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Why were the GPP Guidelines created?

 Developed in response to the PrEP (pre-exposure 
prophylaxis) trial controversies in 2004 and 2005
 Misunderstandings and poor communication among research 

stakeholders in Cambodia and Cameroon

 What happens in one trial, with one product, in one 
community, happens to all of us:
 Participants, investigators, trial sites, funders, communities, developers 



Consultations in 2005
Durban (South Africa), Abuja (Nigeria), Pattaya (Thailand), 

and Geneva (Switzerland)





Why were the GPP Guidelines created?

 effective partnerships could be built among all 
research stakeholders 

 future misunderstandings could be avoided

.the relationship between research entities and 
stakeholders could be guided by a set of 
guidelines, just as for other aspects of 
clinical trial conduct



GPP Development

International, multidisciplinary working group, with
global input from stakeholders

The GPP guidelines describe HOW Guidance             
Point 2  “Community  Participation” in the
companion UNAIDS/WHO guidance
“Ethical Considerations in Biomedical
HIV Prevention Trials” can be applied



What do we mean by stakeholder engagement?

Stakeholder engagement does not mean 
recruitment

 A process of utilizing the expertise that 
stakeholders have to improve the research 
process and shape it together



Why stakeholder engagement?

It ‘makes the research better’

 stakeholders can give research teams advice about research 
questions, procedures and conduct

 stakeholders, especially community stakeholders, have 
critical knowledge about local cultures and dynamics of the 
HIV epidemic and can help ensure that the research and 
procedures are culturally sensitive and appropriate

 advice can lead to better recruitment, better retention, better 
adherence, better data, and better likelihood of uptake of 
HIV prevention interventions should they be safe and 
effective



Why stakeholder engagement?

Stakeholder engagement not only makes the 
research better, it is ethical

If community stakeholders such as non-governmental 
organisations (NGOs), community-based 
organisations (CBOs), or individuals affected by HIV 
or by the research want to engage in the process 
and help shape it, then it is their right to do so



GPP 1.0 to GPP 2.0

• AVAC held global consultations on the first edition of the 
GPP guidelines in 2008-2009

• draft second edition was open for public comment from 
July 2010-January 2011; feedback was included in the 
draft revision 

• second edition was released June 2011 and launched in 
Rome at IAS conference

• translations underway in French, Spanish, Russian, 
Arabic, Chinese, Thai, Khmer, Vietnamese, Portuguese



Objective of the GPP Guidelines

• set global standard practices for
stakeholder engagement

• provide trial funders, sponsors, and
implementers with systematic
guidance on how to effectively
engage with stakeholders in the design and 
conduct of biomedical HIV prevention trials



Audience of the GPP Guidelines

• primarily written for trial funders, trial sponsors, 
and trial implementers

• stakeholders not directly involved in funding, 
sponsoring, or implementing trials can use the 
GPP guidelines to understand the methods of 
stakeholder engagement and to monitor and 
evaluate such efforts



Research Stakeholders: Per GPP

• individuals, groups, organisations, government 
bodies, or any other individuals or collections of 
individuals who can influence or are affected 
by the conduct or outcome of a biomedical HIV 
prevention trial

• the term “stakeholders” in GPP is all-
encompassing, describing any individual or 
collection of individuals who has a stake in a 
biomedical HIV prevention trial



Community Stakeholders: Per GPP

• both individuals and groups that are ultimately 
representing the interests of people who would 
be recruited to or participate in a trial, and 
others locally affected by a trial

• trial funders, sponsors, and implementers, as well 
as government bodies or representatives of 
high-level authority structures, are explicitly 
excluded from the term “community 
stakeholders” but are clearly considered trial 
stakeholders



Examples of Research Stakeholders



Good Clinical Practice (GCP): 
about responsibilities to trial participants

Good Participatory Practice (GPP): 
about working with research stakeholders

Research 
teams

Trial 
participants

GCP

Research 
teams

(and trial sponsors 
and funders)

Stakeholders

Stakeholders
Stakeholders

Stakeholders

Stakeholders
Stakeholders

GPP



Contents of GPP, 2nd Edition





Topic Areas are divided 
into five subsections:

A. Definition
B. Relevance to good 

participatory practice
C. Special considerations
D. Good participatory 

practices
E. Additional guidance





Stakeholder Advisory Mechanisms

Community Advisory Boards (CABs) are one of many ways 
that research teams can engage with stakeholders



Examples of How to Engage

Community Advisory Boards (CABs): often necessary but seldom 
sufficient for adequate stakeholder engagement plans

There may be many more effective ways for research teams to 
engage with other stakeholders



What does GPP say about 
Protocol Development?



Monitoring and evaluation of GPP

• Were the practices followed (monitoring)? 
 research teams can assess themselves
 community stakeholders such as community groups or 

CABs can assess research teams
monitors can do assessments

• What was the impact of the stakeholder 
engagement (evaluation)?
 How did engagement improve the research?

Was stakeholder feedback on research design and conduct 
useful?

What do various stakeholders think about the quality of the 
engagement process and the relationships?

Did community stakeholders feel their inputs and feedback 
were listened to and addressed?



GPP is a process

• It will be different in every setting. There is no one 
answer

• It will depend on country, institution, sponsor, 
community setting, etc.

• Sharing lessons learned is key to building 
capacity and improving research conduct





Who can require GPP be followed?

• funders, sponsors, and implementers
• national governments
• ethics committees or institutional review boards
• research teams can decide to adopt and     

implement them on their own
• community stakeholders can have contracts with 

research teams to follow GPP
• NGOs and others can advocate for GPP adoption



Thank you!    

download:
www.avac.org/gpp
http://www.unaids.org

email:
avac@avac.org
gpp@unaids.org

http://www.avac.org/gpp
mailto:avac@avac.org
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