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A health sector research organisation is currently searching for its office based in
Paris (France) a:

COMBACTE Project Manager (one year contract- renewable)

The European Clinical Research Infrastructure Network (ECRIN, www.ecrin.org) is
a not-for profit distributed infrastructure providing support to multinational clinical
research projects in Europe. ECRIN is a sustainable European infrastructure with an
ERIC (European Research Infrastructure Consortium) legal status. It is based on the
connection of national networks of clinical research infrastructures (clinical research
centres, clinical trial units).

ECRIN provides information, consulting and services to investigators and sponsors in
the preparation and in the conduct of multinational clinical studies, for any category
of clinical research and in any disease are, particularly for investigator-initiated
clinical trials.

As such, ECRIN is involved as partner in various projects funded by the 7" Framework
Programme of the European Commission or by the IMI-JU (Innovative Medicine
Initiative- Joint Undertaking (IMI-JU), in particular in the COMBACTE (Combating
Bacterial Resistance in Europe) project.

The aim of IMI-COMBACTE is to establish a broad European network of clinical
investigation sites for clinical trials in patients with bacterial infections, and to conduct
registration clinical trials with a new investigational agent. This project is a 7 years
project (1 January 2013 — 31 December 2019) and the ECRIN activity in this project is to
provide the management capacity for the multinational clinical trials.



Roles and Responsibilities:

The main duties of the Project Manager for the COMBACTE project will include the

following:
» Scientific and administrative management of the relevant project work
package including the production of deliverables and reports
» Participation in the project meetings as ECRIN representative
» Responsible for the communication with the other partners in the project
» Coordination of the activities as described in the work package of the
COMBACTE project and in particular:
o coordination of clinical trial operations and management performed by
ECRIN partners in the different countries, in collaboration with the
ECRIN-ERIC operation manager and ECRIN partners
o participation in the investigator site selection process and cost
evaluation
o participate with the ECRIN-ERIC QA manager in the quality assurance
development and in the QA assessments to be performed by the
sponsor
» Perform other project-related duties as assigned
Requirements:

University degree in Health or Life Science.

Multinational clinical research experience.

Knowledge of the clinical development process, of GCP, and of local and
international regulatory requirements.

Ability to manage interactions across diverse functions and projects

Ability to interact positively with a wide range of professionals, including
senior staff, across a range of organisations including clinical research staff
and regulatory authorities.

Excellent organisational skills demonstrated by a proven ability to manage a
range of different projects simultaneously.

Strong oral and written communication skills

Excellent written and spoken English (working language)

Computer and software knowledge

If you would like additional information about this role or are interested in applying,

please

contact and/or send your CV and motivation letter to

christine.kubiak@inserm.fr



