
CERs, PMCF plans, PSURs and more

e Provide customers with support and advice

e Manage and develop the clinical evaluations team (4 direct
reports)

e Coordinate cross-functionally with other teams to ensure
alignment and compliance to the company’s goals and necessary
requlations

e Manage relevant timelines required internally and for customers
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from a clinical perspective

e And more...




Your qualifications

e 4+ years CER writing experience in the medical device industry

e Fluent speaking, reading and writing in English. German is a

bonus.
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e Solution-oriented/problem solver
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Please send your CV to kristina@elemed.eu
to arrange a confidential career discussion.
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