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

2005: Cameroon and Nigeria trials discontinued
(Cameroon by Minister of Health
Urbain Olanguena Awono)




GPP-HIV Guidelines Development

»Building effecti
stakeholders to decre

»Relationship between research entities and stakeholders
should be guided by a set of guidelines
of clinical trial cond

»1st Edition develc
working group wit!

> 2nd Edition d
consultations and piloti



GPP Guidelines Development

»Companion document 1
guidance “Ethical C
Biomedical HIV P

» GPP guidelines describ
Point 2 "Community F
be appli



Beyond: ‘community’ to all stakeholders Beyond: Nothing about us without us!



First citation of GPP
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Implementation globally



Resources

»>GPP f

http://www.avac.org/good-participatory-practice

» Traini
http://www.avac.org/gpp-tools

>
http://www.avac.org/gpp-online-training-course

>
http://www.cptrinitiative.org/resources/gpp-tb-resource-document/

>
http://www.avac.org/resource/stakeholder-engagement-toolkit-hiv-

prevention-trials

»WHO: GPP quid
http://www.who.int/blueprint/what/norms-standards/GPP-EPP-

December2016.pdf




What is GPP-EP?

e principle-based guidance ¢
design and conduct of preventi
emergir

* outline stakeholder engagement activities
e devel

* help establish shared standards, expectations, and accountability
effective and outcome-driven engagement
emerging
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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)

Ebola virus d

Crimean-Congo haemorrl

Marburg viru

Lassa f

* Middle East respiratory syndrome coronavi

Respiratory Syndrc
Nipah and henipavi
Rift Valley fe

Zil

Diseac

Diseases to watch carefully and consider at next annual
review:



GPP-EP guidelines cover g aspects
of trials

* Formative re
* Stakeholder enaq:
* Communications and issu

* Protocol de
Subsections:

* Informed cons A. definition and relevance to
e Standard of preventi good participatory practice
o S B. special considerations
* Policies on tria C. good participatory practice.

e Trial accrual, follc

* Trial closure, results disseminati
to trial products or



Rationale for the GPP-EP guidelines - 1

Constructive lonag-terrr
indispensable f

* ethical and scientific quality
* merit and relevance
e likely uptake of inf

... And for promoting understanding of local cultures, norms
and values, |

* concerns of vulnerab!

e local

* the dynamics of commi
prevent epid



Rationale for the GPP-EP guidelines - 2

When partnerships with stakel
to an emergency, following GPF facilitates

timely stakeholder dialogue and strengthening of
partnerships to help ensure tf

e gccept

e athicall

e scientificall

e and that it contributes t



Accelerated research processes in health
emergency contexts

* moral obligation to conduct timely research
evidence b:
* preventing further
* reducing morbidity and
comir
* well-designed and v
prevention and treatme
discovering additional options to prevent, diagnose, and
treat ne

must actively
contribute to the epidemic response
enhance long-term system capacity for both research
and effective epidemic prevention and response
respecting the rights of the involved population



Emerging pathogen trial stakeholders



Research and response

* an emerging pathogen epidemi
tourism, national security, o
development indicators, cif

* important that trial conduct not

e government disaster preparedness bodies
regional level, leading and cc

response, play a central role

* overseeing, approving, and monit
agenda and trial

* facilitating timely national scientifi

. ensuring(that trials synergize with tl

abidingto ethical and research princi
nractic

* ensuring that trials contribute to th
and do not compromise it by drawir
critical for public health actions a:



Stakeholder engagement helps ensure:

e research question

e trial procedures are culturally ¢
Improving recruitment, retentic
uptake and use of prove

e inequalities that alread

e sensitivity of research staff
populations is i

¢ stakeholder knowledge and 1
process is increased, buildin
competenci

e stakeholders are enabled to cc
process of quidir

 the power imbalance between
stakeholders is add



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

* Funders and trial sponsors canr
include GPP-EP activities and pla
allocation and ti

* National governments can requir
Fp

* Ethics Committees or institutional
require th
* Stakeholders can have explicit cont

* Medical journal editors can re
whether and how GPP-EP was follc



Ebola: R&D response Cunds

15t Vx P1 trial
Research Response in West Africa

15t Drug trial
15t CP use

15t Dx-PCR V

Next time...

15t VX trial

P3 Ring Vx







Thank you for your attention
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Implementation Tools









> give research teams advice

>
critical knowledge about local cultures and dynamics

culturally
sensitive and appropriate

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



