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FGD Individual Visit Checklist

Stage 2 FGD Individual Participant Visit Checklist

MTN-003D PTID: 'FGD No.: Visit Date:

s 0 Step-by-step guide
e — | toindividual visit

[ pariicipant has not already pariicipaed i a Siage 3 IDT]
Explain, conduct, and document informed consent process per site SOPs
O Willing and able to provide written informed consent = CONTINUE, have p ro C e d u res fo r th e
participant sign ICF, collect signed form, and offer a copy for participant to take
home . .
0 NOT willing and able to provide written informed consent = STOP, provide F G D p artl C I p an tS
partcipant reimbursement and thank her for her ime. Document in PSF and
participant file notes
Confirm eligtbility criteria .
O ELKIBLE = CONTINUE 1 Each line to be
O NOTELIGIBLE = STOP. Document in Participant Status Form (PSF) and
participant file notes

[If participant has not already participated m a Stage 2 IDI'] C O m p I ete d (O r W r I te

e Administer Demographic Information Form (DEM)
e Conduct sections A-B of the discussion guide 11 b}

» Complete PK Discussion Response on the PSF(Q §) N A )
Post FGD (Immediately following FGD)

| [ Complete PSF

Comments ninial and date all comments
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FGD Group Visit Checklist

Stage 2 FGD Group Visit Checklist

FGD No.: Visit Date:

0 Step-by-step guide
TR SR e s B o) to FGD group ViSit

Supplies gathered pen and stationery for note-taking, consent forms, PSFs, discussion
guide, refreshments (if applicable), reimbursements
Venfication of participant status (PK results and study product group) p roce u res
Participant Arrival, IC & Data Collection
Greet participants and offer refreshments .
Complete procedures with all individual FGD paruapants as outlined on the FGD E h I t b
Individual Participant Visit Checklist D aC I n e O e
Review FGD ground rules

gy completed (or write

Use pseudonyms when providing responses

-
. Information shared remains confidential T 9
. Cell phone off N A )

Conduct sectons A & C of Stage 2 Discussion Gude

Thank and reimburse the partapants
Post FGD (immediately following FGD)

Check audio recording to venfy that the session was propealy recorded
Expand notes and complete debnefing repont

Comments /ninial and dase all comments
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FGD Preparation

v Time confirmed with participants

v Appropriate space for discussion identified
and reserved

v Current versions of ICF, discussion guide,
other tools (e.g. PK visuals, theme cards,
etc.) and checklists

v Audio-recorder charged, has batteries, and
tested that day for functionality

v Verify all participants’ status (i.e. PK results,
study product group)



Outline of Individual Visit Procedures

Confirm identity

Informed consent

Confirm eligibility

Demographic Information (DEM) form
Conduct sections A-B of guide

=11l out/note PK Response for/on
Participant Status Form (PSF)

Switch to FGD group procedures]
0 Complete PSFs for all individuals 5

O O O O O O

[
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Outline of FGD Group Procedures

0 Conduct sections A & C of discussion
guide with FGD group

0 Thank and reimburse participants
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FGD Procedures: the Beginning

0 Greet participants
0 Offer refreshments
0 Review FGD ground rules
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FGD Procedures: the Middle

0 Discussion will follow guide

m Primary research topics numbered and
appear in gray
m Primary research guestions in bold
m Probes bulleted
1 Notes to be taken on separate sheets of paper

m Separate sheets must be labeled with all
participant PTIDs, date, and staff initials
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FGD Procedures: the Middle

0 The guide Is a guide, not a script.
Interview should flow naturally and flexibly

m Acceptable to jump around

m Acceptable to probe on spontaneous,
relevant issues

m Acceptable to rephrase probes
0 However...

m Ensure primary research topics/questions
are addressed
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(Re-)Conduct Section A

Section A. Use the following talking points as a guide for 1DI participants and during both the individual
consent period and the group discussion for FGD participants.
1. Impression of the VOICE Results
(For women from Stage 1: emphasize that we are still trying to understand VOICE, and that at the
time when she was interviewed previously we did not have blood test results).
English: We would like to understand why so many women in VOICE did not take their products
consistently so we can design products that women can take and improve future studies for HIV
prevention. Since YOU are the expert, please help us by explaining your experience in VOICE.
Translation:
Additional Probes (Get feedback on the following specific points):

e Neither of the two tablets (Truvada or tenofovir) nor the gel were found to be effective in
preventing HIV in VOICE

e When researchers looked at VOICE participants’ blood tests they found that a majority of the
women in VOICE (this means thousands of women) never had any drug from the study products in
their blood.

e Because of these blood tests showing that women were not taking the products in VOICE,
researchers could not determine if the products were protective against HIV.

e There are several other studies that were conducted more or less at the same time as VOICE, in
Africa and other parts of the world that indicated that the products are protective against HIV,
when they are taken consistently as directed.

Available tools: e.g. MTN press release, educational sheet for study results; local press clippings
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Conduct Section C

Section C. Use the following talking points for DI participants and FGD participants in the group
discussion setting.

3. Factorsinfluencing adherence (spontaneously derived)

(Note the importance of eliciting all the reasons the participant spontaneously mentions as influencing
adherence before probing on specific topics)
English:

e [Forwomen with low drug detection:] What are all the reasons you were not able to take your
products?

e [For women with high/inconsistent drug detection:] the drug data show that you took the
product [some of/ most of/ all of] the time prior to coming to the study visits... What are all
the reasons you were able to [some of/ most of/ all of] the time, take your products?

Translation:

s [Forwomen with low drug detection:)

s [Forwomen with high/inconsistent drug detection:]

4. All other factors influencing adherence (probing topics)

[For IDI participants]: Do key theme card exercise.
[For FGDs]: Use cards to facilitate conversations....
Additional Probes:
[For women with low drug detection:)
e Whatwas happening (that influenced you not taking product)?
¢ How did reasons for non-use change over time, or did the reasons stay the same?
[For women with high/inconsistent drug detection:]

¢ How much did the visit act as a reminder to take the products?

e Whatsituations or circumstances made it easier or more difficult to take the product daily?
What was happening (that influenced you taking product)?

11
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FGD Procedures: the End

0 Thank and reimburse participants
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Post-FGD Procedures

1. Complete Participant Status Form (PSF) for
all participants

2. Interviewers and note-takers: check
recording and expand notes, if necessary

3. Review CRFs for completeness and clarity
4. Complete FGD Debrief Report template

13



e
PSFs for Enrolled Participants

0 Captures
= MTN-003D PTID,
= VOICE PTID,
m Stage 1 and Stage 2 status,
N

Drug detection level and response to PK
results,

m Enrollment, interview and termination dates
m Reason for termination

o WIll differ for potential FGD sparks
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Ex. 2: FGD Ppt Only

MITH-0ET FTIE Lisie Fomm |naissded —
o a3 z]z][s e [=][1 ]3]
ikl I A [ ¥y

| MTN-003D Stage I Participant Status Form (PSF)

fnstructions: This form is o be compileted for amy MTN-Q030 parficipant who iy considered for Stege I poricipati, |
L | compieie voice rrio [\ [ 3| ol[e][e]=]e ][ |

| Yes No
| — — ! 1
2. | Was the participant enrolled in MTN-003D Stage |7 (I pes, PTID will remain | L], EL '
the same as Stage 1)
3. Was the participant enrolled in MTN-003D Stage 27 B | %
T G
4. Date of enrollment in MTN-003D Stage 2: | [ 2] 2| 8 [IE [[e] [V |I®
dd MMM vy
5. | Date MTN-003D Stage 2 IDI conducted [ BN
(record dare or check N/A): dd MMM ¥y I':-.-..':';
f | Date MTMN-003D Stage 2 FGD conducted zl2l | S|E ||*- 13 i .
—| i il -.f”: - dd MMM ¥y ~ NA Fuoms |
7. | FGD Participant Pseudonym: Koty S
3. What 1s the participant’s drug detection Eu Low drug
level classification fmark ome)? [ ]s Inconsistent drug 15
[C]: High drug




9. Record vour assessment of the ], Anger E, Distress/ l;nhapp-i—nbss
| participant’s physical/emotional reaction [], Fear [, Happiness
upon hearing her PK results. (Select al [], Sadness [, Surprise
‘ that apply) [[], Disbelief [[]; Other, specify:
10. | Date of termination from MTN-003D ARIREAREINE
RN
Stage 2: dd MMM yy

T Reason for termination from MTN-003D | % Participant completed study
Stage 2 (mark one): | ; Imappropriate enrollment

| []; Other, specify:

2 END FORM

| 12. | Reason for non-cnroliment in MTN-003D C] l‘—)id"ﬁaﬂgiﬁi'é ‘béﬁnis;l(fih to be contacted
Stage 2 (mark one): [[]; Contacted, but refused participation,
specify:

[1, Scheduled three times, did not show
[], Eligibility criteria not met, specify:

[ ]« Did not provide written informed consent
[, Other, specify:

Comments: N
ENGLISH Page 1 of | .5/ - ~ 16
Partxpant Status Farm (PSF) Mm Z2%YS€E P/\ -3

Yersion 1 O 16ALGES St Inroals { Dak
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Ex. 2: FGD Spark Participant

MTN-OC3D PTID Date Form Inated
L)
3l2] |4 LD (S IE P || IR
o MMM

\‘I I'N-003D Stage 2 I’.xrhclpant Status Form (P\h

Instructions: r hn Sorm is to be completed for any MTN-003D par!icipunl who is considered for Stage 2 participation.

| Complete VOICE PTID .-m - D

- T Yes | No
2. | 'Was the participant enrolled in Ml N-003D swu: I’ ’II; ves, PTID will remain E., 1 E]
the same as Stage 1)

T—W‘L{fhc participant enrolled in \4'I~N-_i>'-(-i§l_‘5_§¥a_ge 2? —E_*,_D*

|
|
coTO ‘
T

i Date of enrollment in MTN-002D Stage 2: E] LE D.

MMM Yy
| l
5 | Date MTN-003D Stage 2 IDI conducted ! ' > ‘
(record date or check N/A): mE EE- \@. . Q
6. | Date MTN-003D Stage 2 FGD conducted . 2| [S[[Elp] [j]’. or L]
(record date or check N/A): MM N ‘ ’A/\’H
. | MM _i}\, _ __ ! 7\27:4-11)\ . 273 see ! 3
7. | FGD Participant Pseudonym: A P?‘c
SRl i G| i i . ) o
8. What is the participant’s drug detection , Low drug
level classification (mark one)? , Inconsistent drug
[} High drug
9. Record your assessment of the ], Anger [], Distress’ Unhappiness
participant’s physical/emotional reaction [, Fear [, Happiness
upon hearing her PK results. (Select al! [], Sadness [], Surprise 17

that apply) []; Disbelief [, Other, specify: Aree c‘cﬁ’qncf'



|9, "Record your assessment of the ], Anger | Distress Unhappiness 1‘
| ’ participant’s physical/emotional reaction [T, Fear [], Happiness .
| ' upon hearing her PK results. (Select all [], Sadness [, Surprise |
g that app'y) 7 i [_], Disbelief [E‘()thcr. specify: NC(eP*fqie?‘;
10. I Date of termination from MTN-003D 2l 2l ISlellel | V(2 1
' | Stage 2: : |
dd MMM yy NAL
1. Reason for termination from MTN-003D D4, Participant completed study —_—
Stage 2 (mark one): [ 7, In: R - 235¢F
g Inappropriate enrollment l

[J; Other, specify:
_-9END FORM

12. Reason for non-enrollment in MTN-003D | [], Did not givc pcrmi&sioin to be contacted 1
Stage 2 (mark one): []; Contacted, but refused participation, |
specify:

[[]; Scheduled three times, did not show
[]: Eligibility criteria not met, specify:

[CJs Did not provide written informed consent
[Js Other, specify:

Comments:

ENGLISH Page | of |

Participant Status Form (PSF) A 4%8 Ie SEP \ g
Version | 0 16ALGES Staft Initals / Date
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Debrief Report

0 Purpose: To provide a summary of the
participants’ attitudes towards the key
themes, the mood of the discussion,
whether it was dominated by certain
participants, unigue comments, and any
other important information in REAL TIME

0 Wil be discussed on study team calls and
shared across sites.
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MTN-003D d Recommendatons for Future Tnals' Products:
Stage 2 FGD Debriefing Report

Instructions: Thiz report is to be completed on the same day az the FGD, and forwarded to RTT
within one week of FGD complation. This report should be sent via email as a Word document 4. Themeidentification exaraise (if done):

Basic FGD Information: a. New Themes (write out any new themes identified as relevar):
EGD No - FGD Date:
PTIDs Faciltator=1:
Study Amm: Facilitator=2:
CRS/CTU: Note-taker | b. Relevant Cards (Record cardcodes or descriptions (for new themes, if
FGD Venue: Person Completing Form: applicable) in order frommost relevant to least relevar, as determined by the
Debriefing Summary: participans):

1. Howdid the FGD go today? (Describe in detall yowr subjective impressions of how the
participants behaved their emotional reactions [excited, sad, laughed, bored conficed,
dizappomsed etc. ], and any other important informationabout the context and experience
Comoment on whether the discwssion was monopoled by few participants or if there was
more egual conrribution to the discicsion frommost or all participans.)

¢. NotRelevant frecord codes):

d Not Sure Undecided (record codes):

L]

Overall, how did participants fromthis FGD react to the mdividually presented PKresult
discussions? (Record which vizual representation was used to describe results to these

participants, if any, as well as details about the participants 'emotional physical reaction 5. Wese thete snv une odox - - findings? (Record anything un
: ¥ unexpect unanticipated findings? any expected,
that expands uponthe individual reactions recordedon the PSFs.) wnanticipated, or new that was learnedfrom this FGD)

3. What were the most importantthemes orideas discussed? (Descride in desail the most
important ideas dizciwssed within eachofthe main topic areas and any importare issues that
were raised )

a. Impression of VOICE Results:

b. Factors Affecting Adherence (distinguizh batweenfactors spontaneously
mentioned andthose discussed upon probing or based on the theme cards).

¢ Motivationto Join'Stay in the Tnal:




QUESTIONS?




