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If you're looking for a young company with a true sense of purpose, and clear vision look no
further! This is, quite literally, a once in a lifetime opportunity to join a company fighting this
worldwide disease and a chance to be part of the solution! This young company has its
activities right at the heart of the COVID-19 pandemic.

This isn't a corporate slow-moving big company machine. If you're interested in an
environment where decisions are made fast, company hierarchies are flat and where your
voice is heard and listened to, read on. This is a role where you're expected to manage,
educate and improve the company and its processes through Quality.

In this role as Quality Manager you will work closely on the development, maintenance

and improvement of the Quality Management System and other quality related
activities.This role will be in close collaboration with all of the company's staff, ensuring they
are trained on how it works and how quality is part of the company’s culture.
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* Be responsible for maintaining and ensuring that the Quality Management System is
effective and fit for purpose to meet the company’s needs

* Support and guide the company’s design and development activities in line withQuality
requirements

* Be responsible for post-market surveillance, vigilance, complaint handling and CAPA
processes and support the leadership in reporting to the competent authorities and Field
Corrective Actions if required

* Lead training across the company to ensure the QMS is effective and quality is adopted as
a core culture of the company

* Be responsible to generate, review and edit SOPs, and other applicable documentation
within the QMS responsibility.

e Undertake internal audits and take responsibility for the communication between the
company and critical partners relating to quality topics

* Technical/scientific Education: Biology, Biochemistry, Chemistry, Biotechnology,
Engineering or similar

* 3+ years Quality Management/ Quality Assurance experience in the medical device/IVD
industry and hands-on experience with ISO 13485 (and e-QMS)

* Strong written and verbal communication skills in English and German

* Pragmatic, solution-driven, motivated interest to train and guide processes

e
We’d love to hear % ™
from you!

Please send your CV to elenaeelemed.eu to

arrange a confidential career discussion.
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Elemed is a truly niche recruitment business dedicated solely to QA/RA for the European Medtech Industry. We serve within the Medical device,

diagnostic and combination device arena, working with Managers up to VP of Quality, IVD and Regulatory. We are proud to have one of the

largest RA/QA/IVD Medtech networks in Europe, comprising of individuals from key Competent Authorities and Notified Bodies, experts from
industry associations such as EUCOMED, RA/QA Directors of corporate giants and CEOs of Medtech start ups. Our network, expertise and
quality of service is what sets us apart.




