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Context

Prevention fieldiist dynamic Withrmultiple
players

=RdIngs 1N one study: could Impact ether
studies

SWiiit* & efficient Implementation ef study.

PreLOCOIS! IS critical
u Ouher PrER trals rapidly acerting (IPREX, Partners: PrER)
s Wanit VOICE results te be timely & relevant




We do have a need!

o Implement VOICE In a Swiift & Efficient
Way/
VOIICE results to be timely: & relevant



| essons Learned?

Meeting timelines
Protecel aevelopment
Site: Regulateny appreval Process

Implementation
REcruitment
Retention
Product Adherence

Einal points fier overall suceess of the
network studies




Meeting timelines

Protecel Develepment
> Elexible Protecel language: to avoeidl LeA’S
> Definitien of Protocoll suppert materals for regulatony.

approval prier te site! Initialf sukmission
o Marked delaysiat lecall regulatory: agencies

Regulatery: approvals

» Advance preparations
o Aspart ofi stakehoelder engagement (often initially reguires
neutrall convener)




Implementation: Recruitment

> Need tor target highrrsk
‘Event-driven’ trials; are completeal soener
Key: e efificient implementation ofi efficacy/ trials

> RISk criterarare: typically broad
Buildien lessons from prior studies at site
Track lecal HIV prevalence & Incidence: trenaes

» Incidence rate critical to site selection

> Monitor recruitment sources & risk levels




Recruitment & site viability

= PDefine your target population hased on anticipated
HINV risk levels

Married
women

Study

clinu
a

@rral PartD

Sero-discordant
couples




Implementation; 2

Retention:

x HIght recruitment means heavy/ participant filow,

x Clinic flovw Operations
o Optimize stafi time

o ldentify bottienecks;,
redundancy, stafif Inefficiencies




Retention: cont.

x Need to anticipate retention challenges:
noeliday; planting seasens, disclesure ISSUes,
client needs etce

s Participant events

s Sharing acroess sites ofi Strategies & lIessons
learnead




Always: be eager to learn from others

e Find right spin to approaches proven ter work: elsewhere

o Peer retention moedell may: be worthy: tiying 1 kighly: mokile
population
+» Participants in same locality’ often knew each other




Preduct Adherence
“Viessaging en Safety critical”

“Ihe Messenger” must e
convineced of the: safety.
MEssage

Address; underlying stafif
[esenvations abeut safety.

Comiiert With'less clinically,
significant signals
(phosphate, bene density)




Eine line te walk aboeut safety
mMessaging

Execution of scientific rngor;
V/Siinstilling fear of study
Preduct?

I likely: safes; Wiy the
([o]0) %




Stuady drug Adherence

x Peer suppert moedel: Participant: events a goed
Way/ ter discuss adierence: challenges & strategies

s Participant events
[iwell orchestrated, can: e wWell attended

Partners PrER experience:
Kampala site: >200! discordant couples; attended
Eldoret Inr Kenya had =>60%) ppt attendance

Stafffmoederated, participant led

Topics center on preoduct adherence, retention, Visit
schedules, FP, etc




Pillbox Organizers Are Associated with Improved
Adherence to HIV Antiretroviral Therapy and Viral
Suppression: A Marginal Structural Model Analysis

Maya L. Petersen,’ Yue Wang,' Mark J. van der Laan,' David Guzman,” Elise Riley,? and David R. Bangsherg*

CID 2007:45 (1 October) * HIV/AIDS




Adherence: Pill carmying metheds

ADDRESS ADHERENCE BARRIERS:

Tfravel

IHEeCtIc Woerk schedule
Stigma

Alcehol bInges
Lllengwe: experence
(little blue gel carrier bag)




Question In VOICE?

\What levell off adherence

o)
Interventions woeuld e gv
> i
allowanier *‘ ‘K
Need to roll out similar “

Interventions: across; alllt VOICE
S[tes

Addiresses differential adherence
CONCEerns




SUmMmeary: Peints




[nter-site cross pollination:

“Improving Contraceptive Uptake?”

Mininal time ofifi product:

n Reduces power I high
Pregmnancy. rates

n Thika, Kenya: multi-
prenged ER internvention
(Partners HSV/HIV trial)
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n Blantyre, with highest
Pregnancy: rate in HPTN
035




Participant seminar (Peer model)

= Programmeaditelephone calls s-4

post-enroliment

= Jailor mader adnerence counseling

PN fieared side eiffects




Learning to wWoerk under pressure Is key:

| NEED THE REPORT BY | NEED MY REPORT BY
£ ' YESTERDAY!  LAST WEEK --
s ; AT THE LATEST!

EMERGENCY!!

“Input” must be talking to “processing” & vice versa




Thank you very much
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