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Overview Of Study Background

Similarto how VOICE-D assessedwhat factors
influenced adherence and patterns of study
product use in VOICE,MTN-032 will do the
same for both ASPIRE(during Phase 1) and
HOPE(during Phase2).



Study Rationale

ÅTobetter understandwhat influencesadherenceto
the dapivirineVR.

ÅMTN-032will also look at aÐÁÒÔÉÃÉÐÁÎÔȭÓperception
of her own risk for HIV-infection, and if this had an
influenceon adherence.

ÅTo better understand motivations for joining and
continuing to participate in ASPIRE(during Phase1)
andHOPE(during Phase2).

ÅElicit perceptions about participant engagement
and adherence promotion activities implemented
in ASPIRE.



Study Objectives

PrimaryObjective
ÅTo explore socio-contextual and trial specific issues,which

affected ÐÁÒÔÉÃÉÐÁÎÔÓȭadherence to the dapivirine vaginal
ring (VR)

SecondaryObjectives
ÅToexploreÐÁÒÔÉÃÉÐÁÎÔÓȭHIVrisk and perceptionsof HIVrisk,

in generaland specificto:

ïmotivation to participate in ASPIREand/or HOPE

ïproduct use(or lackof) in ASPIREand/or HOPE



Study Objectives

ÅTo explore factors influencing product initiation and patterns
of useduring ASPIREand/or HOPE

ÅTo explore ÐÁÒÔÉÃÉÐÁÎÔÓȭperceptions of various adherence
support interventions and engagementactivities implemented
(or not implemented)during ASPIREand/or HOPE

ÅTo explore ÐÁÒÔÉÃÉÐÁÎÔÓȭunderstanding of the ASPIREresults
andring efficacy,and the impact of this understandingon:

ïÐÁÒÔÉÃÉÐÁÎÔÓȭintention and/or ability to join HOPEand continue in
follow-up

ïadherenceto the dapivirine VRas part of an open label extension
trial ascomparedto adherencein a Phase3 safety andeffectiveness
trial



Study Objectives

Exploratory Objective
ÅTo explore ÐÁÒÔÉÃÉÐÁÎÔÓȭpreference regarding drug delivery

modalities and attributes that might encourage end-user
uptake



Study Design

ÅQualitative Exploratory Study

ÅPhase 1 (~Q2 2016)

ï7 sites

ïn=~224

ï3 levels of adherence: low, inconsistent, high

ïSingle IDI or FGD (grouped by age)

ÅPhase 2 (~Q2 2017)

ïn = ~84 Stage 1 participants

ïSingle IDI

ïHOPE qualitative participants (ideally)



Study Sites

ÅUganda
Kampala (MU-JHU)

ÅMalawi
Lilongwe

ÅZimbabwe
Chitungwiza(Spilhausand    

Zengeza)

ÅSouth Africa
Durban (BothasHill, eThekwini)

Johannesburg (Wits RHI)



Sampling Strategy

ÅBased on objective measures of adherence in ASPIRE 
and HOPE

ÅPre-determined strategy for group designation

ïRandomized to IDI or FGD

ïBased on age group and adherence level (IDI) or just 
age group (FGD) 

ïMust meet other eligibility criteria and be willing to 
be contacted



Sampling Strategy ɀPhase 1

ÅIDI (n=16 per site): 
ïRandomly select women within each age of 2 age 

groups, based on plasma cut off at month 3
ïExamine distribution of adherence data (pk and 

ring after Month 3, and refine if needed) 

ÅFGD (2 groups, n=~8 per group, ~16 total)
ïRandomly select eligible women by age group to be 

invited for FGD

A
g
e

PK plasma at Month 3

Low (<95pk/ml) High (>95pk/ml)

18 ɀ21 years
old

5 3

>21 years old 5 3



Study Timeline

ASPIRE 
Results 
Q1 2016

AHA Phase 1
Begins 
Q2 2016

HOPE 
Begins

Q2/Q3 2016

AHA Phase 2
Begins 
Q2 2017

2012 2013 2014 2015 2016 2017 2018

MTN-032 (AHA)
Phase 1: Former ASPIRE 
participants
Phase 2: HOPE participants who 
were in AHA phase 1



MTN-032
Eligibility Determination 

and Accrual (Phase 1)

Kat Calabrese

FHI 360

Durham, NC

USA
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Inclusion Criteria (Phase 1) 

1. Participated in the ASPIRE protocol, 
randomized to active product and informed 
of their randomization assignment. 

2. Able and willing to provide written 
informed consent in one of the study 
languages. 

3. Able and willing to complete the required 
study procedures. 
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Inclusion Criteria (Phase 1) 

For participants who did not acquire an HIV infection while taking part in 
ASPIRE: 
4. Evidence of study product dispensation at a minimum of three 

consecutive ASPIRE scheduled clinic visits. 

5. Have a minimum of three ASPIRE PK data measurement points 
available. 

For participants who acquired HIV infection while taking part in ASPIRE: 
6. Evidence of study product dispensation in the month prior to the 
ÐÁÒÔÉÃÉÐÁÎÔȭÓ ÁÃÑÕÉÓÉÔÉÏÎ ÏÆ ()6 ÉÎÆÅÃÔÉÏÎȢ 

7. Have a minimum of one ASPIRE PK data measurement available
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Exclusion Criteria

1. Has any condition that, in the opinion of the 
IoR/designee, would preclude informed consent, 
make study participation unsafe, complicate 
interpretation of study outcome data, or 
otherwise interfere with achieving the study 
objectives. 
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Recruitment Lists

SCHARP will pre-select former ASPIRE participants 
for recruitment/ screening for the MTN-032 study 
based on age group and adherence level, as well as 
inclusion criteria 4-7 (and part of inclusion criteria 1).

These ASPIRE PTIDs will be provided to sites as 
Recruitment Lists, and will also indicate whether the 
participant was pre-selected for an IDI or a FGD.
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Recruitment Lists
SCHARP will pre-select based on the following inclusion criteria:

Å Participated in the ASPIRE protocol, randomized to active 
product. (Part of IC 1)

Å Evidence of study product dispensation at a minimum of three 
consecutive ASPIRE scheduled clinic visits. (IC 4)

Å Have a minimum of three ASPIRE PK data measurement points 
available (IC 5)

Å Evidence of study product dispensation in the month prior to the 
ÐÁÒÔÉÃÉÐÁÎÔȭÓ ÁÃÑÕÉÓÉÔÉÏÎ ÏÆ ()6 infection. (IC 6)

Å Have a minimum of one ASPIRE PK data measurement available 
(IC 7)
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Eligibility Assessment Steps

ÅReview Permission to be Contacted (PTC)

ÅContact only pre-selected participants who have 
given PTC, in sequential order of the Recruitment 
List 

ÅConfirm eligibility requirements, as able (IC 1)

ÅObtain informed consent (IC 2 and 3 will be 
confirmed during the informed consent process)

ÅConfirm any remaining eligibility requirements (EC 
1)

20



Definition of Enrollment

Note that enrollment is defined as:

After a participant signs the informed consent and 
eligibility is confirmed

(Protocol Section 8.2)
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Screening/ Recruitment Checklist

The sample Screening/ 
Recruitment Checklist provides 
talking-points for MTN-032 site 
staff to use when contacting the 
potential MTN-032 participants. 

This is available on the MTN-032 
website.

22



Visit Scheduling

Visits will ideally be scheduled such that the informed 
consent can be administered on the same day as the 
interview.

For FGDs, a separate visit for the informed consent 
may need to be scheduled.
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MTN-032 
Informed Consent Process

Jonathan Stadler

Wits RHI
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The Informed Consent Process 

ÅInformed consent is a processby which an 
individual voluntarily expresses their willingness 
to participate in research, after having been 
informed of all aspects of the research that are 
relevant to her decision.

ÅIt is not merely a form or a signature, but 
involves information exchange, 
comprehension, voluntariness, and 
documentation. 

25



Reminders (1)

ÅWritten informed consent for all participants 
must be obtained before performing any 
MTN-032 data collection activities. 

ÅAll consent procedures should be conducted 
in the primary language of the participant.
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Reminders (2)

ÅIf the written informed consent form is 
requested in a language that is different 
from the language the procedure was 
conducted in, this discrepancy should be 
documented on the informed consent cover 
sheet or in the participant file notes.

27



Reminders (3)

ÅPer DAIDS policy, each step of the informed 
consent process must be documented, 
either using a cover sheet or an alternate 
method as described in the site Informed 
Consent SOP.
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Comprehension Assessment

ÅStudy staff are responsible for determining 
whether potential participants comprehend all 
information required to make an informed decision 
about study participation before proceeding to 
make a final enrollment decision. 

ÅThe MTN-032 Informed Consent Comprehension 
Checklist will be used as a tool to assist staff in 
assessing participant comprehension to ensure 
that participants understand all information 
required to make an informed decision. 
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IC Comprehension Checklist
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Group IC for FGD Participants

ÅFor the FGD participants, the IC process can be 
initiated in a group setting.

ïThe informed consent form and key aspects 
of the study can be reviewed with the FGD 
participants as a group.

ïEach FGD participant can then individually go 
to a private setting to ask questions, assess 
comprehension, consent to the study, or 
decline consent.
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Site Discussion

ÅPlease describe the informed consent process 
at your site

ïWhere will the process will take place?

ÅHow will you ensure confidentiality?

ïWho at your site is responsible for obtaining 
IC?

ïHow will the process be documented?
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What are your questions about 
the informed consent process? 

33



DATA COLLECTION TOOLS & 
PROCESSES

Ariana Katz, MPH
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Overview Of Data Collection Tools

ÅCRFs

ÅGuides

ÅVisual tools 



DataCollection Tools I: CRFs

CRFs:
Â Behavior Assessment (BA)

Â Demographic Information 
Form (DEM) 

Â Participant Status Form 
(PSF)

Â Protocol Deviation Report 
(PD)

Â Social Harms Report (SH) 



DEMOGRAPHIC INFORMATION FORM

Å Interviewer-administered prior 
to IDI/FGD

Å 19 questions:
-Collect new information
-Record updates/changes   
since ASPIRE data was last    
captured



BEHAVIOUR ASSESSMENT

Å Interviewer-

administered prior to 

IDI/FGD
Å 34 questions:

-Used to inform    
different aspects of   
data collected during 
the IDls and FGDs



PARTICIPANT STATUS FORM

Captures:
Å MTN-032 PTID
Å ASPIRE PTID
Å Phase 1 status
Å Drug detection level and 

response to individual 
adherence results

Å Enrollment, interview and 
termination dates

Å Reason for termination
Å Reason for non-enrollment



SOCIAL HARMS REPORT

Captures:
Å Details of any social harms 

event (date and type)
Å Impact of social harm
Å Actions taken/needed
Å Referrals made



PROTOCOL DEVIATION

Captures:
Å Details of any protocol 

deviation event (date, type 
and reporting)

Å Actions taken/needed
Å Plans/actions to prevent 

future occurences



Data Collection Tools II: Guides

IDI Guide FGD Guide



IN-DEPTH INTERVIEW GUIDE

Interview will follow guide:
Å Primary research topics appear 

in gray.
Å Two levels of questions:

-Primary interview   
questions: appear in bold   
text. 

-Probing topics: indicated   
with a bullet. 

Å Instructions/suggestions to 

interviewer are in italics and 

[brackets].



FOCUS GROUP DISCUSSION GUIDE

Discussion will follow guide:
Å Primary research topics appear 

in gray.
Å Two levels of questions:

-Primary discussion   
questions: appear in bold   
text. 

-Probing topics: indicated   
with a bullet. 

Å Instructions/suggestions to 

interviewer are in italics and 

[brackets].

Before starting the FGD, the facilitator must remind 
the group of:
Å The purpose of the FGD
Å Ground rules for FGD (per study SSP), including 

importance of confidentially and use of 
pseudonyms 


