Supplementary Figure 2: Safety and COVID-19 surveillance in the SHERPA study

[image: ]
image1.emf
Strengthen Monitoring and Surveillance

Investigators and
HCP report

PPT reports AE
to safety desk

PPT reports AE
to safety desk

ALL Participants

DAY 1 SMS

Automated text
after vaccination

Data captured
manually

Data flows from
safety desk call
centre

Data captured from
manual forms
received from NDOH

Data flows from
eCRF / AE reporting
link

ALL Participants

DAY 7, 14 SMS

— 3

Database updated
AUTOMATICALLY

Automated text with
follow up eCRF link
sent on day 7-10

Follow up eCRF

Selected Participants

Day 7-10 SMS

5. Team to follow up for 3
days — if responses not
critical, strike from follow
up register following 3
days of attempts

( N\
Safety desk follow up

on each flagged
event / signal

o

Algorithm to identify
and highlight safety
signals DAILY

Safety signals: all
seriousness criteria,
events of concern i.e.
anaphylaxis, allergy, AESIs

' ™
Dataset with daily
follow-up list

Daily linkage via ID#
with EVDS

NICD, NHLS & Death Databases

Disease outcomes:
PCR, Death, Hosp

generated

Yes
Safety desk triggered Gapture oytcome
and continue to
to follow up

reporting

Follow up of events will be done by
the safety desk team every fourth day:
date of awareness is considered as Day
0 then follow up should be on day 3, 7,

100, until resolution









Strengthen Monitoring and Surveillance

ALL Participants

DAY 1 SMS

ALL Participants

DAY 7, 14 SMS

Selected Participants

Day 7-10 SMS


