MTN-032
Study-Specific Training

22March 2016

Assessment of ASPIRE and HOPE
Adherence



NTIN

microbicide trials network

Assessmentof ASPIRE and HOPE
Adherence (MTNO32): Protocol
Overview

Sarita Naidoo & Jonathan Stadler

Protocol Training

22 March 2016



Outline

A Backgroundand Rationale
A Study Objectives

A StudyDesign

A Study Sites

A Sampling Strategy

A Study Timeline




Overview Of Study Background

Similarto how VOICED assessedwvhat factors
iInfluenced adherence and patterns of study
product use in VOICE,MTNO32 will do the

same for both ASPIRE(during Phase 1l and
HOPHduring Phase?).




Study Rationale

A Tobetter understandwhat influencesadherenceto
the dapivirineVR

Ve N\ Pa v d ~ v d

of her own risk for HIVANnfection, and if this had an
Influence on adherence

A To better understand motivations for joining and
continuing to participate in ASPIREduring Phasel)
and HOPHduring Phase2).

A Elicit perceptions about participant engagement
and adherence promotion activities implemented
iIn ASPIRE



Study Objectives

PrimaryQObjective
A To explore sociocontextual and trial specificissues,which

7z Y Pa L4 ~ L4

ring (VR)

SecondaryObjectives

7z N Pal 4 ~ 4

In generaland specificto:
I motivation to participate in ASPIREnNnd/or HOPE
I product use(or lackof) in ASPIREnd/or HOPE



Study Objectives

A To explore factors influencing product initiation and patterns
of useduring ASPIREnd/or HOPE

Ve Y Pal L4 ~ L4

support interventions and engagementactivities implemented
(or not implemented) during ASPIREand/or HOPE

Ve N\ Pal 7 ~ 7

r ~ ~ Vd ~ Ve

follow-up

I adherenceto the dapivirine VR as part of an open label extension
trial ascomparedto adherencein a Phase3 safety and effectiveness
trial



Study Objectives

Exploratory Objective

7 N Pal 4 ~ 4

modalities and attributes that might encourage end-user
uptake



Study Design

A Qualitative Exploratory Study
A Phase 1~Q2 2016)
I 7 sites
I n=-224
I 3 levels of adherence: low, inconsistent, high
I Single IDI or FGD (grouped by age)
A Phase 2 (~Q2 2017)
I n=~84 Stage participants
I Single IDI
I HOPE qualitative participants (ideally)



Study Sites

A Uganda
Kampala(MU-JHU)

A Malawi
Lilongwe

A Zimbabwe
Chitungwiza(Spilhausand
Zengezg

A South Africa
Durban BothasHill, eThekwini)
Johannesburg(Wits RHI)




Sampling Strategy

A Based on objective measures of adherence in ASPIRE
and HOPE

A Predetermined strategy for group designation
I Randomizedto IDI or FGD
I Based on age group and adherence level (IDI) or just
age group (FGD)
I Must meet other eligibility criteria and be willing to
be contacted



Sampling Strategy z Phase 1

A 1DI (n=16 per site):
I Randomly select women within each age of 2 age
groups, based on plasma cut off at month 3

I Examine distribution of adherence datapk and
ring after Month 3, and refine if needed)

PK plasma at Month 3

Low (<95pk/ml) | High &95pk/ml)

Age

18z21years |5 3
old

>21 yearsold |5 3

A FGD (2 groups, n=~8 per group, ~16 total)

I Randomly select eligible women by age group to be
iInvited for FGD



Study Timeline

MTN-032 (AHA)
Phase 1Former ASPIRE
participants AHA P_hasd
Phase 2HOPE participants who Begins AHAPhase 2
were in AHA phase 1 Q2 2016 Begins
T T Q2 2017
ASPIRE -
Results HOPE
Q1 2016 Begins
‘ Q2/Q3 2016

| [




MTN-032
Eligibility Determination
and Accrual (Phase 1)
Kat Calabrese
FHI 360

Durnam, NC
USA
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Inclusion Criteria (Phase 1)

1. Participatedin 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. Ableand willing to complete the required
study procedures.

15



Inclusion Criteria (Phase 1)

For participants who did not acquire an HIV infection while taking part in

ASPIRE:
4. Evidenceof study product dispensation at a minimum of three
consecutive ASPIRE scheduled clinic visits.

5. Havea minimum of three ASPIRE PK data measurement points
available.

For participants who acquired HIV infection while taking part in ASPIRE:
6. Evidenceof study product dispensation In the month prior to the

r ~ ~ Vd ~ Vs v ~ ~ ~ Vd pd Vd ~ Vs L] ~

DPAOOEAEDPAT O6 0 AANOEOEOEIT T &£ ()6

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

1. Has any condition that, in the opinion of the
loR/desighee, would preclude informed consent,
make study participation unsafe, complicate
Interpretation of study outcome data, or
otherwise interfere with achieving the study
objectives.

17



Recruitment Lists

SCHARP will prselect former ASPIRE participants
for recruitment/ screening for the MTND32 study
based on age group and adherence level, as well as
Inclusion criteria 47 (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 preselected for an IDI or a FGD.

18



Recruitment Lists

SCHARP will prselect based on the following inclusion criteria:

A Participatedin the ASPIRE protocol, randomized to active
product. (Part of IC 1)

A Evidence of study product dispensation at a minimum of three
consecutive ASPIRE scheduled climisits. (IC 4)

A Have a minimum of three ASPIRE PK data measurement points
available(1C5)

A Evidenceof study product dispensation In the month prior to the

7z N Pal L4 ~ L4 Ve ~ ~ ~ 7 pd 4 N L4 LI N

DPAOOEAEDAT 08 Ointadid.QEPEOET T 1T £ (

A Havea minimum of one ASPIRE PK data measuremandilable
(IC7)
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Higibility Assessment Steps

A Review Permissiorto be Contacted(PTQ

A Contact only preselectedparticipants who have
given PTC, in sequential order of the Recruitment
List

A Confirm eligibility requirements, as abl@C 1)

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

A Confirm any remaining eligibility requirementéEC
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)

21



Screening/ Recruitment Checklist

The sample Screening/ oMo 0D oo

H M M MTN-032 SCREENING/RECRUITMENT CHECKLIST
eCru I I I Ie n eC IS p rOVI eS Instructions: When conducting the participant recruitmant aither in-person or over the phone, use thiz
checllist to ensure that each item is discussed with the potential participant. This is not 2 script, but a
t Ik- - t f MTN_032 .t prompt to ensure that no points are missad.

I ng pOI n S Or SI e O Prior to contacting the participant, chack to ensure she has provided pernmizzion to be contactad
. (PTC), and verify the praferred method of contact. Enzure the preferred method is contact is used
taff t hen contacting th B
S a O u S e W e C 0 aC I g e O When contacting the participant, the recroiter introduces self and rols at the site

3. For example: Hello, my name is [inzert name] and I am the [role] at [mame of stdy climic].

otential MTN-032 participants 2 st oy s o
p p p [} O Iawoduce where the stady iz currently taking place: at the [name of study clinic] or [other
location].

O  State the study’s overarching purpose: The goal of MTI-031 iz to batter understand ASPIRE
participants” use of the study product while participating in ASPIRE.

O State the expected amount of participation: Waomen who join this stady will be expacted to
participate in a single in-depth mterview or 2 focus group dizcuzsion. Mo stody products will be
imvolved.

I h I I V I I I n h M I 2 O Ask the participant if she is willing to be screened for participation in the MTH-032. The

following points may zlso be discuszed at this poias

3 Participation in the study is voluntarily and can quir at amy time

. b. Ifeligible, 2 staff mamber will explain the ressarch study firther and answer any gquestions
We S I e . ¢ Ifthe participants decides to join, she will go through s written informed consent process,
answer some basic guestions about herself have the imterview, end be reimbursed for her
time and transport. The wisit will last up to X hours].
d. Al the informztion will be weated confidentially

O Ask the potential participant if she has any questions about the study or what happens if che
volutesars,

O If the participant iz interested, schedula the smdy vizit Ba sure to let the participan: kmow:

2 The interview will be with an MTN-0532 interviawer

b. Wil take place at [name of study clinic] or [other location]

c. There will be an informed consent process before sy ressarch activities begin

d. The one-time individuzl mterview will bezin after the informed consent process. [Or the
FGD will be scheduled on a different date ]

O Dwooumnent the screening and envollment vizit date on the paricipant contact log and, if appropriate,
in paricipant file notes. Docament the scresning date on the Scresning and Enrollment Log.

O After scheduling the enrolbment and stody visit (either for an IDI or for a FGD), confinm the
datetime and location of the visit and provide a contact name and number in case the mdividual
woants further information prior to thedir visit.

O Thark the participant for har tima.

Staff Initials Date




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

JonathanStadler
Wits RHI

microbicide trials network
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The Informed Consent Process

A Informed consent is grocessby which an
iIndividual voluntarily expressesgheir willingness
to participate in research, after having been
Informed of all aspects of the research that are
relevant to her decision

A It is not merely a form or a signature, but
Involvesinformation exchange,
comprehension, voluntariness, and
documentation.

25



Reminders (1)

A Written informed consent for all participants
must be obtained before performing any
MTN-O32data collection activities.

A All consent procedures should be conducted
In the primary language of the participant

26



Reminders (2)

A If the written informed consent form is
requested in a language that idifferent
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)

A PerDAIDS policy, each stepf the informed
consent process musbe documented,
either usinga coversheet or an alternate

method as described In the site Informed
Consent SOP.

28



Comprehension Assessment

A Studystaff 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.

A TheMTN-032Informed 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.
29



|C Comprehension Checklist

MTN-032 Enroliment Informed Consent Comprehension Checklist

Hame:

Date:

Open-Ended Question/Statement

Required Points of Comprehension

[y

Please tell me your understanding of the
purpose of the study.

To beter understand ASPIRE partcipants use of study product

To beser understand ASPIRE pamicipands sexual behawior

%]

How long will the study last?

There may be one mierview and & will take shout 3 hours [sites can modify the length of time per site-specific ICF]

Thess may be one focus group dizcussion that will izke sbout 3 howss [sites can modify the length of time per site-specific ICF]

3 |What are participants being asked to do
in this study?

Answer mignasw quesions that will b2 wsen on 3 form

Answer mierview quesions that will be audio-recorded

May be chosen to ke part n either a group discussion or an merview with climic siaff

Group discussion is with other ormer ASPIRE paicipants and ol staff

Cuestons will mclude mformadion ahout diffierent ways women used study product dunng ASPIRE

Will receive ASPIRE reculiz and owm product use test resulis.

4 |What are the possible risks for participants
in the study?

Cusstons may cause embarszsment

Orhers may find out about parcipation in the sludy

Loz of confdentality

5 |What will happen if women decide not to
join the study?

Free to make her own decision about joming the study

Mo Change WD ner a00EES WD NEaM Care WnehEr She joins e S0y oF ndd

& |How will information about participants in
the study be protected ?

Information sbout paricipants is confdendal, pavate, and locked away

Cwnly p=ople working on the study have access o the mformation

T |What are the possible benefits for
participants in the study?

Thare are no direct bensfiz

Indormation provided May NEWP FESSartners IMprove COUNSSENg MSenars

8 |What should participants do if they have
questions or concerns about their health or
about what iz happening in the study?

Mu=t sfate how to confact study staff

Outcome

O Demonstraied comprehension of 2l required po s, OSCI0Sd 1D enntl I Sdy.

Optional Comment Codes
a. Answered comectly on first try

30



Group IC for FGD Participants

A For the FGD participants, the IC process can be
Initiated In a group setting.
I The informed consent form and key aspects

of the study can be reviewed with the FGD
participants as a group.

I Each FGD participant can then individually go
to a private setting to ask questionsassess
comprehension, consento the study, or
decline consent.

31



Site Discussion

A Please describe the informed consent process
at your site

I Where will the process will take place?
AHow will you ensureconfidentiality?

I Who at your site Is responsible for obtaining
IC?

I How will the process be documented?

32



What are your questions about
the iInformed consent process?

33



DATA COLLECTION TOOLS &
PROCESSES

Ariana Katz, MPH
71T 1T AToO "1 1T AAT (AAI
RTI International
San Francisco, CA, USA



Overview Of Data Collection Tools

A CRFs
A Guides
A Visual tools



DataCollection Tools |I: CRFs

CRFs

A Behavior Assessment (BA)

A Demographic Information
Form (DEM)

A Participant Status Form
(PSF)

A Protocol Deviation Report
(PD)
A Social Harms Report (SH)




DEMOGRAPHIC INFORMATION FORM

MTN-032 PTID

HER

Visit Date

dd

MMM ¥y

MTN-032 Demographic Information Form (DEM)

INTERVIEWER READS: The following are some basic questions regarding your background to help us know what
type of people participated in this study. All the information you provide will be kept confidential and will not be
shared with anyone else besides the research study staff.

A Interviewer-administered prior
to IDI/FGD
A 19 questions:
- Collect new information
- Record updates/changes
since ASPIRE data was last
captured

- -
1. What is your date of birth? I:H:‘ I:“:“:I I:“:I or
dd MMM Vv
If unknown, record age: I:“:I
2. How many children have you had who were alive at
o L]
3. How many total children are you currently taking care of |:| |:|
(1.e. children. grandchildren, etc.)?
4. What 1s your ethnic group or tribe? o
(mark ethnic group/tribe code) |:| |:| Ethnic Tribe Code
Other, specify:
3 -+ g 7 e
5. What is the language most spoken at home? (mark |:| |:| L anguage Code
language code) =
Other, specify:
6. Do you currently earn an income of your own? [ Yes
[]: No = If No, go to item §
7. How do you earn vour current income? (mark all that []: Formal employment
apply) [ self-employment
[1s Other. specify:
8 What 15 your ighest level of education? (mark one) i No schooling
[J» Primary school. not complete
(I Primary school. complete
[Js+ Secondary school. not complete
[Js Secondary school. complete
[Js Attended college or university, not complete
[]; Attended college or university. complete
9. What 15 your religion? (mark one) [Ii Christian

[ Muslim
[J; Other specify:
[Js None = If None, go to item 11




BEHAVIOUR ASSESSMENT

MTN-032 PTID

Visit Date

1] |

MTN-032 Behavior Assessment (BA)

dd MMM v

INTERVIEWER READS: The following are some basic questions regarding your background to help us
know what type of people participated m this study. All the mformation you provide will be kept confidential
and will not be shared with anyone else besides the research study staff.

BEHAVIORAL

1.

Do you currently have a primary sex partner? By primary sex
partner, I mean a person you have sex with on a regular basis or
who you consider to be your main partner.

Dl Yes

|:|1 No = if No, go to 14

Are you currently married? (choose one)

[li Yes. legally married

[[]2 Yes. traditionally married
[ I3 No

[y Other. specify:

A Interviewer-
administered prior to
IDI/FGD

A 34 questions:

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

3. |Have you had the same [husband/primary sex partner] for the Dl Yes
last 3 months? [ No
4. |1s your [husband/primary sex partner] the same partner you had |[_]; Yes
when you exited ASPIRE? [ No
Da Can’t remember
5. |For how long have you been with your current or
[husband/primary sex partner]? (mark one) DD DD
months years
6. |How old is your [husband/primary sex partner]? D D
7. | Are you currently living with your [husband/primary sex [ Yes
partner]? [ No
8. |Does your [husband/primary sex partner] provide you with [ Yes
financial and/or material support? [ No
9. |Does he have any sex partners other than you? Dl Yes

[ hNe
Da Don’t Know




PARTICIPANT STATUS FORM

MTH-031 PTID Date of Form Completion

HEEE LI

ad
MTN-032 Participant Status Form (PSF) Phase 1

¥¥

Instructions: ITis form is to be completed for any MIN-020 participant whe is considered for participation in
MIN-032,

L ‘ Complere asPREPTD [ [ [ 1L IO ]

Yes No Captures:

2. | Was the pasticipaat avolled i MIX.032 P 1 O | O A MTNO32 PTID
S Wi A ASPIRE PTID
P [ E RN u A Phase 1 status

S et i | N W N Ry W A Drug detection level and

& | FOD Paricipant Prevdonyn response to individual

What is the participant’s drug detection level [ Low drug

classification [mark ongf? [)x Iconsistent drug ad h e re n Ce reS u Its

[Is High drug

g Record your assessment of the participant’s []: Anger [+ Distress/Unhappiness A 1 I
physical/emotional reaction upon hearing her []»Fear [l Embarrassed Uncomfortable E n ro | I m e nt 1 I n te rVI eW an d
PK results. [Select all that apply] [z Sadness [Js Acceptance

ChDibeiet  [luDonl termination dates

(s Surprise (i Neutral ) .
Reason for termination

[ s Happiness (12 Otheer, specify:
9. Date of termination from MTN-032 Phase 1 H RN RN
Reason for norenroliment

dd MMM oy

o 3>

10. | Reason for termination from MTN-032 Phase 1 | [t Participant completed study

[mark one]: [[]: Inappropriate enrollment
[s Other, specify:
<END FORM
11. Reason for non-enrollment in MTIN-032 Phase [: Participant did not give permission to be contacted
1 fmark one]: = Participant was contacted, but refused participation,
) specify:

s Participant scheduled three times, did not show
[+ Eligibility criteria not met, specify:

[ s Participant did not provide written informed consent
[ Other, specify:




MIN-031 PTID

L]

Social Harms Report (SH)

SH=

]

SOCIAL HARMS REPORT

Date Form Cemplated

i MWD Y

Instructions: This form is te be completed for any MIN-032 participant whe reports a social harm. Interviewer
completes form based on report from the paricipant.

Deseribe the social harm event:

[, Participant declined to dsscribe

Date of social harm onsat

Captures:

A Details of any social harms
event (date and type)

A Impact of social harm

A Actions taken/needed

A Referrals made

dd Juintal ”
3 What type of social hann 15 this event? [1: Physical
(mark all that apply) [: Emwtionsl
[ Financial
[J: Other, spacify-
Ihd thas event mclude unwanted [0 Yes, specify to who:
disclosure of study paricipation? O: ¥e
(chaase anel [0: Unknown/information not provided
s Orher, specify:
5. What inpact did this situation have on i No distarbance
the participant”s qualrty of hfe? [: A minimal disturbance that had no significant impact.
(choaze one) [: A modarately upsetting distwbance, but did not have 2 significant impact.
s A msjor distarbance that had a significant inpact.
s Ortaer (spacify)
(mf VUnknown Declined to provide information
. Other participant comments or
remarks:
O, ¥oms
Based on your discussion with the i ves
parficipant, do you think this siuation O:1e
15 resolved? " .
[ Orther, spacify:
E. What action, recommendation or
suggestion was provided to parficipant
to help resolve this situation?
0. Feferrals made (mark all that appdi:

O Counselor on site
[: Other, spacify.
[+ o referrals needed




PROTOCOL DEVIATION

MTN-032 PTID Date Form Completed

T O (T

Protocol Deviation Report (PD)

MMM ¥

Instructions: Complete this form each fime a protocol deviation is identified. Consult the MTN Regulatory Team
(mmregnlatory@mmstopshiv.org) and the Study Management Team if you are unsure if an event requires reporting as
a deviation.
L Site Awareness date l:":' DDD D D
dd MMM bk
2 Deviation date I:":' I:“:“:‘ I:H:‘ CaDtureS:
a MM yy ) )

3. Has or will this deviation be [h Yes A Detal |S Of any p rOtOCOI

reported to local IRB/EC? [ No . .

deviation event (date, type

4 Has or will this deviation be [ Yes .

reported to DAIDS as a critical [: Ne and re portl ng)

event?
3. Type of deviation I:H:‘dev.iaﬁ.mcode A ACtlonS take n/n eed ed

(See back of form for code .

g A Plans/actions to prevent
6. Description of deviation:

future occurences

Plans and/or action taken to

address the deviation
8. Plans and/or action taken to

prevent future occurrences of the

deviation




Data Collection Tools Il: Guides

IDI Guide

FGD Guide

A. Community — Are local communities supportive of HIV prevention?

I'would like to start by asking you all about your community...

A. Experience in ASPIRE — What was the participant’s experience in ASPIREfusing the ring?

We would like to start by talking about the study in general.

1. Tell me about your experiences in ASPIRE. [Passible tools: timeline tool]
Passible probing topics:

s  What did you like most about being in the ASPIRE study?

*  What did you like least about being in the ASPIRE study?

s How did these attitudes change from the beginning to the end of the study?

¢ [If ottitudes changed] what brought about the change? (Type and sources of influences:
e_g. study staff, other participants, family/friends, partners, community rumaors, study
activities, life events)

s  What stories did you hear from other participants about the study?

1. In what ways do people in your community talk about HIV?
Possible probing topics:
* Attitudes towards pecple/women/men/children living with HIV: stigma, gossip and rumor
s Attitudes towards HIV prevention, including the use of condoms
&  Attitudes towards HIV testing in general, including women who get tested (either in trials, in
clinics, or mandatory testing when pregnant)

B. Perceptions of health and HIV Risk — What are the participant’s perceptions about her
health and specifically her risk of HIV?

2. How worried are you about your health?
Passible probing topics:
s  What are you worried about?

* How was this changed since ASPIRE ended (different types of worries? Increased or
decreased?)

2. How did people in your community talk about ASPIRE?
Possible probing topics:
s  Knowledge of study and the ring
& Positive and negative attitudes/comments/rumors about study or ring
# Positive and negative attitudes/comments/rumors about ASPIRE participants
s Effects of attitudes/comments/rumors on participants
s How did participants respond to others who spoke positively/negatively about the study
and/or the ring?
* Positive and negative attitudes/comments/rumors about researchers from overseas?

B. Experience in ASPIRE — What were the participants’ experiences of being in ASPIRE/using the
ring?

Now let’s talk about your experiences in ASPIRE...

Now let’s talk about your thoughts about HIV risk. [Seroconverters skip to section C.J

3. How worried are you abhout getting HIV?
Possible probing topics:

® How worried were you about getting HIV after you joined ASPIRE?

® How has this changed since ASPIRE ended?

s  What is influencing your level of worry (multiple partners, condom use, seropositive
partner, drug/alcohol use, receiving money/goods for sex, HIV testing, etc.}? [specify if
they increase or decrease worry]

s How did your level of worry while in ASPIRE affect your ring use?

® How did ring use change your level of worry while in ASPIRE?

s How are worries about getting HIV affecting how and/or with whom you have sex?

3. What are your feelings about having been in the ASPIRE study?
Possible probing topics:
# Likes/dislikes about being in ASPIRE
# Thoughts on study procedures, visits, staff, reimbursement
* Changes from the beginning to the end of the study
» How was ASPIRE different than other studies you have taken partin?
& How do you think taking part was different for older vs. younger women (e.g. women 21 and
under)?

4. What is your opinion of the ring?

Possible probing topics:
¢ Likes/dislikes about the ring?

¢ Change from the beginning to the end of the study
s Product characteristics (size, shape, color)
How product is used (dosing regimen, feelings of wearing ring, inserting/remaoving ring)

C. Drug detection level results & Reasons for Adherence/non-Adherence — What were the
factors that influenced participants’ adherence/non-adherence?

The blood samples and returned rings showed that some participants did not use their rings or have
drug in their blood all or most of the time. We would like to find out from you, since you participated
in the trial, why this may have been... [Available tools: Adherence trajectory tool, SAMPLE drug level
results visual tool]




IN-DEPTH INTERVIEW GUIDE

A. Experience in ASPIRE — What was the participant’s experience in ASPIRE/fusing the ring?

We would like to start by talking about the study in general.

1. Tell me about your experiences in ASPIRE. [Possible tools: timeline tool]
Possible probing topics:

*» What did you like most about being in the ASPIRE study?

* What did you like least about being in the ASPIRE study?

¢ How did these attitudes change from the beginning to the end of the study?

s [If ottitudes changed] what brought about the change? (Type and sources of influences:
e.g. study staff, other participants, family/friends, partners, community rumors, study
activities, life events)

* What stories did you hear from other participants about the study?

B. Perceptions of health and HIV Risk — What are the participant's perceptions about her
health and specifically her risk of HIV?

2. How worried are you about your health?
Fossible probing topics:
¢ What are you worried about?

¢ How was this changed since ASPIRE ended (different types of worries? Increased or
decreased?)

Mow let's talk about your thoughts about HIV risk. [Seroconverters skip to section C.J

3. How worried are you about getting HIV?
Possible probing topics:

® How worried were you about getting HIV after you joined ASPIRE?

® How has this changed since ASPIRE ended?

o What is influencing yvour level of warry (multiple partners, condam use, seropaositive
partner, drug/alcohol use, receiving money/goods for sex, HIV testing, etc.)? [specify if
they increase or decrease worry]

® How did your level of worry while in ASPIRE affect your ring use?

o How did ring use change your level of worry while in ASPIRE?

® How are worries about getting HIV affecting how and/or with whom you have sex?

Interview will follow guide:

A Primary research topics appea
in gray.

A Two levels of questions:

- Primary interview
guestions: appear in bold
text.

- Probing topics: indicated
with a bullet.

A Instructions/suggestions to
interviewer are in italics and

[brackets].




FOCUS GROUP DISCUSSION GUIDE

Discussion will follow guide:

A Primary research topics appear
in gray.

A Two levels of questions:

- Primary discussion
guestions: appear in bold
text.

- Probing topics: indicated
with a bullet.

A Instructions/suggestions to
interviewer are in italics and

[brackets].

Before starting the FGD, the facilitator must reming

the group of:

A The purpose of the FGD

A Ground rules for FGD (per study SSP), includin
importance of confidentially and use of
pseudonyms




