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1394 Risk management plan (RMP): What, Why, and How?
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08:30 - 09:00

Registration

08:50 - 09:00

Opening remarks

Osot Nerapusee, Ph.D.

09:00 - 10:00

Introduction to pharmacovigilance

Terminology of pharmacovigilance
Why pharmacovigilance

Overview of pharmacovigilance
Pharmacoepidemiology involvement
Causality assessment

Regulatory requirement

Osot Nerapusee, Ph.D.

10:00 - 11:00

Risk management plan overview

Terminology of risk management plan
Why risk management plan

Module of risk management plan
Safety specification
Pharmacovigilance plan

Risk minimization plan

Osot Nerapusee, Ph.D.

11:00 - 12:00

Example of risk management plan

Demo of case: Vaccine RMP

Osot Nerapusee, Ph.D.

12:00 - 13:00

Lunch

13:00 - 16:00

Workshop (Exercise)

Case study 1: Stroke in vaccine

Case study 2: Vaccine for pregnancy
Case study 3: Drug abuse and death in
opioid pain killer

Osot Nerapusee, Ph.D.
Assoc. Prof. Puree Anathachoti, Ph.D.
Wimon Suwankesawong, B.Sc. (Pharm)

Parnnaphat Luksameesate, Ph.D.
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09:00 - 10:20 | RMP individual case consultation Osot Nerapusee, Ph.D.
(20 minutes per case) Assoc. Prof. Puree Anathachoti, Ph.D.
Wimon Suwankesawong, B.Sc. (Pharm)

10:20 - 10:40 | Break

10:40 - 12:00 | RMP individual case consultation Osot Nerapusee, Ph.D.
(20 minutes per case) Assoc. Prof. Puree Anathachoti, Ph.D.

Wimon Suwankesawong, B.Sc. (Pharm)

12:00 — 13:00 | Lunch

13:00 — 15:00 | RMP individual case consultation Osot Nerapusee, Ph.D.
(20 minutes per case) Assoc. Prof. Puree Anathachoti, Ph.D.

Wimon Suwankesawong, B.Sc. (Pharm)

15:00 — 15:20 | Break

15:20 - 17:20 | RMP individual case consultation Osot Nerapusee, Ph.D.
(20 minutes per case) Assoc. Prof. Puree Anathachoti, Ph.D.

Wimon Suwankesawong, B.Sc. (Pharm)




