%) QXeme

LiFe Sciences Talent

Senior Clinical Project Manager

Location : Strasbourg, FRANCE Type of position : Full time — Permanent contract

Our client is an innovative e-health startup developing a solution for continuous monitoring of key patient
parameters from their homes.

In preparation for the launch and commercialization of its device, the company is looking for a Senior
Clinical Project Manager.

Responsibilities :

Under the direction of the CEO and in accordance with the company's business plan, you will be responsible
for defining the clinical strategy and overseeing the Quality Management System (QMS) of medical affairs:

- Definition, planning, and management of several clinical projects over the next few semesters:
- Planning and monitoring timelines
- Anticipating necessary resources
- Selecting and managing clinical collaborators
- Establishing Clinical Reference Centers
- Supervising clinical investigation activities and medical affairs, in relation with an external CRO:
- Writing synopses and protocols, regulatory submissions, training, surveys, data analysis, report writing
- Clinical validation of the product in close collaboration with the technical team

The position is preferably based in Strasbourg, with occasional travel and regular interactions with
stakeholders in several countries.

Profile :

- Master's degree or equivalent with at least 2 years of experience in a similar position in the medical device
industry

- Experience in writing clinical evaluation reports for a medical device

- Knowledge of regulations (ISO 13485, ISO 14971) and standards related to investigations and clinical
studies (MDR 2017/745, I1SO 14155:2020)

- Skills in bibliographic research and scientific monitoring

- Proficiency in English

- Excellent communication skills, both oral and written

- Team spirit

- Autonomous, versatile, and proactive

If you want to bring your clinical skills to an innovative e-health project and collaborate with an
interdisciplinary and agile team, this position is for you!



