
Diploma in Pharmacovigilance
for the Middle East

has attended the following training and successfully passed the obligatory tests.
Substantial knowledge was gained in the following topics:

As a Life Train signatory FORUM Institut follows defined quality criteria by IMI (Innovative Medicines
Initiative). IMI is Europe's largest public-private initiative and a joint undertaking of the European
Union and the pharmaceutical industry association EFPIA. One key aspect of IMI is the European
Medicines Research Training Network (Pharma Train Federation), which offers a sustainable platform
for education and training covering the whole life-cycle of medicines research. FORUM Institut submitted
to an external Pharma Train audit and was recognised as a centre of Recognition.
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- Introduction to pharmacovigilance – EU
- Pharmacovigilance overview in the Middle East
- Pharmacovigilance system master file (PSMF)
- Drug adverse reactions
- Signal management
- Risk management plan
- Risk management system
- Periodic safety update reports (PSUR)
- Pharmacovigilance inspection and audit readiness
- Qualified person for pharmacovigilance (QPPV)
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