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The Context



Research: Africa contributes 2% of publications

Vivienne Irikefe Nature 2011;474:556-559 
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AU–NEPAD: African Innovation outlook 2010 

Africa: 2% of world production 
of 3 768 434 scientific papers  
in 2001 and 2004: Africa: 67831 
(1.8%). Pouris and Pouris (2009)

Sub-Saharan Africa’s share of 
global  research spending rose 
from 0.7% in 2007 to 0.8% in 2013 
(UNESCO Science Report Towards 2030)

2014
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Top 20 African publications in 2015
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Example Ethiopia: number of researchers

8Source: MoST, Ethiopia: indicators, 2015



http://www.who.int/research-observatory/benchmarking/researchers_whoreg/en/



Clinical trials in Africa 

Clinical Trials in Africa. Trials.Gov 2018Source: ClinicalTrialsGov, category intervention – www.clinicaltrials.gov



Africa: a fast growing economy



Growing number of clinical Trials in Africa

Kumar S, Muchie M. Asian Biotechnology and 

Development Review Vol. 19 No. 3, pp 3-23 © 2017, RIS. 
Source: Adapted from Clinical TrialsGov March 2017

Need for matching growth in capacity building 

for credible data and participant safety and 

wellbeing

http://www.who.int/ictrp/network/pactr2/en/
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The practice - and challenges
Experience in Ethiopia – system

Challenges – Ethiopia and other

system

specific



Level B: Review and approve research 

protocols that involve minimal risk

Level A:



Regulatory oversight

Institutional ERC

National Ethics Review Committee

Drug Regulation Authority



Challenges:

Ethics Review Committee perspective
• Increasing workload overtime

• Voluntary panels
• No time for monitoring 

• Poorly prepared submissions

• Weak institutional support
• Not in the organogram
• Weak Secretariat
• Delayed communications
• Incomplete documentation

• Growing complexity of protocols

• No unified legislation on clinical trials

AHRI AAERC trend of approved proportion Wassie L et al EMJ 2015



Courtesy of Yohannes Sitotaw, MoST HRE Directorate

15 members
Voluntary
Monthly meeting quorum

47 clinical trials between 2010-2018

Ethiopian National Research Ethics Review Committee
2015

s

40% reviewed by external experts



Challenges:

Researcher perspective

• Multiple review requirements

• Delayed approval

• Poor quality comments
• Focus on science than ethics

Geldenhuys H et al. S Afr Med J 2013;103(2):85-89. DOI:10.7196/SAMJ.6390



Ethiopia:
• 60-90 days for AAERC

• 80—180 days for NRERC

• >180 days for FMHACA

Delayed time to approval

STREAM Trial Stage 2 - 294 days total for final approval

AAERC: 120 days  (8 Apr 2015 – 07 Aug 2015)

NRERC: 70 days (12 Oct 2015 – 21 Dec 2015)

FMHACA: 169 days (11 Aug 2015 – 27 Jan 2016)



Quality of review

• “Some committees are more 
rigorous than others”

• “Some focus more on scientific 
methods than ethics”

Need for accreditation and monitoring and continuous 
improvement

Quality of work with the community



Capacity building efforts
Examples

Systems – review quality



Efforts at capacity building

• National ethics review system

• Ethics training
• Researchers - Reviewers

• Postgraduate curriculum

• Research ethics review 
committees

National forum for health research ethics
Pan-African Forum for Bioethics

Multi-stakeholder engagement



http://www.fercap-sidcer.org/recog.php

Fostering team work and strategic partnerships at the national, 
regional, and international levels with human research 
stakeholders sharing common values and common goals
Promoting quality culture in ethical review of health research
Facilitating training and providing education opportunities for 

health research stakeholders
Establishing monitoring and evaluation programs for 
continuous quality improvement of ethical review systems

Recognition of ERCs

http://www.unicri.it/special_topics/clinical_research/round_table/presentations/19_KARBWANG.pdf



Recognition program tools

• Operational Guidelines for Ethics 
Committees That Review Biomedical 
Research (2000) by World Health 
Organization (WHO)

• Surveying and Evaluating Ethical Review 
Practices (2002) by World Health 
Organization (WHO) 

• SIDCER Self-Assessment Tool

• FERCAP Standard Operating Procedures 
(SOPs) for Ethics Committees

http://www.fercap-sidcer.org/recog.php



SIDCER Recognition Program

Activities That Support EC/IRB Recognition Program



Rapid Ethical Appraisal

Community engagement

Community advisory Board

• Culture of science – community knowledge

• Negative rumors – suspicion or lack of trust

• Exploitation – fear or suspicion of exploitation

• Lack of interest – does not affect me or will not 
benefit me

• Media



Summary of tasks

• Mobilize researchers to work with policy makers to build research 
ethics systems in countries
• Legal framework

• Within country and regional forums

• Academic and research centres – training on research ethics

• Establish/strengthen national accreditation systems and regional 
recognition mechanisms
• Within country and regional teams (including surveyor teams)

• Strengthen community engagement

• Secure funding for health research ethics and regulatory capacity 
building



Thank you for your attention!



Examples of time to approval - Ethiopia

• Oral Cholera vaccine trial
• AAERC: 73 days (10 July – 21 Sept 2011)

• NRERC: 74 days (25 Sept – 08 Dec 2011)

• FMHACA: 359 days (15 Dec 2011-09 Dec 2012) (3 recommendations)

• TB drug regimen shortening trial (SimpliciTB, TB Alliance) 
• AAERC: 99 days (27 Mar -04 July 2018)

• NRERC: 104+ (10 July 2018 – pending….)

• FMHACA: 89+ (25 July 2018 – pending…)


