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Our growing company is hiring for a pharmacovigilance scientist. We appreciate
you taking the time to review the list of qualifications and to apply for the
position. If you don't fill all of the qualifications, you may still be considered
depending on your level of experience.

Responsibilities for pharmacovigilance scientist

e May contribute to Regulatory benefit-risk assessments requiring a GCSP
team approach

e Provides support and input into Clinical Development planning activities, with
guidance

» With guidance, may represent GCSP on cross-functional Clinical Matrix Teams
and/or Project Teams for developmental compounds

e Reviews and may provide technical approval for investigator brochures,
protocols, informed consents, final study reports and external data
monitoring committee charters

e Assists in establishing Safety Review Teams and provides data for review and
discussion

e Lead teams in preparing, organizing, and reviewing tabulations for Regulatory
reports

o Contribute to definition of safety reporting requirements in clinical study
protocols and Safety Management Plans

» Contribute to expectedness lists for development and marketed products in
clinical studies

e Support PV physician in review of SAEs and non-serious adverse events from
interventional clinical and from non-interventional post-marketing studies

e Provides assistance to case processing team in data entry of clinical trial SAEs
into Argus safety database and to medical coding of adverse events and



Qualifications for pharmacovigilance scientist

e Experience in MedDRA coding and search strategies

e Strong people and project leadership skills

e Strong organizational and prioritization skill

o Excellent analytical and problem solving sills

e Understanding of clinical development processes related to clinical trials
preferred

e Minimally, Bachelor’s degree (or equivalent) in health-care related field
(strongly preferred) with Oncology experience preferred



