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Good	Participatory	Practice:	meaningful	
engagement	that	strengthens	the	science	

The	origin	of	good	participatory	
practice	(GPP)	
	
What	differentiates	GPP	for	clinical	
trials	of	HIV	and	TB	from	GPP	for	
emerging	and	re-emerging	
pathogens	(GPP-EP)?			
	
What	is	GPP-EP?	
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Origin	of	the	GPP	Guidelines	

Ø PrEP	(pre-exposure	prophylaxis	[for	HIV	prevention])	trial	controversies	in	2004	
and	2005	

• Misunderstandings	and	poor	communication	among	research	stakeholders	in	
Cambodia	,	Cameroon,	and	Nigeria	

Ø What	happens	in	one	trial,	with	one	product,	in	one	area,	has	potential	to	affect	all	
biomedical	HIV	prevention	trial	stakeholders:	

•  Participants,	research	teams,	funders,	sponsors,	community	stakeholders,	
product	developers		



Hankins 

GPP	History	

2004:	Cambodia:	trial	initiation	stopped	by	
	Prime	Minister	Hun	Sen		

2005:	Cameroon	and	Nigeria	trials	discontinued	
	(Cameroon	by	Minister	of	Health	
	Urbain		Olanguena	Awono)	
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GPP-HIV	Guidelines	Development	
	
Ø 

Ø Relationship	between	research	entities	and	stakeholders	
guided	by	a	set	of	guidelines

Ø 

Ø 
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GPP	Guidelines	Development	
	Ø 

Ø 
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Good	Participatory	Practice	(GPP)	Guidelines	
for	Biomedical	HIV	Prevention	Trials	

Beyond:	Nothing	about	us	without	us!	

Principles	underpinning	GPP	

Beyond:	‘community’	to	all	stakeholders	
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First	citation	of	GPP	
• In	the	research	methodology	section	of	the	NEJM	publication	
of		the	results	of	the	iPrEx	trial	of	pre-exposure	prophylaxis	
(PrEP)	for	HIV	among	men	who	have	sex	with	men:	
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How	is	GPP	different	from	Good	
Clinical	Practice	(GCP)?	
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Implementation	globally	

Courtesy:	Colonel	Nelson	Michael	
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Resources	
Ø 
http://www.avac.org/good-participatory-practice
Ø 
http://www.avac.org/gpp-tools
Ø 
http://www.avac.org/gpp-online-training-course
Ø 
http://www.cptrinitiative.org/resources/gpp-tb-resource-document/
Ø 
http://www.avac.org/resource/stakeholder-engagement-toolkit-hiv-
prevention-trials
Ø 
http://www.who.int/blueprint/what/norms-standards/GPP-EPP-
December2016.pdf
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What	is	GPP-EP?	

•  principle-based	guidance	

stakeholder	engagement	activities	

shared	standards,	expectations,	and	accountability	
effective	and	outcome-driven	engagement	
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Primary	audience	for	GPP-EP	guidelines	

v 
v 
v 
v 
v 
v 
v 
v 
v 
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Emerging	or	re-emerging	pathogens	likely	to	cause	severe	
outbreaks	in	the	near	future	and	for	which	we	have	few	or	no	
medical	countermeasures	(2018	update	WHO)	

WHO		R&D	Blueprint	for	action	against	epidemics	
http://www.who.int/blueprint/priority-diseases/en/	

Diseases	to	watch	carefully	and	consider	at	next	annual	
review:	
•  Arenaviral	hemorrhagic	fevers	other	than	Lassa	Fever	
•  Chikungunya	
•  Highly	pathogenic	coronaviral	diseases	other	than	

MERS	and	SARS	
•  Emergent	non-polio	enteroviruses	(including	EV71,	D68)	
•  Severe	Fever	with	Thrombocytopenia	Syndrome	(SFTS)	
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GPP-EP	guidelines	cover	9	aspects	
of	trials	

Subsections:	
A.  definition	and	relevance	to	

good	participatory	practice	
B.  special	considerations	
C.  good	participatory	practice.		
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Rationale	for	the	GPP-EP	guidelines	-	1	

• ethical	and	scientific	quality	
• merit	and	relevance	
• likely	uptake	

promoting	understanding	of	local	cultures,	norms	
and	values
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facilitates	
timely	stakeholder	dialogue	and	strengthening	of	
partnerships

Rationale	for	the	GPP-EP	guidelines	-	2	
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Accelerated	research	processes	in	health	
emergency	contexts	

• moral	obligation	to	conduct	timely	research

discovering	additional	options	to	prevent,	diagnose,	and	
treat	

• research	conducted	in	a	health	emergency	must	actively	
contribute	to	the	epidemic	response	and	be	designed	to	
enhance	long-term	system	capacity	for	both	research	
and	effective	epidemic	prevention	and	response,	while	
respecting	the	rights	of	the	involved	population	
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Emerging	pathogen	trial	stakeholders	
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Research	and	response	

• government	disaster	preparedness	bodies	

central	role
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Stakeholder	engagement	helps	ensure:	

• 
• 

• 
• 

• 

• 

• 
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Who	can	require	that	GPP-EP	guidelines	
be	followed	in	a	trial?	



 Blueprint,  2016 23 | 

Research Response in West Africa 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 

. 

 

1st Dx-PCR 

1st Vx P1 trial 

1st Dx-RDT 

Funds 

1st Drug trial  
1st CP use  

1st Vx trial 

P3 Ring Vx 

Ebola:	R&D	response	

Next time… 
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KEY ACTIONS for good participatory 
practices in trials of emerging (and re-
emerging) pathogens – GPP-EP	

WHO SHOULD TAKE 
THE LEAD 	

HOW LONG THIS 
MAY TAKE	

1. DURING STUDY DESIGN SELECTION  and 
PROTOCOL WRITING PERIOD	

		

2. BEFORE THE TRIAL STARTS	

3. DURING TRIAL IMPLEMENTATION  
 
4.		AFTER	THE	TRIAL		
	

Section references in the Action Plan are to the WHO GPP-EP guidelines for	
emerging	and	re-emerging	pathogens			
http://www.who.int/blueprint/what/norms-standards/GPP-EPP-December2016.pdf	
 
GPP-EP Action Plan:  
http://www.who.int/blueprint/what/norms-standards/KEY-ACTIONS-GPP-
EP_20161207.pdf	
	

GPP-EP Action Plan	



Hankins 

Thank	you	for	your	attention	
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Formal	stakeholder	advisory	mechanisms	

Ø 
Ø 

Ø 
Ø 

Ø 

Typically	involve	established	groups	that	develop	an	ongoing	
relationship	with	the	research	team	at	a	particular	trial	site	
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Informal	stakeholder	advisory	mechanisms	

Examples	include:	
Ø  	stakeholder	meetings	
Ø  	local	events		
Ø  focus	group	

discussions	
Ø  interviews	
Ø  consultations	
Ø  suggestion	boxes		

Participants	may	include	
individuals		&	representatives	of:	
Ø 	existing	organizations	
Ø local	employer	associations	
Ø local	government	or	traditional	
committees	

Ø other	advocacy,	charitable,	
cultural,	political,	religious,	or	
social	groups	
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Examples	of	how	to	engage	

Ø  CABs	are	often	necessary,	but	seldom	sufficient	for	
adequate	stakeholder	engagement	plans		

Ø  There	may	be	many	more	effective	ways	for	research	
teams	to	engage	with	other	stakeholders	
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Monitoring	stakeholder	engagement	

Ø 

Ø 

Ø 

Ø 

Ø 
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Implementation	Tools	
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GPP	monitoring	and	evaluation	toolkit	

Ø Set	of	tools	for	monitoring	
engagement	activities	

Ø Online	database	for	data	entry	
and	standardized	reporting	

Ø Developed	with	TB	Alliance,	
input	of	working	group	

Ø  Piloted	with	multiple	trial	sites	

Ø  Introduced	Sept	2014	

Ø Official	launch	Q3	2015	
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Evaluating	GPP:	What	was	the	impact	of	
the	stakeholder	engagement?	

Ø 
Ø 

Ø 

Ø 

Ø 
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Does	stakeholder	engagement	make	
the	research	better?	

Ø  give	research	teams	advice	

Ø 
critical	knowledge	about	local	cultures	and	dynamics	

culturally	
sensitive	and	appropriate	

Ø  better	recruitment,	better	retention,	
better	adherence,	better	data,	and	better	likelihood	of	uptake	


