





Introduction and Study Objectives

Introduction

Hypothesis

Specific
ODbjectives

« Spontaneous reporting of
adverse reactions - backbone
of pharmacovigilance (PV)
globally

« Patient engagement is low:
<12% of PV reports in
Uganda’s database.

» Peer support plus mobile
technologies - empower
patients to report & improves
ADR management through
linkage to care.

« Med Safety/Unstructured
Supplementary Service Data

» Peer support plus mobile data
transmission technologies for
promoting the detection,
reporting and management of
ADRs in PLHIV is feasible and
acceptable.

» Peer support plus mobile data
transmission technologies will
significantly increase the
number of PV reports
submitted to the national
database by PLHIV during 4-
months of follow-up when
compared with the number of
reports from PLHIV who do not
receive peer support.

1.Develop a peer support plus
mobile data transmission
technologies intervention

2.Explore barriers & facilitators to
peer support plus mobile
technologies

3.Describe the patterns of ADR-
reporting by PLHIV

4.Estimate effect of peer support
plus mobile data transmission
technologies on the rate of
ADR-reporting by PLHIV



Med Safety Mobile Application

Unstructured Supplementary

Service Data (USSD)
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Peer Support Intervention..2

Investigators

1 Project
Coordinator

4 Peer Supervisors

60 Peer Supporters

300 People Living with HIV
(PLHIV)

Principal investigator(Pl) overseesimplementation

Pl reports to the study investigator team every 2 months
Pl attendsthe monthly Study Coordinator-Peer
Supervisor(s) meetings/calls

Coordinates monthly meetings with 4 Peer Supervisors
Provide support supervision & counselling to motivate the
Peer Supervisors, Peer Supporters andPLHIV

Updates the Pl weeklyon the progress of implementation

1 Peer Supervisor from each of the 4 regions of Uganda
Peer Supervisor doubles as a Peer Supporter

Overseas 14 other Peer Supporters in the same region
2 Phone calls per month to each Peer Supporter

15 Peer Supporters from each of the 4 regions of Uganda
5PLHIV assigned to 1 Peer Supporter for 4-months

1 daily face-to-face or phone call interaction with 1 PLHIV
5 interactions with 5 PLHIV each week

1 weekly face-to-face or phone call interaction with the
assigned Peer Supporter for up to4-months

Guided to report ADRs to NPC using Med Safety, USSD
and traditional methods (paper, online,toll-free voice call)




Peer Support Intervention..3

Assistance in Daily  Social/Emotional
Management Support

Linkage to Clinical Ongoing
and Community Support
Resources

Humanizing healthcare model
for peer support




Study Design: Quasi-experimental study

24 ART-sites matched
according to level of care,
same regions

12 ART-sites with active 12 ART-sites with active
surveillance for DTG/IPT surveillance for DTG/IPT

Intervention Group
(300 PLHIV Phone Owners)

-Peer support (Peers trained

Control Group
(300 PLHIV Phone Owners)

-Reersupport
-USSD
-Med Safety App

on USSD use/Med Safety App
+ Referral)

Follow-up for
4-months

Study Outcomes
-Feasibility of the peer support intervention

-Acceptability of the peer support intervention
-Barriers/facilitators of the peer support intervention

-Number of ADRs reported to NPC by PLHIV










Intervention group

Introduction of:
Comparison group USSD code
MedSafety App

Retrospective data collection Prospective data collection

Study
— starts —




y Arm

ntervention 183
Control 18
201




Rate of Reporting by PLHIV

\VEEL][C Completed | Expected | Completion | Attrition
(n1) (n2) rate (% rate (%)
6

Peer Supporters

Clients (Intervention) 250 305 82 18
Clients (Control) 254 300 85 15
Weekly reports 4,159 4,960 84 16
Linkage to care for

adverse drug reaction 544

management
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Implementation Challenges and Opportunities

SHENEIRES

Opportunities

Installation and demonstration of the Med Safety App
v’ Incompatible phones

v'Poor or no internet connectivity

v"No space for new apps

v'Faulty phones

Delayed completion of participant enrolment

Clients prefer peer supporters to healthcare workers
USSD platform is preferred because its easier to use
Increased rollout of digital pharmacovigilance

Increased patient engagement in pharmacovigilance

Reporting rate increased from 6 reports/month to 39
reports/month to the national regulatory agency over 8
months prior to and 8 months after the peer support
intervention

14



World Health
Organization

‘&®), For research on
v 2 diseases of poverty
+World Ba W

MHRA

Safe Drugs Save Lives Requlating Medicines and Medical oewces







