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Regulatory Rffairs Consultant
Part Time

The GCompany

This is a unique opportunity to work with a highly innovative clinical stage company. If
you are interested in working for a startup environment where decisions are made
quickly and your efforts will have immediate impact, this could be a great opportunity for

you.

In this role as the Regulatory Affairs Consultant, you will be focusing on all parts of
regulatory functions within the business. This may include managing reviews, preparation
of documents, submission and follow-up of regulatory issues.

Your responsibilities will include but not be limited to:

 Finalising and reviewing strategy for clinical and regulatory plans for the USA and
Europe.

 Finalising and reviewing the regulatory/ethical submission packages for conducting
clinical studies in USA/EUR (or elsewhere) using the Contractor’s technology in the
area of medical devices.

e Play a critical role in investor and board meetings where you will represent the

regulatory findings and strategy.
e Working on the QMS and developing this further on an international scale.
e Play a critical and hands on technical role within all parts of the registration process.
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The ideal candidate for this role will have:

Have a minimum of 10+ years experience working within Regulatory Affairs for the
medical device industry.

e Strong cross-functional knowledge across QA/RA and Clinical.

e Have experience working on projects as a contractor/ consultant in the medical
devices sector.

e Have a proven track record and ability to work remotely to a high standard.

e Be based in Europe, ideally the Rome area in Italy.

Please email your full application including work

certificates to beneelemed.eu or phone into our offices on
+41 21 53 91933,
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Please note! Elemed has exclusive agency rights and a written mandate to recruit this role. Be wary of applying to false adverts or other agencies
advertising this role as it may lead to your application being withdrawn.




