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Start your journey of

DISCOvVReNny!

Regulatory & Safety Associate Belgium/Luxembourg

Your role:

Ready to join our Belgian affiliate? We are looking for a Regulatory and Safety
Associate. You will perform as the local Business partner to different stakeholders
of the local organization for Regulatory and Pharmacovigilance (PV) aspects. An
outstanding possibility, combining the expertise of both. You will be responsible
for key regulatory activity, including any required Health Authority interactions
for our organization, to ensure maintenance of Marketing Authorizations for the
company's product portfolio. Tasks will be the life cycle management of the
marketed product as well as registration of new compounds, including possible
Early Access Programs for new assets. You will act as a point of contact for
Health Authorities to maintain close relationships.

The PV activities in Belgium are embedded in the Patient Safety Center BeNeLux.
You will ensure that individual case safety reports from the Belgian market are
appropriately processed and followed up. You are the contact point for all PV-
related requests from cross-functions. You maintain the vital documentation of
the PV system and act as the nominated person for PV towards the Belgian
Health Authority. You will report within the Regulatory organization with a close
alignment of the Patient Safety Center Manager. Further, you will collaborate
closely with the Global Organizations as well as the cross-functional teams (local
Management, QA, Medical Affairs, Market Access, strategic partners, Business
Unit).



Who you are:

e You completed a master’s degree in pharmacy or a related scientific
subject

e You have at least 4years of experience in the pharmaceutical industry and
have the technical regulatory knowledge of local regulatory requirements
First experience with local / EU GVP requirements is valuable

o Experience and knowledge in review of promotional material would be an
asset

e You understand business needs, think strategically, and develop risk
mitigation strategies

o Excellent English and local language, especially in Dutch and French (both
oral and written)

e You are a standout colleague with a high level of dedication and a strong
willingness to perform.

What we offer:

With us, there are always opportunities to break new ground. We empower you
to fulfil your ambitions, and our diverse businesses offer various career moves to
seek new horizons. We trust you with responsibility early on and support you to
draw your own career map that is responsive to your aspirations and priorities in
life. Join us and bring your curiosity to life!

Curious?

Apply and find more information at
https://career5.successfactors.eu/sfcareer/jobregcareer?jobld=229260&company=merckgroup
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