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ACRN is an Africa led clinical research network that drives clinical 
research excellence by connecting researchers to opportunities, 
enhancing research capacity in existing facilities, implementing high-
quality trials and research, building trust in research from 
communities and key stakeholders while leveraging technology for a 
robust digital infrastructure.

ACRN aims to raise Africa’s share of global clinical trials from 3% 
today to 15% within the next decade (China grew from ~1% in 2009 
to ~22% today). This requires true partnership—across global health, 
industry, and African institutions. By expanding beyond traditional 
global health into all therapeutic areas, we will meet Africa’s health 
needs, advance global health priorities, and deliver for industry 
through faster start-up, higher quality, and diverse, inclusive trials.

Africa Clinical Research 
Network
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ACRN's Mission & Vision
Driving Innovation and Quality in Africa’s Clinical
Research Landscape

• Mission: Enable Africa-led, globally competitive clinical 
research by building a sustainable network of trial-
ready sites.

• Vision: Increase Africa’s share of global trials from ~3%
today to 15% by 2035.

Approach:
1. Standardize trial quality across sites
2. Accelerate study start-up and recruitment
3. Build long-term capacity and sustainability
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Enrollment Crisis in Established 
Markets

• In oncology, >70% of U.S. trials fail to 
meet enrollment targets on time (JCO, 
2021).

• Trial saturation: many patients in 
US/EU already cycled through multiple 
studies, limiting naïve populations.

• Average per-patient trial costs >$20K
in the US vs. far lower in Africa.

Africa’s Untapped Potential

• 18% of world’s population, 25% of global
disease burden, <3% of trials.

• Fastest projected growth in oncology, 
diabetes, cardiovascular disease, 
inflammation.

• 80% of global sickle cell cases, yet 
insufficient trials in Africa — highlighting 
missed opportunities in high-value
pipelines.

Strategic Imperatives for CROs

• Sponsors increasingly mandate diverse
enrollment (FDA/EMA).

• Early movers in Africa will gain 
competitive advantage with pharma and 
biotech clients.

• Building African capability now = 
positioning for the next decade of growth 
markets and global health pipelines.

Sponsors that invest in Africa today can solve immediate global trial bottlenecks, win new sponsor trust, and secure long-term growth
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Why Clinical Trials Cannot Ignore Africa
Africa is not optional — it’s essential to solving today’s trial bottlenecks and meeting
sponsor demand





Building to Deliver on Research Priorities

• Growing a trial-ready network inclusive of ML3
countries and high-burden non-ML3 regions

• Structured onboarding process with transparent
criteria, due diligence, and tiered readiness

Therapeutic Alignment
• Focus on global health, maternal-child

health and non-communicable diseases
• Network includes sites with clinical and

operational capability to execute across
these areas

Digital Enablement
• Integrated digital stack for trial execution, 

including Oracle CTMS, eSource, and real-time 
tracking

• AI-enhanced workflows for project oversight, 
site performance, and risk monitoring

• Platform enables ACRN to serve as SMO, trial
execution partner, or sponsor delegate

• Modular service model aligned to sponsor
structure and trial complexity

A strategic platform aligned to sponsor pipelines, delivery needs, and commitment to 
equity in trials

Site Expansion Focus Flexible contracting

Community Trust infrastructure
• Embedding community engagement strategies

aligned with Good Participatory Practice (GPP)
• Social-behavioral research informs culturally

tailored recruitment and retention strategies
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Clinical research is not just science — it’s a development strategy. Every trial run improves the standard of care.

ACRN's Service Offering
One Network. One Entry Point. Scalable, Credible, Africa-Led Delivery.

Modular Trial 
Execution Services 
Flexible trial execution 

from Start to Finish
Site Management 

Organization (SMO) 
Enabling trial-ready sites 

across Africa

Policy & Regulatory 
Advocacy Platform 
Driving harmonization 

and catalyzing regulatory 
consistency

Community 
Engagement Solutions 

Building trust, retention and 
trial literacy

Real World Evidence 
& Research

Cohorts + Biomarkers + 
Genomics → Faster 

recruitment, smarter trial 
design, stronger 

regulatory evidence.
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Workforce Development

Executive Upskilling
Training for site leads in finance, 
contracting, and digital systems

A modular, multi-tiered workforce development platform

Core Competencies
Virtual + in-person training on courses which
include GCP,EDC, monitoring, and regulatory
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topics among others
Embedded Fellowships
On-the-job training for early-career professionals, with 
mentorship and performance tracking

Site-Based Capacity Uplift
Support for full site teams via accreditation, SOP
libraries, and system integration

Internal Training Curriculum & Materials 
Develop a comprehensive program that includes 

project management, quality assurance, foundational 
research skills, and specialized modules for early-

phase trials

Role-Specific Training for Staff
Role-specific training opportunities with career path

trajectories and development

Site-Based Training at Affiliate & Specialized Centers 
Provide hands-on training for local teams, emphasizing 

study execution, compliance, and consistent data
management

Study-Specific Training Materials 
Customize protocols, SOPs, and checklists for 

upcoming trials, ensuring clarity on sponsor duties, 
regulatory steps, and data reporting

Integrate Digital Learning & Evaluation Platform 
Deploy an online system for self-paced modules, 
performance tracking, and continuous professional 
development.





ACRN Network: Current Footprint
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Integrated ACRN units
With full-time research staff (IDRL, 
Mutala, Clinresco)
Specialty partners
PK/PD, pharmacogenomics, field 
epidemiology research

Hospital-based partner sites
Selected for specific studies
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High-performing partner hubs

Geographic Footprint

Sites partnered MOUs or working
on ACRN 2025 trial pipeline



ACRN EOI-Driven Network Expansion
Building a Site and Investigator network enabling shift from opportunistic partnership to 
strategic network expansion

317+ submissions, with 83% meeting ACRN
eligibility requirements

• 74% from individual researchers
• 26% from institutions

Key Highlights:
• 36% applicants identified as high-

performing or potential hub sites
• 84% of applicants reported clinical research

experience, including:
• All phases of clinical trials
• A wide range of therapeutic areas
• Diverse patient demographics

• 81% have experience with regulatory
infrastructure,

Top Performing Countries:
• Nigeria
• Kenya
• Zimbabwe
• Ethiopia
• South Africa
• Egypt

Confidential – For internal use or authorized external recipients only.
Do not distribute without written permission from ACRN.



Community Trust & Retention
Build trust before trials begin — ensuring higher recruitment and stronger retention

Trust & Retention 
Mechanisms

Structured Community Engagement
• Dedicated Community Engagement Managers in-country
• Grassroots partnerships with local health promoters &

networks

Evidence-Based Recruitment
• Socio-behavioral research to surface motivations, barriers,

facilitators
• Tailored messaging strategies rooted in cultural context

Trust & Retention Mechanisms
• Community Advisory Boards representing community

voice
• Retention support frameworks for long-duration studies
• Transparent feedback and participant-first approach

Outcomes for Trials
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Improved recruitment speed,
reduced screen failures

Higher participant retention
over multi-month trials

Stronger community 
acceptance → reduced risk of 
trial disruption

→ Faster recruitment | Higher retention | Ethical, equitable research



Regulatory and Policy Intelligence
Accelerating trial start-up and strengthening regulatory alignment across Africa

What it Supports

• End-to-end trial submissions 
(ethics + NRA)

• Import permits and MTA
coordination

• Site-level regulatory readiness
reviews

• Version control and submission
archive (in build-out)

What we Track

• Mapped 8 countries:

• Ethics & NRA timelines, 
import/export rules, and required 
documents

• Real-time policy and regulation 
updates (e.g., ML3–ML4 
transitions)

• Harmonization initiatives via 
AVAREF and regional authorities

What we are Building

• Regulatory dashboard +
intelligence system

• Shared submission templates and 
SOP library

• Embedded regulatory officers
across countries

• Site training on evolving
regulatory expectations

• Strategic engagement with
ministries and ethics bodies
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Engineering the Trial Ecosystem of
Tomorrow
Technology is not an add-on—it is the backbone of ACRN’s operating model
From inception, ACRN has been designed as a digitally enabled, data-driven clinical research ecosystem that meets the expectations of
tomorrow’s trials today

Digital-First by Design: Embedding
technology into every layer of trial
planning, execution, and oversight—
from feasibility to closeout.

Interoperable and Scalable: 
Committed to systems integration 
and open architecture to ensure 
seamless collaboration across sites. 
Aim to support advocacy for systems 
integration with regulators, and sites.

AI-Ready and Cloud-Based: Investing in 
future-proof infrastructure that 
supports AI-enabled epidemiology, 
digital monitoring, and decentralized 
trial models.

In partnership with the Ellison Institute of Technology and Oracle

Confidential – For internal use or authorized external recipients only.
Do not distribute without written permission from ACRN.



ACRN Digital Operating System for Trials

Protocol and other key document 
Automation
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Logistics & Cost 
monitoring

Document Tracking 
Performance tracking

Pharmacovigilance
ACRN

Digital stack

Planning Start Up

AI-enabled feasibility

Automated visit scheduling 
Remote & Risk Based Monitoring

Conduct
Analysis &
Reporting

Leveraging technology to streamline clinical trials workflows
Core Trial

Operations
Site 

Selection 
Portal

eTMF 
& CTMS

Random
Supplies

Management

Signal
Safety

Multifaceted Digital Stack to Support Clinical Trials
In partnership with Ellison Institute of Technology & Oracle

eSource
& EDC

Medical 
Writing

Analytics
Digital Dashboards and 
analytics

Site & 
Investigator 

Database

Policy & 
Regulatory 
DatabaseDigitally enabled site, 

investigator and country 
selection

Clinical
Datasets

ePRO

Community
Engagement ePRO







Building a Life Sciences Ecosystem

Discovery / R&D Preclinical Research Clinical Research
Manufacturing /

Supply Chain
Commercialisation 
(Market Access & 

Adoption)

From Individual Trials to a Sustainable Research Economy

Life Science Value Chain

Critical Enablers

Science Base

Business
Environment

Skills

Healthcare
System

Regulation

Specialised
Growth

Data

Finance
Partnerships
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Let's Build Boldly 
Together

Be Bold.
Think beyond 
traditional models. This 
is an opportunity to co-
create with purpose.

Be collaborative.
This is not about what 
ACRN can do alone but 
what we can build 
together.

Be imaginative.
Africa’s future in life 
sciences needs new 
thinking, new models, 
and a shared ambition.

Partner with ACRN.
We want to be shape Africa’s 
growth story. This not a 
short-term story but one 
with a long-term vision for 
transformation.
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Innovation in Africa  
c linica l tria ls  and 

ongoing continenta l 
updates

AVAREF - Advancing 
Clinical Trials Excellence 

in Africa
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 Introduction and Context
 State of clinical trial ecosystem
 Clinical Trials, and Indictors for Innovation
 Innovations in Clinical Trials Capacity Strengthening
 Clinical Trials Oversight in era of African Medicines Agency
 Considerations & Conclusions

OUTLINE
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Share of global RCTs, 
2015-2021, from trials with 
one or more sites in sub-

Saharan Africa*

• 30  m illion   < 5 ye a rs  su ffe r from  va cc in e -
p re ve n t a b le  d ise a se s (VP Ds) a n n u a lly in  Africa . 

• Con t in e n t  P rod u ce s le ss  t h a n  1 % o f it s  
va cc in e s

• De fic it  in  Africa n  g e n e ra t e d  d a t a  fo r m ost  
m e d ic in e s

• Ma jo rit y o f Ge n e t ic  Dive rsit y in  t h e  w orld  e xis t s  
w it h in  Africa

• Em e rg in g  En viron m e n t  in it ia t ive s su ch  a s  
Africa n  Me d ic in e s Re g u la t o ry Ha rm on iza t ion  
(AMRH)/Africa n  Me d ic in e s Ag e n cy (AMA), 
Con t in e n t a l Fre e  Tra d e  Zon e

• Th e  g lob a l c lin ica l t ria ls  m a rke t  s ize  w a s va lu e d  
a t  USD 74 .8  b illion  in  20 23 a n d  is  e xp e c t e d  t o  
e xp a n d  a t  a  com p ou n d  a n n u a l g row t h  ra t e  
(CAGR) o f 5.8 % from  20 24  t o  20 30 .

Clinical Trials in Africa
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Second-largest and second-most populous continent after Asia population 
1.5 billion people, about 20% of the world’s population.  

Youngest population with a median age of about 19 years.

At least 3000 distinct nations with the greatest genetic diversity 

Africa Continental Free Trade Zone – a single marketplace with a population 
of 1.4 billion estimated to be 2.5 billion by 2050

African Medicines Agency, a continental regulatory agency, will 
tremendously influence the future of clinical trials in Africa

Africa – An Attractive Venue for Clinical Trials



&=9DL@� . JGE GLAGF�
" AK=9K=� . J=N=FLAGF� 9F<�
! GFLJGD� ! DMKL=J

• Increased access to novel(innovative) therapies and/or medicines 
not yet authorized

• Access to new research treatments for rare conditions
• Availability of data to support the safe use of the product in the 

population for registered products.
• Increased opportunities for innovation …. Newer indications for use
• Decreased cost of medicines (?) 
• Enriched ecosystem for clinical research and innovation 
• Access to leading experts and facilities

Benefits of Clinical Trials
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 AVAREF, Advancing Clinical Trials Excellence in Africa, is the Technical Coordinating   
Committee for Clinical Trials under the African Medicines Agency (AMA).
 AVAREF Continues to support continent wide joint clinical trials application submission 
and review
 AVAREF will support the setting up of the clinical trial unit of AMA and its 
operationalization
 The expected respective continuing roles of WHO-AFRO/EMRO/HQ and AMA to be 
guided based on mutual agreement between WHO and AMA. 

o Stage I: Set-up of Clinical Trial Unit of AMA
o Stage II:  An Operational and functioning AMA Clinical Trial Unit – The Continental Clinical Trial 

Enterprise, a collaboration between WHO (AFRO/EMRO/HQ and AMA).  
 Distinct role of AVAREF in clinical trial excellence in Africa such as capacity building for 
member states, contributing to a thriving clinical trial ecosystem, leveraging and pivoting of 
network in support of regulatory, ethics, and other functions along the innovation life cycle 
expected to continue.

AVAREF & African Medicines Agency (AMA)
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Gaps in Africa’s Regulatory Ecosystem

Lim it e d  Clin ic a l Tr ia l Ac t ivit y

•Lo w  n u m b e rs  o f c lin ica l t ria ls  (lim it e d  
p h a se  I, fe w  Firs t  In  Africa  [FIA] s t u d ie s , 
co m p le x t ria l d e sig n s)

•Africa n  c lin ica l re se a rch  re p re se n t s  
<2% o f g lo b a l t ria ls  d e sp it e  h ig h  
d ise a se  b u rd e n  a n d  d ive rse  
p o p u la t io n s

•(Adaptive designs, CHIM studies).

Hu m a n  Re s o u rc e  Ca p a c it y Ga p s

•Sh o rt a g e  o f e xp e rie n ce d  e va lu a to rs  
a n d  e th ic s  re vie w e rs in  NRAs a n d  
NECs

•La ck o f s t ru c tu re d  t ra in in g  a n d  
m e n to rsh ip  p a th w a ys

•La n g u a g e  a n d  ca p a c it y d isp a rit ie s  in  
Fra n co p h o n e  a n d  Lu so p h o n e  
co u n t rie s

Fra g m e n t e d  a n d  In e ffic ie n t  
Re g u la t o ry P ro c e s s e s

•Fra g m e n te d  a n d  in co n sis t e n t  
re g u la to ry re vie w  p a th w a ys

•Ab se n ce  o f ce n t ra lize d  d ig it a l syst e m s, 
n o w  b e in g  a d d re sse d  b y AVAREF’s 
u p co m in g  e -CTA p la t fo rm

•Ove rre lia n ce  o n  le n g th y n a t io n a l 
p ro ce sse s  w ith o u t  h a rm o n ize d  
re g io n a l m o d e ls

W e a k  Co lla b o ra t io n  a n d  Re g io n a l 
Alig n m e n t

•Lim it e d  im p le m e n ta t io n  o f re lia n ce  
a n d  jo in t  re vie w  m e ch a n ism s

•Fra g m e n te d  e n g a g e m e n t b e tw e e n  
NRAs, NECs, a n d  g lo b a l re g u la to ry 
p a rtn e rs

•Do n o r a n d  t e ch n ica l p a rt n e r 
fra g m e n ta t io n  h in d e rs  co o rd in a t io n

•La ck o f a lig n m e n t w ith co n t in e n t a l 
in st it u t io n s like  AMA, AUDA-NEP AD

Th e s e  g a p s  h in d e r Afric a ’s  a b ilit y  t o  le a d  in  c lin ic a l re s e a rc h , u n d e rs c o rin g  t h e  u rg e n t  n e e d  fo r  h a rm o n ize d  s ys t e m s , 
s k ille d  re vie w e rs , a n d  c o o rd in a t e d  a c t io n
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 Collectively identified as the top 
irritants

• Timelines and lengthy procedures 
stood out as the number one issue

• Fragmented systems & poor 
coordination

• Lack of harmonized guidelines / 
clear SOPs

• Limited resources and expertise as 
a major contributors

Ro o t  Ca u s e (s ) - To p  Ch a lle n g e s  & P ro b le m s  (NRA Re vie w e rs )
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New creation(s)
 Improved products, services, processes, business models
 Creativity
 Application
 Value creation
Novelty
Usefulness
 Impact

WHAT IS INNOVATION ? 
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 The current ecosystem
• Adaptive designs, prohibitive costs for traditional designs
• Vaccines for diseases such as iNTS, Streptococus pyrogenes vaccines, Mpox vaccines, Ebola 

vaccines, biological products such as Snakebite antiserum, etc. which require surrogate 
markers, use of Challenge Human Infection Models (CHIM), combination vaccines

 Unrealized potential of the African Region
• Limited phase 1,2 data and at times phase III data. Critical importance of phase IV and/or 

effectiveness data.
• Goal originally announced by IQVIA of 10% by 2035 as a rallying call

 Perceived and real challenges within the ecosystem
• Vaccine hesitancy …. New technologies in medicines; effectiveness of medicines.

 The desires and aspirations of a continent
• African Medicines Agency operationalization
• Local manufacturing of vaccines, medicines, and other health technologies

Th e  Ca ll fo r  In n o va t io n  
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• Designed to address commonly anticipated challenges (Irritants) experienced by 
Product Developers, NRAs, NECs, & AVAREF Secretariat
• Predictability and Consistency

• Data/Information Requirements for regulatory and/or ethics approval
• Timelines for regulatory decision making
• Streamlined Processes and/or Procedures

•  High Quality Scientific Advice and Regulatory Decisions
• Designed to Reinforce Capacity for NRAs, NECs, Ecosystem

• Regulatory Strengthening, Harmonization, and Excellence
• Pandemic Preparedness
• Reviewer Development Programs
• Access to wide range of expertise within the network
• Access to Expert Specialist Support 

AVAREF Clinical Trials Reliance Oversight Pilot Project
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16 Member Countries 
designated for the 
Clinical Trial Pilot 
project based on:
• Maturity levels
• Number of Clinical 

Trials
• Involved in AU3S
• Regional and 

linguistic 
representation

Re g io n a l Re p re s e n t a t io n  fo r  t h e  Re lia n c e  Ne t w o rk
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 Pooled capacity of 48 NRA reviewers, 16 NEC reviewers, etc within the network 
as a valuable resource for excellence in high quality, timely, and harmonized CTA 
reviews.
 Leveraging the strong networks of regulators, ethics committees, researchers, 

clinical trial centers, and  manufacturers of medicines, vaccines, and other health 
products.

• The basis for an ecosystem approach to a thriving sector

 AVAREF NRA focal points as anchors for the network of networks

 AVAREF to operate as a network of networks pivoting on clinical trials as the 
gateway to access to innovative, affordable, safe, efficacious medicines of assured 
quality.

Role of Reliance Network – Leveraging the potential of the network
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 Integrated implementation
• Real life simulations through AVAREF Secretariat
• Matrix based capacity strengthening and training
• Emergency Preparedness and Response (Focal Points?)
• Ecosystem Pivot Technical Working Groups
• Special Expertise

o Non-clinical
o Clinical
o Quality
o Biostatistics

• Product Development and New Product Introductions (Focal points)
 Streamlining and Harmonization 

• Regulatory Working Group (Focal Points)
• Ethics Working Group 
• Digital Working Group (Selected WG Members)

ECOSYSTEM & LIFE CYCLE AP P ROACH OF AVAREF CT P ILOT P ROJ ECT
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AVAREF CT DIGITAL P LATFORM 

 A secure, collaborative platform enabling review and/or 
evaluation of Clinical Trial Applications (CTAs)
Supported by Gates Foundation and CEPI

 Key Features
• Multi-location collaboration: Reviewers access, share, and work in real 

time on CTA dossiers
• Structured expertise matrix: Review teams organized by domain – Clinical, 

Non-clinical, Quality, and Biostatistics
• Review ‘rooms’:  Dedicated spaces for discussion, deliberation, and 

decision-making
• Integrated submission management: Streamlined handling of CTA dossiers 

from submission to conclusion
• Supported by an NRA nominated Digital Working Group: Ensures national 

engagement and alignment.

 Expected Impact
• Improved efficiency, transparency, and consistency in reviews
• Enhanced data access and sharing
• Strengthened collaboration and capacity across AVAREF Member States
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Ke y Co m p o n e n t s  o f t h e  Clin ic a l Tria ls  P ilo t  P ro je c t

• In dept trainings programs
• Activities include modular training,
 mentorship, joint reviews participation, 
and certification based on performance
• AVAREF tools enrichment

Strengthening Specialized Reviewers

• Strengthen scientific knowledge in 
targeted disease areas, new vaccine 
introduction and complex intervention

• Develop emergency recommendations 
• Establish advanced regulatory standards

Emergency  preparedness

• Align regulatory and ethics 
regulation and review process 
according international standards

• Develop a central platform for 
multi-country joint review. 

Harmonization and Streamlining 

• Build a network of trial-ready sites capable of rapid 
deployment

• Aligned with WHO CTU maturity framework

Clinical Trial Unit Network of Excellence
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Excellence in 
Capacity Building

Partnerships and 
Alliances for Results

Life cycle approach
Trusted Expert 

Support

AVAREF – Role in Regulatory and Ethics Reviews 
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AVAREF Re b o o t

Le ve ra g in g  t h e  AVAREF P la t fo rm W h a t  W e  W ill Do

• Th e  AVAREF Ne t w ork e st a b lish e d  in  
20 0 6 is  b e in g  le ve ra g e d  fo r t h e  
im p le m e n t a t ion  o f t h e  16 -m e m b e r 
s t a t e  re lia n ce  n e t w ork fo r re g u la t o ry 
a n d  e t h ic s  d e c is ion  m a kin g .

• Th e  AVAREF Clin ica l Tria l P ilo t  Ne t w ork 
w ou ld  b e  u t ilize d  t o  s t re n g t h e n  t h e  
t e ch n ica l ca p a c it y o f t h e  re vie w e rs  a n d  
e st a b lish  h a rm on ize d  p roce sse s fo r 
e xce lle n ce  a n d  e ffe c t ive n e ss. 

• Th e  16 m e m b e r cou n t rie s  w ou ld  b e  
p ivo t e d  a s  t h e  fou n d a t ion  fo r t h e  
e st a b lish m e n t  o f t h e  n e t w ork o f 
n e t w orks fo r e n rich m e n t  o f t h e  
e cosyst e m  fo r re su lt s . 

• ------------------------------------------------
“An  Africa n  p op u la t ion  w it h  t im e ly a cce ss  
t o  sa fe  a n d  e ffica c iou s in n ova t ive  m e d ica l 
p rod u c t s  o f a ssu re d  q u a lit y.”

• Ne t w o rk  fo r  Re s e a rc h  a n d  De ve lo p m e n t
P la t fo rm  fo r Re se a rch e rs  a n d  In ve st ig a t o rs , 
Re se a rch  In st it u t ion s, Gove rn m e n t  
e st a b lish m e n t s . 

• Ne t w o rk  fo r  Clin ic a l Tria l Sit e s  
Re se a rch  Ce n t re s  o f e xce lle n ce  in vo lve d  in  
c lin ica l t ria ls . 

• Ne t w o rk  o f Bio /P h a rm a  Ma n u fa c t u re rs
P la t fo rm  fo r m a n u fa c t u re rs  a n d /o r NRAs 
in vo lve d  in  t h e  m a n u fa c tu rin g  o f m e d ic in e s, 
va cc in e s, a n d  h e a lt h  p rod u c t s

• Ne t w o rk  o f Sa fe t y Mo n it o rin g  fo r  Ne w  
In t ro d u c t io n s
Ove rsig h t  a c ro ss  t h e  fu ll p rod u c t  
d e ve lop m e n t  cyc le  — from  d e sig n  t o  p ost -
m a rke t
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Et h ic s  Ca p a c it y  Bu ild in g  Ne t w o rk

• AVAREF h a s s in ce  20 16 w o rke d  w it h  NECs in  m e m b e r s t a t e s , 
p ro vid e d  ca p a c it y b u ild in g  a lt h o u g h  t h e  ra t e  o f a d va n ce m e n t  o f t h e  
Et h ics  co m m u n it y is  n o t  a s  a d va n ce d  a s  t h e  NRAs.

• W HO h a s re ce n t ly d e ve lo p e d  a  GBT Asse ssm e n t  t o o l fo r NECs fo r 
w h ich  AVAREF h a s s t a rt e d  t h e  t ra in in g  o f NECs fo r it s  u se . 

• Ne e d  t o  su p p o rt  m e m b e r s t a t e s  o n  u se  o f GBT t o o ls
• Ne e d  t o  d e ve lo p  t ra in in g  fo r Fra n co p h o n e  m e m b e rs o n  u se  o f GBT 

t o o l
• Ne e d  t o  e st a b lish  a  w o rkin g  g ro u p  fo r t h e  d e ve lo p m e n t  o f a  

h a rm o n ize d  g u id e lin e s fo r t h e  e t h ica l re vie w  o f CTAs – b a se d  o n  
re ce n t ly d e ve lo p e d  AVAREF ch e cklis t
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Clin ic a l Tria l Un it  Ne t w o rk

• It  is  im p o rt a n t  t h a t  w o rld  c la ss  c lin ica l t ria l s it e s  b e co m e  
a va ila b le  in  Africa  fo r a  t h rivin g  c lin ica l t ria l e co syst e m . 

• Th e  AVAREF n e t w o rk, sp e c ifica lly t h e  16  m e m b e r re lia n ce  
n e t w o rk co u ld  b e  le ve ra g e d  fo r su p p o rt in g  c lin ica l t ria l 
s it e s . 

• Acce ss  t o  d e d ica t e d  w o rld  c la ss  c lin ica l t ria l s it e s , e sp e c ia lly w it h in  t e a ch in g  h e a lt h  ca re  
e s t a b lish m e n t s su ch  a s  m e d ica l sch o o ls  o r u n ive rs it y h o sp it a ls  w o u ld  su p p o rt  a  n e t w o rk 
o f CT s it e s  fo r t h e  co n t in e n t . 

• A p ro p o sa l fo r id e n t ifica t ion  o f a t  le a s t  1 c lin ica l t ria l u n it  (s it e ) w it h  e a ch  o f t h e  16  
co u n t rie s  in  t h e  n e t w o rk t o  b e  su p p o rt e d , if n o t  a lre a d y a t  in t e rn a t ion a l s t a n d a rd s, 
w o u ld  fa c ilit a t e  b rin g in g  c lin ica l t ria ls  in t o  Africa . 

• Th e  W HO Clin ica l Tria l Ma t u rit y Fra m e w o rk co u ld  b e  u se d  t o  su p p o rt  t h e se  s it e s  a n d  t h e  
n e t w o rk, w h ich  co u ld  b e  p ro m o t e d  t o  n a t io n a l a n d  in t e rn a t ion a l sp o n so rs fo r c lin ica l 
t ria ls  a n d  su p p o rt  t h e  g o a l o f in c re a sin g  t h e  c lin ica l t ria ls  o n  t h e  co n t in e n t  t o  10 % o f 
g lo b a l a c t ivit y b y 20 35. 
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Re s e a rc h  a n d  De ve lo p m e n t  Ne t w o rk

Re se a rch  a n d  d e ve lop m e n t  
(R&D) is  t h e  g a t e w a y t o  
in n ova t ion  w it h  c lin ica l 

t ria ls  a s  a  g ood  in d ica t o r fo r 
m e d ica l p rod u c t s . W it h ou t  

a n  a p p roa ch  t h a t  
re cog n ize s t h is , a  focu s on  

on ly t h e  re g u la t o ry a n d  
e t h ic s  a p p rova l fo r c lin ica l 

t ria ls  w ou ld  b e  sh o rt  
s ig h t e d . 

Aft e r 18  ye a rs  o f 
re g u la t o ry ca p a c it y 

b u ild in g  a n d  
h a rm on iza t ion , it  is  
im p ort a n t  fo r t h e  

AVAREF p la t fo rm  t o  
p ivo t  t o  su p p o rt in g  

R&D w h ile  d e e p e n in g  
h a rm on iza t ion  o f 

re g u la t o ry a n d  e t h ic s  
p roce sse s. 

An  op p o rt u n it y 
fo r a  n e t w ork fo r 

re se a rch e rs  
in vo lve d  in  

d e ve lop m e n t  o f 
in n ova t ive  
m e d ic in e s, 
e sp e c ia lly 

va cc in e s fo r u se  
in  Africa . 

Th e  AVAREF 
Se c re t a ria t  w ill 

d e ve lop  a  s t ra t e g y 
fo r R&D in c lu d in g  

re se a rch  
p rio rit iza t ion  fo r 
d e ve lop m e n t  o f 

in n ova t ive  
m e d ic in e s. 

Th e  n e t w ork fo r 
R&D sh ou ld  b e  
con n e c t e d  w it h  

c lin ica l 
re se a rch e rs  a n d  

c lin ica l t ria l 
ce n t re s  
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Va c c in e  Re g u la t o ry a n d  Ma n u fa c t u re rs  Ne t w o rk

AVAREF w ill le ve ra g e  it s  e xp e rie n ce  in  re g u la t o ry a n d  e t h ic s  
ca p a c it y b u ild in g  t o  la u n ch  a  re g u la t o ry p re p a re d n e ss p la t fo rm  
fo r va cc in e  (b io p h a rm a ce u t ica ls) m a n u fa c t u re rs  a n d  re g u la t o rs . 

• Th is p la t fo rm  w ill p ro vid e : 
• Re g u la t o rs  a n  o p p o rt u n it y t o  h a rm o n ize  fra m e w o rks fo r 

a u t h o riza t io n  o f va cc in e s, in c lu d in g  t h e ir m a n u fa c t u rin g
• A fo ru m  fo r m a n u fa c t u re rs  t o  d iscu ss re g u la t o ry issu e s 

su ch  a s  c lin ica l t ria ls , a n d  g o o d  X p ra c t ice s re le va n t  fo r 
va cc in e  m a n u fa c t u rin g
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Co n c lu s io n s

 AVAREF Secretariat is working with member states in advancing 
excellence in clinical trials by contributing to innovative solutions that 
are:

• Pragmatic
• Based on real life solutions for real challenges:
• Adaptable
• Sustainable
 AVAREF Secretariat is supporting member states in 

• Strengthening the continental workforce
• Supporting a thriving ecosystem to support the realization of African 

clinical trials, reaching 10% of global activity by 2025.
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ACTIVE SURVEILLANCE: SETA TECHNOLOGY
• An increasing number of medicines are being developed to address diseases that 

are prevalent only, or mainly, in low- and middle-income countries. However, these 
countries’ health surveillance systems (including pharmacovigilance (PV)) have not 
kept pace with such innovations and need strengthening.

• New approaches are required to effectively monitor the introduction of new medicines 
and health technologies in low-resource and geographically challenging settings, 
without the need for repeat visits to a pharmacy or health facility. 

• The Seta technology was developed to improve active surveillance of adverse events 
(AEs) or pregnancy in low- and middle-income countries and geographically 
challenging areas

• The study aimed to determine whether Seta facilitated reporting of AEs and 
pregnancies of patients enrolled in the T********** Roll-out STudy (TRuST) to the 
Brazilian National Health Surveillance Agency (ANVISA) and assess the 
sustainability of the technology
Pereira, D.B. et al. Malar J 24, 71 (2025). https://doi.org/10.1186/s12936-025-05295-9



ACTIVE SURVEILLANCE: 
SETA TECHNOLOGY

• Seta is a new technology, designed for GSK by the digital communication 
company medDigital (medDigital Ltd, London, UK), to facilitate active 
surveillance.

• Seta technology is a bespoke, internet-based application that was designed to 
integrate a patient-facing website that provides information about a study with an 
administrative portal.

• Seta technology uses an application programming interface to connect with the 
WhatsApp Business Platform to send messages to and receive messages from 
patients using the WhatsApp mobile application on compatible Android or iOS 
devices.

Pereira, D.B. et al. Malar J 24, 71 (2025). https://doi.org/10.1186/s12936-025-05295-9



METHODOLOGY:
Inclusion criteria:

• 18+ yoa, P. vivax malaria patients participating in the T********* Roll-out STudy 
(TRuST NCT05096702) in Brazil’s Amazon remote regions of Manaus and 
Porto Velho.

• Having a smart phone and WhatsApp, being familiar with the use of WhatsApp.
Participation: self-registration or 
registered by a pharmacovigilance 

coordinator (PVC) using SETA technology

Figure modified from Pereira, D.B. et al. Malar J 24, 71 (2025) under a Creative Commons Attribution-NonCommercial-
NoDerivatives 4.0 International License http://creativecommons.org/licenses/by-nc-nd/4.0/ 



RESULTS:
• Recruitment period: 27 July 2022 to 31 August 2022

• 149 participants included in the analysis from Amazon 
remote areas, 50 from Manaus and 99 from Porto Velho

• Day 7: 117 (79%) responded to WhatsApp messages, 
45 (30%) responded yes (i.e. experienced an AE or 
became pregnant)

• Week 8: 64 (55%) of those 117 that responded in Day 7 
said yes, 10 (9%) of who indicated they had 
experienced an AE or become pregnant

• Overall, 25 (45%) AEs or pregnancies were reported 
to ANVISA after successful contact with the participants

Pereira, D.B. et al. Malar J 24, 71 (2025). https://doi.org/10.1186/s12936-025-05295-9
Figures reproduced from Batista Pereira, D et al A pilot observational study of an active surveillance tool to enhance pharmacovigilance in Brazil. ASTMH, 18-22 October 2023, Chicago, IL, USA



DISCUSSION
• Most participants (117/149, 79%) enrolled in this study who 

responded on Day 7 were able to digitally communicate 
whether they had experienced an AE or a pregnancy. 

• In addition, the study showed that Seta enabled PVCs to 
follow up AEs and pregnancies relayed via WhatsApp by 
participants, allowing these events to be reported to 
ANVISA, unlikely to have been reported otherwise.

• The sustainability of Seta over time could not be determined 
with this pilot study due to the small sample size, the low 
response rate in Week 8 of the study, and the large number 
of participants that were lost to follow up.

• However, as T ********** was given as a single-dose 
treatment, the participants may have lost interest in the 
study over time.

Pereira, D.B. et al. Malar J 24, 71 (2025). https://doi.org/10.1186/s12936-025-05295-9

Image: Malaria parasite (sporozoite)



CONCLUSION
• This observational pilot study provides insights into how 

digital reporting tools such as Seta can enhance 
pharmacovigilance in remote areas and build upon existing 
signal detection methodologies on a larger scale. To widen 
access further, message patients with no or limited access 
to a smartphone by SMS instead of WhatsApp.

• Twenty-five AEs or pregnancies were reported to ANVISA 
that were unlikely to have been reported otherwise.

• This study was in line with the initiative introduced by the 
Brazilian National Health Surveillance Agency (ANVISA) in 
2018 to improve the national PV system and comply with 
international PV standards

Pereira, D.B., Lacerda, M.V.G., Bilkhu, P. et al. An observational pilot study of an active surveillance tool to enhance 
pharmacovigilance in Brazil. Malar J 24, 71 (2025). https://doi.org/10.1186/s12936-025-05295-9 Image: Hospital room with beds and nets
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