@ PROMETHERA

BIOSCIENCES

Promethera Biosciences is seeking for a Clinical Research Associate

Promethera Biosciences is a cell therapy company that develops and commercializes cell therapy
products derived from adult allogeneic stem/progenitor cells for the treatment of liver diseases. As a
spin-off of the Université Catholique de Louvain, Promethera Biosciences activities and pipeline is
supported by the strong clinical experience of Pr Etienne Sokal in Liver cell transplantation and the
expertise of the laboratory of Pediatric Hepatology and Cell therapy in stem/progenitor cell research.
Promethera Biosciences is increasing its clinical staff in order to further develop its clinical program
and bring to the market a unique cell therapy product to treat severe diseases of the liver affecting
children and adults. Its unique cell therapy product (HepaStem) is based on a newly discovered and
patented progenitor cell type: Heterologous Human Adult Liver Progenitor Cells (HHALPC). The same
cell line will be used for the development of a very attractive cell model used for in vitro testing of
new drugs and lead compound optimization (HepaScreen).

If you are sharing our vision of developing life-improving and life-saving products and if you are
looking for “bench to bedside” development challenges amongst a dynamic and innovative team,
consider collaboration with our fast growing company. The company is located in Louvain-La-Neuve
closed to Brussels in Belgium.

The selected candidate will:

e monitor and validate study data according to the applicable SOPs and requirements outlined
in the investigational plan.

e ensure that the sites participating in the investigational project perform according to the
ICH/GCP and European guidelines and standards, and any applicable national regulations.

e independently identify adverse events and other safety issues.

e report on the activities in a timely fashion

e provide center and patient status information as required.

e ensure that project management and tracking systems/databases remain updated.

o facilitate timely and accurate communication flow between the sites and Promethera
Biosciences.

e become a member of the medical department of PB consisting of the Chief Medical Officer, a
Research Physician, a Sr Clinical Project Manager and a Clinical Research Assistant.

e work in close collaboration with the Sr Clinical Project Manager

Qualifications:
e Alife sciences, healthcare or nursing degree.

The position requires:

e experiences as a CRA including monitoring for at least two to three years in either a CRO or
within the pharmaceutical industry, or at least a minimum of two to three years experience
in pharmaceutical data management or as a study coordinator.

e good understanding of clinical trials and superior knowledge of ICH-GCP.

excellent attention to detail and established organizational skills.

demonstration of flexibility, professionalism and good interpersonal skills.

fluency in written and spoken English, Dutch and French is required.

a full driving license and willingness to travel on regular intervals nationally and
internationally.

Please send your Ccv and a motivation letter

to human.resources@promethera.com.

WWW. promethera.com
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