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•  M O N I A @ E L E M E D . E U  •

LYON,FRANCE



• THE COMPANY • 

If you are looking for a role with a large team to manage, this position is not for you. But if

you want to develop your own team this role will be perfect! This role is all about being

hands on with the product and working in a tight knit team with one vision, surrounded by

other senior experts in their field.

Join a well established, start-up company specializing in medical diagnostics in molecular

biology. 

With its team of molecular and mechatronic experts, it designs, produces and markets

high added value reagents and automation systems for medical biology laboratories in

France and abroad.

As part of the current regulatory changes, and the continuous development of our product

offering, we are recruiting a Quality and Regulatory Affairs Manager.

• REQUIREMENTS • 
Engineer or equivalent degree in biology or biomedical engineering

Successful experience of at least 5 years in the management of QMS and regulatory

affairs in the MD sector, ideally in the field of EU regulations applicable to DM-DIV

Good knowledge of the standards applicable to DM-DIVs (ISO 13 485 and Regulation

2017/746)

Fluent written English



• THE ACTIVITIES • 

Management of the QMS 

Management of operational quality

Compliance with the standards

applicable to IVD systems and in

particular (ISO 13 485 standard)

Third-party audit follow-up

Process risk analysis

Management of change control

QUALITY
ASSURANCE

REGULATORYAFFAIRS

Monitoring and compliance with

regulatory requirements specific to IVD 

Drafting and updating of technical CE

marking files

Definition of the registration strategy in

new markets

Monitoring of registrations abroad, in

conjunction with local partners

Compliance of commercial

documentation with regulatory

requirements

Regulatory watch of marketing countries

Coordination of technical and clinical

evaluation of products by testing

laboratories

Coordination of product risk analysis;

writing user manuals

Post-market monitoring of products



INTERESTED TO
EXPLORE THIS

FURTHER?
Please send your CV toMonia atmonia@elemed.eu  toarrange a confidentialcareer discussion

mailto:monia@elemed.eu

