> FOR MEDICAL
DEVICES




THE COMPANY

Are you an experienced Lead Auditor in Active

Medical Devices? Do you want to further develop
your career in the newest innovations in MedTech?
Can you think outside of the box? Are you looking
for more teamwork? Would you like to have a better
work/life balance?

Yes? Keep rinding you are gonna love this position!

This Notitied Body is an ambitious international
company where you can work on safe products and
a prosperous future.

Join a growing Medical Notitied Body that certities
active medical devices and software.

This is a great chance to really be at the center of
the most cutting-edge Medical Devices technology
entering the market. You can gain invaluable
experience in the MD sector with one of the top
market companies, working alongside a diversitied,
young and passionate team, building your internal
career based on your true interests!
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THE OPPORTUNITY

This is a newly created role and a unique chance for
a Medical Devices protfessional with experience in
R&D or early development phase Regulatory Attairs
to use those skills in a new context.

You will get access to advanced training as well as
the chance to use your technical knowledge to
represent the company to its customers. This is a
chance to be part of and central to the biggest
change affecting the Medical Devices industry in the
last 50 years.
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THE RESPONSIBILITIES

e Planning of the audit

o Assign responsibilities for auditing specitfic processes,
functions, sites, areas or activities to each audit team
member in consultation with the audit team

e Represent the audit team during contact with the
team leader, audit customer and auditee

e Conduct the opening meeting

e Conduct on-site audits

e Reassign work as needed between the audit team
members and periodically communicate the progress
of the audit and any concerns to the customer during
the audit

e Report immediate and significant risk (e.g. safety)
on-site to the customer and, it possible, to the
certification body to determine appropriate action.

e Review with the customer any need for changes to
the audit scope which

e becomes apparent during the audit

e Ensure the audit team achieves consensus about the
audit conclusions

e Prepare and complete the audit report

e Review solutions to non-conformities and
communicate these with customers

e Conduct the closing meeting

e Report the audit findings to the certification

decision-maker

e Train and supervise trainee and junior auditors




YOUR QUALIFICATIONS:

e Bachelor’'s, Master’s or PhD in relevant science or

engineering
e Minimum ot 2 years of experience on a similar position
with a Notitied Body for Active Medical Devices

INTERESTED TO EXPLORE
THIS FURTHER?

It you are interested in this exciting role, please send

your application directly to

~

Would you like to find out more about our open
opportunities? Visit
https://www.elemed.eu/vacancies/
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