
The ethics of research 
related to healthcare in 
developing countries

Professor Catherine Peckham

Centre for Paediatric Epidemiology 
and Biostatistics, Institute of Child 
Health, University College London



Nuffield Council on Bioethics

• Independent body that examines 
ethical questions raised by 
advances in biology and medicine

• Contributes to policy making and 
stimulates debate

• Established in 1991



2002 Report



Ethical framework

• The framework proposed is based on four 

principles:

– The duty to alleviate suffering

– The duty to show respect for persons

– The duty to be sensitive to cultural differences, 

and

– The duty not to exploit the vulnerable

• The report also emphasises the critical importance of 

taking social, cultural and economic contexts into 
account when applying these principles. 



Follow-up Workshop

• Cape Town February 2004

• Co-hosted with South African MRC

• 58 delegates from 28 countries 

• Discussion of ethical issues raised by 

new and revised guidelines

• Obstacles to their effective 

implementation



Follow-up Discussion Paper



Key issues in 2002 Report

• Consent

• Standards of care

• Ethical review of research

• What happens once research is over?



Consent 
• Purpose is to inform and protect

• Should fit local context

• Simple consent forms

• Innovative ways of providing information

• Trust of participants is crucial

Not addressed by guidance:

• Health services and operational research

• Acute disease or emergency situations



Standards of care 
• Nature of treatment  provided to 

participants  remains  controversial 

• Potentially beneficial research may be 
prevented by:

– Aiming for universal standard of care

– Unrealistic requirements over placebos

– Requiring sponsors to meet costs of a 
universal standard of care

• Case by case assessment 

• Local standard of care acceptable in 
some situations



After the research is over 

• Consideration of post- trial access to treatment

• Where possible  interventions shown to be 
effective should be extended to improve health 
care in the wider community

• Enduring benefits of research:

– increase no. healthcare professionals

– development of science expertise

– Potential for sustained improvement in 
healthcare services



Ethical review - I

• Plays a crucial role in protecting research 

participants

• RECs have duty to ensure adequate review of 

both ethical and scientific aspects of research 

proposals

• Concern over problems encountered with ER

• Need to increase efficiency

• Need to improve communication between RECs



Ethical review - II

• Local expertise of host REC can 
be crucial

• Developing country RECs face 
serious difficulties through lack of 
funding, a lack of appropriate 
expertise

• Initiatives to develop expertise in 
ethical review through training and 
capacity building crucial
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Questions for Discussion

• What research questions need to be addressed 

on this topic? 

• What are the research priorities for this topic? 

• What messages need to be conveyed to and by 

the community about the implementation of 

research studies on this topic? 

• How is long-term sustainability of activities –

funding, infrastructure, research capacity –

achieved?



New/revised guidance

• WMA - Declaration of Helsinki (rev 2002)

• CIOMS/WHO - International Ethical
• Guidelines for Biomedical Research
• Involving Human Subjects (rev 2002)

• Council of Europe – Research protocol (2003)

• EU – ‘Clinical trials’ Directive 2001/20/EC (2003/4)

• EGE – Research in developing countries (2003)


