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Registration 9.00 - 8:30
Introduction To Pharmacovigilance (PV) 10:00 —
09:.00
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Building a PV System 11:00 - 10:00
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PV requirements for Bio-similar products 12:00 - 11:00
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Coffee Break 13:00 - 12:00
The Jordanian Guidelines 14.00 - 13:00
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The Saudi Guidelines 15:00 — 14:00
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The Egyptian Guidelines 16:00 — 15:00
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Lunch 16:00
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The Establishment of Egyptian Pharmacovigilance Center | 10:00—-9:00
(EPVC)
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Qualified Person for Pharmacovigilance (QPPV) & Detailed | 1:00 —10:00
Description for Pharmacovigilance (DDPS)
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Individual Case Safety Report (ICSR) 12:00 - .00
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Coffee Break 13:00 —
12:00
Periodic Safety Update Report (PSUR) 14:00 -
13:00
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Risk Management Plan (RMP) 15:00 —
14:00
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Post-Authorization Safety Studies (PASS) & Overall Safety 16:00 —
evaluation & Dear Dr Letter (DDL) 15:00
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Lunch 16:00
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National Training Institute - Cairo
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This symposium will provide a forum for people
managing Pharmacovigilance at their institutions to get a
"hands-on" experience enabling them to work through
various challenges they face in their work in a supportive
environment with peers and colleagues.

Emphasis will be placed on the particularities of different
regulatory requirements. Models from Arab Regulatory
Authorities will be presented by competent regulators.
Speakers will be talking to you in both Arabic and English.
International experts are invited to share the experience of




