Draft Agenda for the 68" Meeting of the Technical Advisory
Committee on Safety of Medicines

Date : Wednesday, 13" January, 2021 at 9:30am prompt

Venue :Conference Room, Food and Drugs Authority

Item No. | Time Activity
1 9:30am Opening Prayer
2 Declaration of Conflict of Interest
3 ¢ Review of the Minutes of the 67" Meeting and Supplementary

Meeting to the 67" Meeting

e Matters Arising

4 e Updates from the Secretariat

a. Pharmacovigilance awareness programmes
b. Updates on MVIP

5 e Business of the Day

a. Review of Adverse Reaction Reports

i. SMC :133
i. PSC :2
i HCP :63
Total 198

b. Signal Assessment

i Chlorhexidine and cord sepsis

ii. Carboxymethylcellulose Sodium and increased
lacrimation

c. Inclusion into Guidelines for conducting Good Pharmacovigilance
Practice (GvP) Inspection, timeline for submission of evidence of
implementation Corrective and Preventive Action (CAPA)
following GvP inspection

6 AOB

7 2:30pm Close of the Meeting




