EUROPEAN MEDICINES AGENCY

SCIENCE MEDICIMES HEALTH

Curriculum Vitae

Personal information gnissa benlazar

Work experience

1. Employer: ANSM, French Health Authority
e Start date: 032024
e End date: -
e Position: head of oncoheamatology heeamatology and nephrology
e Activities: _ Ensure functional links and information flow with other technical and medical
divisions and the hierarchy, _ Ensure the organization of work and the management of priorities
within the team, _ Ensure the quality, the respect of deadlines and the consistency of
deliverables, _ EMA centralized procedures referent for oncohematology division.

2. Employer: European Medicines Agency
e Start date: 062022
e End date:
e Position: Oncology European Specialised Expert Community (ESEC_O) Member
e Activities:

3. Employer: ANSM, French Health Authority
e Start date: 082022
e End date: 122022
e Position: Interim head of oncoheamatology heeamatology and nephrology (maternity leave
replacement)
e Activities: _ Ensure functional links and information flow with other technical and medical
divisions and the hierarchy, _ Ensure the organization of work and the management of priorities
within the team, _ Ensure the quality, the respect of deadlines and the consistency of
deliverables, _ EMA centralized procedures referent for oncohematology division.

4. Employer: ANSM, French Health Authority
e Start date: 042021
e End date:
e Position: Clinical assessor _ Oncohematology division
e Activities: _ Assessment of safety and efficacy data within Marketing Authorization
applications, Clinical Trials applications and early and compassionate access programs, _
Determination of the Benefit / Risk balance with regards to CT results and therapeutic strategies
and alternatives _ For all assessed procedures and MAH’s submitted documents, writing of a
critical assessments, _ Drug shortage anticipation and management with MAHs _ Expertise at
the CHMP, HAS (CT) and the National Cancer Institute (INCa) _ Ongoing involvement in the
ANSM's Permanent Scientific Oncology_oncohematology Expertise Committee.

5. Employer: ANSM, French Health Authority
e Start date: 082019
e End date: 042021
e Position: Pharmacovigilance assessor _ Oncohematology division
e Activities: _ Scientific and regulatory critical analysis of safety data from clinical trials and
post_marketing experience (MA Applications, safety signals, PSURs, RMPs, PASSs, MA variations
and renewals, line and indications extensions and compassionate use programs) _ For all
assessed procedures and MAH's submitted documents, writing of a critical assessments, _
Expertise at the PRAC.

6. Employer: ANSM, French Health Authority
e Start date: 022019
e End date: 082019
e Position: Pharmacovigilance Assessor Trainee, Oncology division
e Activities:
_ Safety reports evaluation _ RMP evaluation _ Signal management _ In depth analysis of
Hyperprogressive Disease under PD_(L)1 drugs

7. Employer: Pierre Fabre Oncology
e Start date: 042018
e End date: 092018
e Position: Pharmacovigilance Assessor Trainee, Oncology/Neurology
e Activities:
_ ICSRs management _ Causality assessment _ Follow up of clinical trials' PV activities _
Literature review

8. Employer: University Hospital
e Start date: 102016
e End date: 072017
e Position: Internchip in pharmacy _ Pharmacology _ Toxicology _ Biochemistry _ Hematology

Education and training

1. Subject: Sorbonne University _ Saint Antoine Hospital
e Start date: 102021
e End date: 062022
e Qualification: Clinical Oncohematology Diploma
e Organisation: Acquired in addition to the theoretical bases, the practical biological,
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2. Subject:

3. Subject:

4. Subject:

Additional information

cytological, hemostasis and hemobiology bases necessary for the diagnosis and therapeutic
management of hematologic malignancies

Pharmacy University, Paris Sud and Paris Descartes

e Start date: 102018

e End date: 072019

e Qualification: Masters degree in Toxicology, Risk Evaluation and Pharmacovigilance

¢ Organisation: Objectives of the Masters' degree: _ Critically analyze scientific articles and
regulatory reports to quickly identify relevant information, _ Use experimental approachs
(toxicity evaluation models) for assessing the risks, _ Master regulatory toxicology environment,
_ Master the essential knowledge of health products' vigilances including regulatory aspects.
Pharmacy University, Paris Sud

e Start date: 092017

e End date: 092018

e Qualification: Masters degree in drug sciences

e Organisation:
Pharmacy University

e Start date: 092011

e End date: 092017

e Qualification: Pharm_D

e Organisation: General pharmacy diploma with a specialization in pharmaceutical industry
and toxicology Thesis: Mechanism and biomarkers of hyperprogressive disease during
PD_1/PD_L1 blockage therapies in patients with solid tumors

Publications
Projects

Memberships

Other Relevant Information _ C2 English level _ Volunteer for 6+ years in an association supporting children with cancer
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