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I don’t want to die before I turn 25. 
I refuse to sit down and watch my generation fall to pieces. 
I am going to make a difference…Will you?
Rumbidzai Grace Mushangi, age 15, Zimbabwe
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OutlineOutline
Aim of sessionAim of session

Content areas and outcomes:Content areas and outcomes:
•• Overview of MTN & Community Program Overview of MTN & Community Program 
•• Safety of trial participants in MTNSafety of trial participants in MTN
•• Community Participation in Concept and Community Participation in Concept and 

Protocol DevelopmentProtocol Development
•• Community view on MTN 003Community view on MTN 003
•• Communication and media trainingCommunication and media training

Way ForwardWay Forward



Overall Aim of SessionOverall Aim of Session

To build MTN Community Working To build MTN Community Working 
GroupGroup’’s (CWG) capacity to provide s (CWG) capacity to provide 
support for the MTN science and research support for the MTN science and research 
processesprocesses



OutcomesOutcomes
Active community partnership and Active community partnership and 
involvement in MTN was highlightedinvolvement in MTN was highlighted
Role of community in reporting safety of Role of community in reporting safety of 
trial participants was outlinedtrial participants was outlined
Understanding protocols and concepts and Understanding protocols and concepts and 
development process at MTNdevelopment process at MTN
Implementing MTN 003 in Africa : Implementing MTN 003 in Africa : 
challenges and opportunitieschallenges and opportunities
Communication, media and messaging Communication, media and messaging 
training for community stafftraining for community staff



Overview of MTN & Community Overview of MTN & Community 
Program Program 

ObjectiveObjective

To describe the MTN, its Community To describe the MTN, its Community 
Program and its goalsProgram and its goals



Overview of MTN & Community Overview of MTN & Community 
Program Program 
MTN CWGMTN CWG

-- EC Community Liaison EC Community Liaison 
-- FHI Core Community Program staffFHI Core Community Program staff
-- 1 community educator and 1 community 1 community educator and 1 community 

CAB representative from all CTU CAB representative from all CTU -- MTN MTN 
trial sitestrial sites

-- EWG representativeEWG representative
-- GCM (US) and AMAG (non US) GCM (US) and AMAG (non US) 

representativesrepresentatives



Overview of MTN & Community Overview of MTN & Community 
Program Program 

New MTN CWG New MTN CWG –– OutcomesOutcomes

CWG will ensure there is CWG will ensure there is community-researcher
partnership models that facilitates models that facilitates community 
preparedness and engagement activities by: 

Cross-networking and partnership: DAIDS and 
other funded networks. 

Engagement of relevant stakeholders on the CWG 

Monitor, assess & document community research 
output at trial sites 



Overview of MTN & Community Program Overview of MTN & Community Program 
Key Discussion Key Discussion 

MTN structure MTN structure -- to ensure active and to ensure active and 
accountable community involvement and accountable community involvement and 
participation at site/CORE levelparticipation at site/CORE level
Voluntarism of community representative Voluntarism of community representative 
required  to implement systems in placerequired  to implement systems in place
Resources Resources -- site budgets, Network training site budgets, Network training 
and support and support 
Timing and efficiency of community input Timing and efficiency of community input 
–– meet timelinesmeet timelines
Challenge Challenge -- efficiency vs. inclusivenessefficiency vs. inclusiveness



What Does Safety Mean in the MTN?What Does Safety Mean in the MTN?

ObjectiveObjective

To explain the processes the MTN has To explain the processes the MTN has 
developed to monitor participant safety developed to monitor participant safety 
throughout the research agendathroughout the research agenda



What Does Safety Mean in the MTN?What Does Safety Mean in the MTN?
Key Discussion Key Discussion 

DAIDS process of adverse event reporting, DAIDS process of adverse event reporting, 
monitoring and follow up was describedmonitoring and follow up was described
Role of the community teams in assisting Role of the community teams in assisting 
with safety of participants and reporting with safety of participants and reporting 
social harm and events reported by male social harm and events reported by male 
partners was highlightedpartners was highlighted
Community teams must report field Community teams must report field 
events to site PIs/IoRsevents to site PIs/IoRs
Action  Action  
•• DAIDS safety reporting SOP must be DAIDS safety reporting SOP must be 

integrated with site reporting SOPintegrated with site reporting SOP
•• Site PI/IoR to train community staff on their Site PI/IoR to train community staff on their 

role in adverse event reporting and role in adverse event reporting and 
documentation process documentation process 



Community Participation in Community Participation in 
Concept and Protocol DevelopmentConcept and Protocol Development

ObjectiveObjective

To outline the MTNTo outline the MTN’’s protocol development s protocol development 
and approval process and discuss plans for and approval process and discuss plans for 
ensuring community participation in the ensuring community participation in the 
process by identifying potential barriers and process by identifying potential barriers and 
proposing possible solutionsproposing possible solutions



Community Participation in Concept and Protocol Community Participation in Concept and Protocol 
DevelopmentDevelopment

Key DiscussionKey Discussion

Process Process -- community input at site level on  community input at site level on  
MTN 003 at concept phase MTN 003 at concept phase 
Challenges Challenges -- access to funding to contact access to funding to contact 
community members, PI availability, community members, PI availability, 
resources to explain design conceptsresources to explain design concepts
Action  Action  
•• Sites to send resources needs to CWG and site Sites to send resources needs to CWG and site 

PIsPIs
•• Skills building programme on protocol review Skills building programme on protocol review 

planned by CWG for Thursday planned by CWG for Thursday –– pilot sessionpilot session
•• Site training needs to be submitted to CWG Site training needs to be submitted to CWG 

and PIs as these occurand PIs as these occur



MTNMTN--003003……
What is it?  What are our What is it?  What are our 

questions/concerns/suggestions for questions/concerns/suggestions for 
improvement?  How will our communities react improvement?  How will our communities react 

to the study?to the study?

ObjectiveObjective
To explain the proposed design of MTNTo explain the proposed design of MTN--003, 003, 
why this could be a pivotal study in the why this could be a pivotal study in the 
microbicide research agenda and to engage in microbicide research agenda and to engage in 
discussion regarding concerns, suggestions for discussion regarding concerns, suggestions for 
improvement and anticipated community improvement and anticipated community 
reactionsreactions



MTNMTN--003003……
Key Discussion Key Discussion 

Concept to be presented to NIH & Concept to be presented to NIH & 
other partners on 27other partners on 27thth June 2007June 2007
Community preparedness will start in Community preparedness will start in 
20072007
Community input in the protocol Community input in the protocol 
process will begin at version 0.1 process will begin at version 0.1 



MTNMTN--003003……
Key Discussion Key Discussion 

4 questions 4 questions 
Do we need to study both products  Do we need to study both products  
or test one product or test one product 
Is it acceptable to do monthly HIV Is it acceptable to do monthly HIV 
testing?testing?
How extensive will drug sharing and How extensive will drug sharing and 
drug selling?drug selling?
How would participants respond if  How would participants respond if  
they are randomised to gel vs. tablet they are randomised to gel vs. tablet 



MTNMTN--003003……
Key Discussion Key Discussion 

Sharing of drugs Sharing of drugs -- gel vs. tablets gel vs. tablets 
•• Some populations Some populations –– habitual to share chronic habitual to share chronic 

medication thus may occur in the MTN 003medication thus may occur in the MTN 003
•• STI treatment shared in the communitySTI treatment shared in the community
•• Patients share ARTsPatients share ARTs
•• Drug sharing Drug sharing -- common in many populations common in many populations 
StrategiesStrategies
•• Engage the community and explain study Engage the community and explain study 

objectivesobjectives
•• Develop/adapt counselling guides on drug Develop/adapt counselling guides on drug 

sharing for participantssharing for participants
•• Explore preference of drugs in terms of Explore preference of drugs in terms of 

community needscommunity needs
•• Community may be engaged regarding not Community may be engaged regarding not 

sharing drugs sharing drugs 



Media Training for Community Staff Media Training for Community Staff 
and Representativesand Representatives

ObjectiveObjective

To practice basic communications and To practice basic communications and 
messaging techniques for interacting with messaging techniques for interacting with 
the mediathe media



Media Training for Community Staff Media Training for Community Staff 
and Representativesand Representatives

PartnershipPartnership

ExperiencesExperiences

ChallengesChallenges

Key MessagesKey Messages



Skills Building Session: How to Review Skills Building Session: How to Review 
a Protocol and Provide Feedbacka Protocol and Provide Feedback

ObjectiveObjective

To examine CAB responsibilitiesTo examine CAB responsibilities

To review and explain information located in To review and explain information located in 
each section of a protocoleach section of a protocol

To identify sections of the protocol where To identify sections of the protocol where 
community input should focus and identify community input should focus and identify 
sections where community input might not be sections where community input might not be 
providedprovided



Skills Building Session: How to Review Skills Building Session: How to Review 
a Protocol and Provide Feedback, a Protocol and Provide Feedback, continuedcontinued

ObjectivesObjectives
To brainstorm and develop questions to assist in To brainstorm and develop questions to assist in 
reviewing a protocolreviewing a protocol

To practice providing constructive feedbackTo practice providing constructive feedback

To evaluate responsibilities of members of the To evaluate responsibilities of members of the 
protocol development team for ensuring community protocol development team for ensuring community 
involvement in protocol development and determine involvement in protocol development and determine 
operational feasibility at the siteoperational feasibility at the site--community levelcommunity level



THANK YOUTHANK YOU
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