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How do we make decisions?
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� Context
� Examples of decisions we made and 

how
� Challenges
� How we will make the decision 

regarding 0.5% PRO2000 

Structure of talk



 

Check what your employer says
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� Sustainability

� Appropriateness
o to the local population from whom the trial 

participants are drawn

� Partnership
� Flexibility 

o Impossible to have a “one size fits all” approach
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How did we decide for protocol?
� Face to face Investigator Workshop Entebbe, Dec03

o All PIs
o Many operational staff including community

� Used GCM Framework for Ethical Care
o Applied to participants
o Applied to women screened out
o To determine what had to be in the package
o And what we aspired to

� Built on MRC principles
o Partnership – everyone’s opinion mattered; need to 

consult other stakeholders including community 
recognised

o Flexibility – avoid specific definition so could add during 
trial without amendment

o Appropriate and Sustainable for each population – accept 
the differences



 

� Examples of decisions we made 
and how



 

Example 1 pre-trial

� Cervical screening
o Agreed a highly desirable standard to implement 

o No cervical screening in non-SA countries, no 
colposcopic treatment

o Agreed this had to be aspiration

o KZN ethics committee review recommended 
cervical screening be included as women would 
be having genital exams

o Implemented for SA sites without consultation 
beyond Chief Investigator and PIs



 

Example 2 pre-trial

� CD4 counts
o Available in referral clinics (public, subsidised 

private or PepFar/Global Fund) at all sites 

o Africa Centre prevalence 50%
o PepFar clinic could not cope and requested 

referral based on CD4 
o Decision to pay for from MDP budget taken 

through PMB executive, additional funds 
provided



 

Institutional Partners

Scientific Disciplines

Clinical

Social

Laboratory

Data management

Statistical

Community

DfID and MRC

Programme Liaison Group alternate months

Programme Management Board (PMB) annual

International Scientific Advisory Group

Trial 

Steering 

Committee 

Annual 
report

Data

Monitoring 

Committee

PMB Executive quarterly

Trial Management Group monthly

Independent Clinical 
members of ISAG, 

Community 
representatives and 

Investigators



 

Example 3 pre-trial

� 150 Rand reimbursement
o Major concern flagged by PI who had data from 

DSS demonstrating average household income 
per month is 300 Rand 

o Agreed by all PIs that this would cloud judgement 
of the risk benefit issues 

o Ethics Committees and CABs also considered 
inappropriate

o 2 SA sites already agreed to pay this for other 
trials, so issue of equity   

o Consultation with remaining CAB ….‘our 
participants are worth just as much’



 

Example 4 pre-trial

� Changing HIV test methods
o In Feasibility one site followed previous practice 

of ELISA and ‘opt in’ to get results
o Recognised need to know status for trial, and 

benefits of changing to rapids
o Consultation with community through FGDs, 

initially not clear
o Proceeded with new procedures in Pilot Study of 

placebo gel
o Ascertained through IDIs and FGDs that rapids 

more acceptable and participants happy to know 
results



 

Need for continued monitoring

� Formally through integrated social science
o In-depth interviews probe for feedback on clinic 

procedures
o FGDs with participants, their partners, and non-

participants for broader feedback
o Ethnographic research eg after stopping 2% gel
o Through community participatory activities

� Informally through ad-hoc feedback
o To community staff
o To clinic staff
o At community events
o Through media eg radio chat shows



 



 



 

Need for continued monitoring

� Informally through ad-hoc feedback
o To community staff

o To clinic staff
o At community events

o Through media eg radio chat shows



 

Listening and responding



 

Africa Centre MDP



 

Participant events for messaging, 
retention and result dissemination



 

Challenges

� Reaching all the stakeholders
o MRC well recognised in global health

o PIs were nationally and internationally respected
o Research teams already established in 

communities 

� Community consultation on protocol
o Needed before community systems in place
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Institutional Partners

DfID and MRC

Programme Liaison Group alternate months

Programme Management Board (PMB) annual

Trial 

Steering 

Committee 

PMB Executive quarterly

Independent Clinical 
members of ISAG, 

Community 
representatives and 

Investigators



 



 

Recommendations

� Identify partners and make decisions together 
o Respect (listen)
o Support (respond)

� This takes time…
� Agree face to face

o Framework of services to work from
o Who to apply it to

� Consult with other stakeholders including community
o Focus Groups Discussions if no Community Advisory 

Group

� Be flexible and prepared to change
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