Draft Agenda for the Signal Management Training & 11" Meeting of the JCVSRC

Day 1: Monday, 20" September 2021

ltem No. Time Activity Facilitator
1 9:00-9:30 Arrival and Registration All
2 9:30-9:35 Opening Prayer
3 9:35-9:40 Welcome and Opening Remarks CEO
4 9:40-10:30 Signal Management Process in the FDA | Abena Asamoa-
Amoakohene
5 10:30-11:00 Snack All
6 11:00-12:00 Qualitative and quantitative methods in | Prof. Eugéne van
signal detection Puijenbroek
7 12:00-12:45 Signal management and prioritization Prof. Eugéne van
Puijenbroek
8 12:45-13:45 Lunch All
9 13:45-14:45 Hands on Practice on Signal Detection | All
10 14:45-15:15 Decision making in signal detection Prof. Eugéne van
Puijenbroek
11 15:15-16:00 Signal Management Using COVID-19 Prof. Eugéne van
vaccine specific examples Puijenbroek
12 16:00-16:30 Discussions All
13 | 16:30-17:00 | Snack and Close of Day 1 Al
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Day 2: Tuesday, 215 September 2021

Iltem No. Time Activity Facilitator
1 9:30am e Opening Prayer
e Declaration of Conflict of JCVSRC Members
2 9:30-9:35 Interest
3 9:35-10:00 e Review of the Minutes of the JCVSRC Members
10" Meeting of the JCVSRC
e Matters Arising
4 10:00-10:45 | ¢ Updates from the Secretariat (FDA & EPI)
Secretariat
a. Safety Monitoring
b. Deployment
5 10:45-11:15 | Snack All
6 11:15-12:15 | e« Business of the Day JCVSRC Members
a. Review of the Safety
Monitoring System for
COVID-19 vaccines
b. Causality Assessment of
Serious AEFIs
c. Review of COVID-19
vaccine safety monitoring
and strategic
recommendations
JCVSRC Members
7 12:15-13:00 | AOB
, All
8 13:00-14:00 | Lunch and Close of Meeting

Page 2 of 2




