Statistical Center for HIV/AIDS Research & Prevention (SCHARP)

MTN 015 (143) DEM-1 (001)

Participant ID
- _ Demographics

Site Number Participant Number Chk

>
\ P&’PL\%?OC’O\/
WO \S or
Bte)

male female

2. What is the participant's gender?................. []

yes
3. Do you earn an income of YOUr OWN? ...........cccceeveveverererereesenenenenennns []

3a. How do you earn your income? Mark all that apply.

[[] formal employment

[[] self-employed

Demographics (DEM-1)

Page 1 of 2
Visit Date

dd MMM vy

no
[ - 1fno, go to item 4.

[] other, specify:

4. What is your highest level of education?

no schooling

primary school, not complete
primary school, complete
secondary, not complete
secondary, complete

attended college or university

O Od000aon

5.  How many children have you given birth to who were

AliVe At DIMh? ..o

yes
6. DO YOU OWN YOUF NOME? ..., []

7. How many rooms are in your household?...........cccccceevveeeiiiiiiicinnne,

][] 29-FEB-08

N:\hivnet\forms\MTN_015\forms\m015_demographics.fm

no

0f1

Language Staff Initials / Date




Demographics (DEM-1)
Purpose: This form is used to document general demographic information.

General Information/Instructions: This form is completed once for each participant, at the Screening/
Enrollment visit.

Item-specific Instructions:
e Item 2: This item has already been completed based on the expected study population. Please skip this item.

» Item 3a: Record whether the participant’s source(s) of income are from formal employment (e.g., shop
clerk, farmer, seamstress, teacher), self-employment (e.g., shop owner, artist, restaurant owner), or other
type of employment.

* Item 5: Record the total number of reported live births, not the total number of pregnancies, or other birth
outcomes.

» Item 6: Record whether or not the participant or someone in her family owns the home where she lives.

Version 1.0, 29-FEB-08
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Statistical Center for HIV/AIDS Research & Prevention (SCHARP)

MTN 015 (143) DEM-2 (002)

Participant ID

Demographics

Site Number Participant Number Chk

10.

11.

12.

13.

14.

Are you currently Marfied? ..o

Do you currently have a male sexual partner?..............cccccvvvveneen.

HOW Old IS N2 e

Are you currently living with him?..........cccoooiiiiiii,

Does he have more than one wife or
SeXUAl PAMNEI? ... e

Does he provide you with financial and/or
Material SUPPOIM? ...oooveeeeeiiicres e

What is his highest level of education?
no schooling

primary school, not complete
primary school, complete
secondary, not complete
secondary, complete

attended college or university

OooooOoo0n

don’t know

][] 29-FEB-08

N:\hivnet\forms\MTN_015\forms\m015_demographics.fm

yes

no

Demographics (DEM-2)

Page 2 of 2

L» If yes, go to item 10.

yes

[

years

yes

[

yes

[

yes

L

no

[ - If no, end of form.

OR

no

[l

no

[l

no

L

don’t know

[

don’t know

L]

0

1

Language

Staff Initials / Date



Demographics (DEM-2)
Item-specific Instructions:

* Item 10: If the participant does not know her husband/partner’s exact age, record her best estimate. If she
is unable to provide an estimate, mark the “don’t know” box.

» Item 13: Record whether or not the participant’s husband/partner provides her with any financial and/or
material support. This will include things such as money, housing, food, household goods, etc.

Version 1.0, 29-FEB-08
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Statistical Center for HIV/AIDS Research & Prevention (SCHARP)

MTN 015 (143)

Participant ID

Site Number Participant Number Chk

BBQ-1 (081)

Baseline Behavioral
Questionnaire

Baseline Behavioral Questionnaire (BBQ-1)

Page 1 of 8
Visit Date

dd MMM vy

I am going to ask some questions about a number of different topics. Some of these questions are personal and
sensitive, but understanding your answers to them is important for this study. There are no right or wrong answers to
these questions, and all of your answers will be kept confidential. If answering these questions brings up any issues or
questions that you would like to discuss further with me or other study clinicians or counselors, we will make time for that

after this interview. Shall we continue?

1.  Which family planning methods are you currently using? Mark “none” or all that apply.

If none, go
la. none P> (0 item 2g.

1b. family planning pills or
birth control pills

1c. injectable contraceptives
(such as Depo-Provera)

1d. implants (such as
Norplant, jadelle)

le. vaginal ring

O O o O oo

[] 19. sponge

[] 1h. 1UD

[[] 1i. natural methods such

as withdrawal or
rhythm method

[] 1j. male condoms

[] 1k. female condoms

[ ] 1. spermacide

[] 1m. surgical sterilization
(tubal ligation)

[ ] 1n. sex with a partner who
had a vasectomy

[ ] 10. other, specify:
Local Language:

English:
1f. diaphragm
2. Inthe past 3 months, how many men have you had vaginal or
anal sex with? By vaginal sex, | mean when a man puts his penis If 00, go to
inside your vagina. By anal sex, | mean when a man puts his penis statement
INSIAE YOUF BNUS. ...ocvoeceeeceesiesesee e see s s — above item 6
on page 2.
refuse to
3. Inthe past 3 months, did you receive money, material goods, gifts, yes no answer
drugs, or shelter for Vaginal SEX?..........ccuviveeeeeeeeeeeeieese e ere e e see s |:| |:| |:|
If 00, go to
4. In the past week, how many times did you have vaginal sex? ................... — statem_ent
above item 6
on page 2.
5. In the past week, how many times did you use a male or female
condom during VagiNal SEX? .......ccuciiuiieiieiiiiiiie et # of times
101 ] 29-FEB-08 0]1
Language Staff Initials / Date

N:\hivnet\forms\MTN_015\forms\m015_baseline_behavioral_gnnre.fm



Baseline Behavioral Questionnaire (BBQ-1)
Item-specific Instructions:

Item 1: Do not read response options to the participant. Mark the box(es) for all reported family planning
methods being used by the participant. If the participant reports a method not listed, mark the “other,
specify” box and record the participant’s verbatim response. Also provide the English translation in the
space provided.

Item 2: Use leading zeros when needed so that all the boxes are filled.

Item 3: Record whether or not the participant received any financial and/or materials support in exchange
for vaginal sex with any man. This includes things such as money, housing, food, household goods, etc.

Item 4: Use leading zeros when needed so that all the boxes are filled.

Item 5: Use leading zeros when needed so that all the boxes are filled. Review item 5 for mathematical
consistency with item 4 (i.e., response to item 5 cannot be greater than response to item 4). If the two
answers are not consistent, ask the participant the two questions again. Update the response accordingly if
applicable.

Version 1.0, 29-FEB-08
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Statistical Center for HIV/AIDS Research & Prevention (SCHARP) Baseline Behavioral Questionnaire (BBQ-2)

MTN 015 (143) BBQ-2 (082)

Page 2 of 8
Participant ID
- _ Baseline Behavioral
Questionnaire
Site Number Participant Number Chk
Now | am going to ask some questions about the last time you had vaginal sex.
6. When was the last time you had vaginal SEX? ........cccccciiiiiiiiiiiiiiiiieceeeeen,
dd MMM vy
7. The last time you had vaginal sex, did your partner use a yes no
MAIE CONUOM? ..ottt ettt ettt ettt ettt e st e st e beeteeteeaeenseneeeeneas [] []
8. What is your relationship to the man with whom you last had vaginal sex?
Read each response option aloud.
boyfriend/
fiancé/ casual
husband regular partner friend acquaintance relative other

[ L] L] L]

9. Was this man younger, about the same age, or older than you?

9a. Do you think he was less than 10 years older than you or
10 years or more older than you?

[[] lessthan 10 years

[] 10years or more

10. For how long have you had sexual relations with this man?
Read each response option aloud.

between more than 6 months
less than 1 month but less than
a month and 6 months 12 months

L] L] L]

][] 29-FEB-08

N:\hivnet\forms\MTN_015\forms\m015_baseline_behavioral_gnnre.fm

[

[] younger -
[[] aboutthe same age -

>—> If younger, about the same age,
[] older or don’t know, go to item 10.
[] don'tknow -

one year
or more

[

0f1

Language

Staff Initials / Date



Baseline Behavioral Questionnaire (BBQ-2)
Item-specific Instructions:

» Item 6: If, after verbal probing, the participant is unable to provide the day (or month, or year) she last had
vaginal sex, draw a line through the unknown response boxes, write “don’t know” in the white space next
to the item, and initial and date.

Version 1.0, 29-FEB-08
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Statistical Center for HIV/AIDS Research & Prevention (SCHARP)

MTN 015 (143) BBQ-3 (083)

Participant ID

Site Number

11. Have you ever had anal SEX? ......ccooueiiiiiiiiiiiiiiiiieeeee e

12.

13.

14.

Participant Number Chk

When was the last time you had anal sex? ..................

The last time you had anal sex, did your partner use a
Male CoNAOM? ......oeiiiiiiiiiiei e

In the last 12 months, has your husband or regular partner ever
slapped you, hit you, kicked you, thrown things at you,
anything else to physically hurt you? ...........cccccooeeeeeen.

Page 3 of 8

Baseline Behavioral
Questionnaire

yes no
[] [ | 1fno,goto
item 14.
dd MMM vy
yes no

[l

no husband/
partner in
no past 12 months

[ L]

yes

[l

or done

Now | am going to ask some questions about your husband’s or partner’s HIV status.

15.

16.

17.

18.

Do you know your husband’s HIV status?..................

What iS hiS StatUS?.....cceveiiiiieiei e,

Has your husband taken HIV medication (ARVS)
prescribed by a health care provider/doctor/nurse?

Do you know your partner’s HIV status? By

partner, | mean a man you have sex with on

a regular basis, but who is not your

husband. ...

][] 29-FEB-08

N:\hivnet\forms\MTN_015\forms\m015_baseline_behavioral_gnnre.fm

| do not have
no a husband

I If no or do not have a

husband, go to item 18.

yes

[

refuse to
answer

L]

negative

[

positive

[l

If negative or
p refusetoanswer,
go to item 18.

refuse to
answer

[

don’t know

[

yes no

[l

| do not have
no a partner

< 5

yes

If no or do not have a
partner, go to item 21
on page 4.

0f1

Baseline Behavioral Questionnaire (BBQ-3)

Language

Staff Initials / Date



Baseline Behavioral Questionnaire (BBQ-3)
Item-specific Instructions:
» Item 11: Definition for anal sex: when a man puts his penis inside your anus.

» Item 12: If, after verbal probing, the participant is unable to provide the day (or month, or year) she last had
anal sex, draw a line through the unknown response boxes, write “don’t know” in the white space next to
the item, and initial and date.

* Item 14: If the participant has had no husband or regular partner in the past 12 months, select the “no
husband/partner in past 12 months” response option.

Version 1.0, 29-FEB-08
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Statistical Center for HIV/AIDS Research & Prevention (SCHARP) Baseline Behavioral Questionnaire (BBQ-4)

MTN 015 (143) BBQ-4 (084) Page 4 of 8

Participant ID

Baseline Behavioral
Questionnaire

Site Number Participant Number Chk

refuse to
negative positive answer
19. What iS his StAtUS?........c.ceeveeririeieeieieeeese e eeeeeenas |;| [] |_‘__| If negative or
refuseto answer,
go to item 21.
, refuse to
20. Has your partner taken HIV medication (ARVS) yes no don’tknow  answer
prescribed by a health care provider/doctor/nurse? ....... [] [] [] []

Now | am going to ask some questions about your HIV status.

21. Since you have been diagnosed, have you told any of the following people
that you have HIV?
Read each response option 21b—21n aloud.

es

<

[

2la. | have told noone —p= If yes, go to item 26 on page 7.

<
D
(2]

21b. husband ——m If no or N/A, do not ask items 22 and 23 on page 5.

21c. male partner/boyfriend ——» If no or N/A, do not ask items 24 and 25 on
page 6.

21d. sister

21e. brother

21f. mother

21g. father

21h. your children

21i. other relative

21j. friend or neighbor

21k. church member

21l. community elder

21m. health care provider/doctor/nurse

ooooododoood
ODopoododoododosis
Do ododoudis

21n. other, specify:
Local Language:

English:

101 ] 29-FEB-08 0]1

Language Staff Initials / Date
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Baseline Behavioral Questionnaire (BBQ-4)
Item-specific Instructions:
» Item 20: Definition for anal sex: when a man puts his penis inside your anus.

» Item 21: If, after verbal probing, the participant is unable to provide the day (or month, or year) she last had
anal sex, draw a line through the unknown response boxes, write “don’t know” in the white space next to
the item, and initial and date.

« Item 21a: If the participant tells you she has not told anyone she has HIV, mark the “yes” box for 21a and
go to item 26.

* Item 21n: If “other, specify” is marked, be sure to record the participant’s verbatim response. Also provide
the English translation in the space provided.

Version 1.0, 29-FEB-08
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Statistical Center for HIV/AIDS Research & Prevention (SCHARP)

MTN 015 (143) BBQ-5 (085)

Participant ID

Baseline Behavioral

Questionnaire

Site Number Participant Number Chk

22. When did you tell your husband that you have HIV?
Read each response option aloud except “don’t remember.”

|:| immediately after learning | have HIV

|:| within 1 month of learning | have HIV

|:| more than 1 month but less than 1 year after diagnosis

[] one year or more after diagnosis

[] don'tremember

23. Did your husband do any of the following after he learned you have HIV?
Read each response option aloud.

yes

Doogdodoog
N I I O I A I A -

<

@

7

> >
[13 03

23a. became angry

23b. beat you

23c. became very sad

23d. moved out of the house
23e. made you leave your house
23f. suggested you see a doctor
23g. started using a condom

23h. refused to have sex with you

don't
know

|:| 23i. took another partner or wife

23j. other, specify:

Local Language:

English:

][] 29-FEB-08

N:\hivnet\forms\MTN_015\forms\m015_baseline_behavioral_gnnre.fm

0

1

Baseline Behavioral Questionnaire (BBQ-5)

Page 5 of 8

No data recorded
on this page

Language

Staff Initials / Date



Baseline Behavioral Questionnaire (BBQ-5)

Item-specific Instructions:

* No data recorded on this page: Mark this box if no data is recorded on this page other than the Participant
ID and the Staff Initials/Date.

» Item 23: If the participant has had no husband or regular partner in the past 12 months, select the “no
husband/partner in past 12 months” response option.

« Item 23j: If “other, specify” is marked, be sure to record the participant’s verbatim response. Also provide
the English translation in the space provided.

Version 1.0, 29-FEB-08
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Statistical Center for HIV/AIDS Research & Prevention (SCHARP)

MTN 015 (143) BBQ-6 (086)

Participant ID

Baseline Behavioral
Questionnaire

Site Number Participant Number Chk

24. When did you tell your partner that you have HIV? By partner | mean a man you have sex with

on a regular basis but who is not your husband.
Read each response option aloud except “don’t remember.”

immediately after learning | have HIV
within 1 month of learning | have HIV
more than 1 month but less than 1 year after diagnosis

one year or more after diagnosis

O 0Oo0dno

don’'t remember

25. Did your partner do any of the following after he learned you have HIV?
Read each response option aloud.

<
D
(72}

25a. became angry

25b. beat you

25c. became very sad

25d. moved out of the house
25e. made you leave your house
25f. suggested you see a doctor

25¢g. started using a condom

Doodooog
I I N O I A -

25h. refused to have sex with you

don’t
know

<
0]
(2]

L]

|:| 25i. took another partner or wife

es

<

[]
[13 03

25j. other, specify:

Local Language:

English:

][] 29-FEB-08

N:\hivnet\forms\MTN_015\forms\m015_baseline_behavioral_gnnre.fm

0

1

Baseline Behavioral Questionnaire (BBQ-6)

Page 6 of 8

No data recorded
on this page

Language

Staff Initials / Date



Baseline Behavioral Questionnaire (BBQ-6)
Item-specific Instructions:

* No data recorded on this page: Mark this box if no data is recorded on this page other than the Participant
ID and the Staff Initials/Date.

» Item 25j: If “other, specify” is marked, be sure to record the participant’s verbatim response. Also provide
the English translation in the space provided.

Version 1.0, 29-FEB-08
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Statistical Center for HIV/AIDS Research & Prevention (SCHARP)

MTN 015 (143)

Participant ID

Baseline Behavioral Questionnaire (BBQ-7)

BBQ-7 (087) Page 7 of 8

Site Number

Participant Number Chk

Baseline Behavioral
Questionnaire

26. Have you seen a health care provider/doctor/nurse refuse to

27.

28.

29.

30.

for HIV care or treatment since being diagnosed as

yes no answer

HIV POSIEIVE? ..ottt ettt sbe et rs |:| |:| |:|

Have you seen a traditional healer for HIV care or treatment
since being diagnosed as HIV POSItiVE? ..........c.ccceevevveeeeeieeeeeenen. [] [] ]

Have you taken any HIV medication (ARVs) prescribed by
a health care provider/doctor/nurse since being diagnosed

AS HIV POSILIVE? ...ttt [] [] ]

Have you taken any HIV medication (ARVS) prescribed
by a traditional healer since being diagnosed as HIV

(01T 111V |:| |:| |:|

Have you received help or support for any of the following from the
government, churches, or other community organizations?

Read each response option aloud.

OO0O00O0z
ODogogdos

30a

30b.

30c.

30d.

30e.

. food
clothing

housing

other, specify:

Local Language:

English:

][] 29-FEB-08

N:\hivnet\forms\MTN_015\forms\m015_baseline_behavioral_gnnre.fm

money other than study incentives/reimbursement

0f1

Language Staff Initials / Date




Baseline Behavioral Questionnaire (BBQ-7)
Item-specific Instructions:

» Item 30d: If the participant only received money as part of study incentives or study reimbursement, check
“no” for response option 30d.

» Item 30e: If “other, specify” is marked, be sure to record the participant’s verbatim response. Also provide
the English translation in the space provided.

Version 1.0, 29-FEB-08
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Statistical Center for HIV/AIDS Research & Prevention (SCHARP)

MTN 015 (143)

Participant ID

Site Number Participant Number Chk
Now | am going to ask some questions about how you have been feeling lately, i.e., your emotions and feelings.

Read each response option aloud.

31.

32.

33.

34.

35.

36.

37.

38.

During the past month how much would you
say you have felt blue? ........cccccoeeeeeiiil.

During the past month how much would you
say you have felt trapped or caught? .............

During the past month how much would you
say you have had difficulty falling or staying
ASIEEP? i

During the past month how much would
you say you have worried too much about
tNINGS? e

During the past month how much would
you say your heart has been pounding or
FACING? eeeiiiieeee ettt

During the past month how much would you
say you have cried easily? .........cccccccvniiiinnnes

During the past month how much would
you say you have felt hopeless about the
FULUIE? o

During the past month how much would
you say you have experienced dizziness,
faintness, or weakness? ........ccccceevvcieeeennnnn,

BBQ-8 (088)

not at all

[

[l

[l

Thank you for completing the interview with me today.

][] 29-FEB-08

N:\hivnet\forms\MTN_015\forms\m015_baseline_behavioral_gnnre.fm

Baseline Behavioral
Questionnaire

a little

[

[

Baseline Behavioral Questionnaire (BBQ-8)

quite
a bit

[

[

Page 8 of 8

don’t
understand/

extremely don’'t know

[

L]

L]

0

1

[l

[l

Language

Staff Initials / Date



Baseline Behavioral Questionnaire (BBQ-8)
Item-specific Instructions:

» Items 31-38: These questions are an index of depression. The index assesses whether the respondent is
depressed by summing responses to all the questions, not from a response to any individual item/question.
Therefore, all questions must be asked.

- For each item 31-38:
» Read each item and response option exactly as it is worded.
« Mark “don’t understand/don’t know” if the participant’s response is she does not know

* Mark “don’t understand/don’t know” if the participant can’t answer the question because she does
not understand the question

» Mark “don’t understand/don’t know” if the participant answers the question but you think she did
not understand the question. Also, mark the response box selected by the participant.

e Item 31: “Blue” means sad.
» Item 32: This question refers to feeling emotionally trapped and not physically “trapped or caught.”
» Item 35: This question refers to pounding or racing of one’s heart that is not a result of physical activity.

» Item 38: This question refers to a feeling of “dizziness, faintness, weakness” that is not a result of physical
activity.

Version 1.0, 29-FEB-08
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Statistical Center for HIV/AIDS Research & Prevention (SCHARP)

Participant ID

Antiretroviral Therapy
Adherence

Site Number Participant Number Chk

1. Have you been prescribed any HIV medication (ARVS) today or
SINCE e 1aSt VISIE?....eeeeiiiiiiiee e

2.  When was the last time you missed taking any of your HIV medication (ARVS)?

within the past week
1-2 weeks ago — |f 1-2 weeks ago, go to item 5 on page 2.
2-4 weeks ago —» |f 2—4 weeks ago, go to item 5 on page 2.

1-3 months ago— If 1-3 months ago, go to item 5 on page 2.

O0O0Oododno

never miss taking HIV

Visit Date

Antiretroviral Therapy Adherence (ATA-1)

1

Page 1 of 4

dd

MMM yy

no
D—> If no, end

of form.
Do not fax
pages 2-4.

more than 3 months ago — |f more than 3 months ago, end of form. Do not fax pages 2—-4.

medication (ARVS) — If never miss taking medicine, end of form. Do not fax pages 2—4.

|:| don't know

3. During the past 4 days, for how many days have you missed taking all your

HIV medication (ARVs)?
none 1 day 2 days 3 days

L [ L L

4. Some people find that they forget to take their HIV medication (ARVS)
on weekend days. Did you miss any of your HIV medication (ARVS)
last Saturday OF SUNCAY? ........uuiiiiiiiiae et a e e e e

][] 29-FEB-08
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4 days

no

0

1

Language

Staff Initials / Date



Antiretroviral Therapy Adherence (ATA-1)

The intent of items 1-4 is to assess the participant’s access to and uptake of HIV care and treatment. The
questions measure adherence to medication/ARVs and factors that influence adherence to ARVS.

Version 1.0, 29-FEB-08
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Statistical Center for HIV/AIDS Research & Prevention (SCHARP) Antiretroviral Therapy Adherence (ATA-2)

N RN B N A . 1

MTN 015 (143) ATA-2  (152) Page 2 of 4

Participant ID

- _ Antiretroviral Therapy
Adherence

Site Number Participant Number Chk

5.  Now I’'m going to ask you about the HIV medication (ARVS) you have been prescribed and if you
have missed taking any of the HIV medication (ARVSs) in the past 2 weeks, and in the past 30
days. If you only took a portion of a dose on one or more of these days, report the dose as being

missed.
# of prescribed  # of prescribed doses
Abbreviation/Name doses missed missed
Med code of your drugs (past 2 weeks) (past 30 days)
5a.
5b.
5c.
5d.
5e.

6. How many days have you not been able to take your HIV medication
(ARVSs) in the past 30 days because you did not have pills and

(ofo 18] (o [0 Ao T=1 B 4510 (- # of days
yes no
7. Have you taken any HIV medication (ARVS) in the past month? ......... [] []

8. Inthe past month, how often have you missed taking your HIV medication (ARVs) because you:

Read each response option aloud. never rarely sometimes  often

8a. wanted to avoid Side EFFECIS?......ovveee et eeee e ee e, [] ] [] []

8b. could not follow dietary iNStrUCHIONS? ............cvoveveveeeeeeeeeeeeeeeenn []

8c. were sharing ART with other family members

[]
AN FHENAS? ...ttt [] []
L]

8d.  religious DEIIETS? ......ccvcvveeeeecececeeeee et []

[ [
[ [
[ [

101 ] 29-FEB-08 0]1

L Staff Initials / Dat
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Antiretroviral Therapy Adherence (ATA-2)

The intent of items 5-8 is to assess the participant’s access to and uptake of HIV care and treatment. The
questions measure adherence to medication/ARVs and factors that influence adherence to ARVS.

Item-specific Instructions:
e Item 5: Refer to the MTN 015 ART Medications Code List for medication codes.

- Adose is the number of pills prescribed at an interval (e.g., two pills every 8 hours equals three doses
per day). Record “00” if a dose was not missed.

Version 1.0, 29-FEB-08
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Statistical Center for HIV/AIDS Research & Prevention (SCHARP) Antiretroviral Therapy Adherence (ATA-3)

N ENE L NN . 1

MTN 015 (143) ATA-3  (153) Page 3 of 4
Participant ID
- _ Antiretroviral Therapy
Adherence
Site Number Participant Number Chk

Read each response option aloud.

8e. do not fully understanding the regimen and its never rarely ~ sometimes  often

FEQUIFEMENES? ...ttt n s [] [] [] []

8f.  were traveling away from hOME? ..........ccooeeueueueeeeeeeeeeeereeeenan [] [] [] []
8g. had transportation problems getting to the clinic? .........c.cococvveven... [] [] [] []
BN.  10SE PIIS? -..ooveeieiice s [] [] [] []
8i.  had t00 MANY PIlIS? ..ottt [] [] [] []

8j. had a bad event happen that you felt was related to

taKING the PIIS? .....vveeeeeeeeeeeeee e, [] [] [] []
BK.  FOFGOL? .ttt ettt [] [] [] []
8. 1aN OUL OF PIlIS? w.oovvveeeeeeee e [] [] [] []
8m. were busy doing other thiNGS? ........ccvveeveieeeeeeeeeeeeeee e [] [] [] []
8n. tired of taking t00 MaNY PillS? .......oovevevieeeeeeeeeeeeeeeeeeeee e [] [] [] []
80. other illness or health problems got in the way? ............cccceceueu... [] [] [] []

8p. stigmatization (what others may say or discover about my

GISEASE)? ..., []

[
[
[

8q. fear of stigmatization within the home (e.g., not wanting the

husband t0 KNOW)?..........ouoveveeeeeeeeeeeee e [] [] [] []

101 ] 29-FEB-08 0]1

L Staff Initials / Dat
N:\hivnet\forms\MTN_015\forms\m015_art_adherence.fm anguage all infats [ bate




Antiretroviral Therapy Adherence (ATA-3)
Item-specific Instructions:

» Item 8p: This question refers to stigmatization from people outside one’s family.

Version 1.0, 29-FEB-08
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Statistical Center for HIV/AIDS Research & Prevention (SCHARP) Antiretroviral Therapy Adherence (ATA-4)

| 011 0] B & . 1

MTN 015 (143) ATA-4 (154) Page 4 of 4

Participant ID
- _ Antiretroviral Therapy

Adherence
Site Number Participant Number Chk
Read each response option aloud. .
never rarely sometimes  often

8r. pills got damaged from heat or getting Wet? ............ccccocvvevevevrennnn. [] [] [] []
8s. were too ill to attend clinic to collect drugs? ........cccceeveueueverevennne [] [] [] []
8t. pills getting stolen (e.g., while in transit in a taxi/

DUS SEALION)? ..o e en e [] [] [] []

8u. having to wake up very early to commute and no time

B0 AP eveeereeeseeseeet sttt [] [] [] []
8v. didn’t think they would really WOrk? .............cccoorueiereenneiiiisnienes [] [] [] []
8w. were bothered by your dreams? ..........occcoovceeeeeeeeeeeeerenennan. [] [] [] []
8x. clinic or doctor did not have pills for you? ...........cccccccveeeeevreennnn. [] [] [] []
8y. other, SPECIfy DRIOW: .........cccciviueveeeeeieieeeeee e [] [] [] []

Local Language:

English:

101 ] 29-FEB-08 0]1

L Staff Initials / Dat
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Antiretroviral Therapy Adherence (ATA-4)
Item-specific Instructions:

» Item 8y: If “other, specify” is marked, be sure to record the participant’s verbatim response. Also provide
the English translation in the space provided.

Version 1.0, 29-FEB-08
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Statistical Center for HIV/AIDS Research & Prevention (SCHARP) Follow-up Behavioral Questionnaire (FBQ-1)

| BT D0 B D& . 1

MTN 015 (143) FBQ-1 (181) Page 1 of 10

Participant ID Visit Date

Follow-up Behavioral

Questionnaire
Site Number Participant Number Chk dd MMM yy

| am now going to ask you some questions about a number of different topics. Some of these questions are personal
and sensitive, but understanding your answers to them is important for this study. There are no right or wrong answers
to these questions, and all of your answers will be kept confidential. If answering these questions brings up any issues
or questions that you would like to discuss further with me or other study clinicians or counselors, we will make time for
that after this interview. Shall we continue?

yes no
1. Are you currently married? ........cccocoeeiiieniieiennennnn, |:| D_>|f no, go to item 8 on page 2.
yes no
2. Are you currently living with your husband? ............. [] []
Your last interview was (Interviewer will tell the respondent when her last interview was).
3. Are you married to the same man you told us don'’t
about at your last interview in yes no  remember
(month of last interview from above)? ...................... |;| [] []
pIf yes, go to item 8 on
page 2.
4. Isyour husband older, about the same age, or younger
than you?
[] younger >
[ ] aboutthe same age -
>‘> If younger, about the same age,
[] older or don’t know, go to item 5.
[[] don'tknow >

4a. Do you think he is less than 10 years older
than you or 10 years or more older than
you?

[] lessthan 10 years

[] 10years or more

5. Does your husband have more than one wife or yes no don’'t know

sexual PartNer? ......ccccvveeeieeeee e e sersrr e |:| D |:|

101 ] 29-FEB-08 0]1

Language Staff Initials / Date
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Follow-up Behavioral Questionnaire (FBQ-1)
Item-specific Instructions:

* Items 1 and 2: Emphasize “currently.”

Version 1.0, 29-FEB-08
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Statistical Center for HIV/AIDS Research & Prevention (SCHARP) Follow-up Behavioral Questionnaire (FBQ-2)

| B B0 BB & . 1

MTN 015 (143) FBQ-2 (182) Page 2 of 10

Participant ID

- _ Follow-up Behavioral
Questionnaire

Site Number Participant Number Chk
6. Does your husband provide you with financial yes no
and/or material SUPPOI? .......ccuvvveeeiiiiiieeeeieee e |:| |:|

7. What is your husband’s highest level of education?
[] no schooling

primary school, not complete

primary school, complete

secondary school, not complete

secondary school, complete

attended college or university

don’t know

ODOoogdmo

8. Do you currently have a partner? By partner,
I mean a man you have sex with on a regular
basis but who is not your husband. .......................... [] [ ] 1f no, go to statement above

item 15 on page 4.

yes no

yes no
9. Are you currently living with your partner? ............... [] []
Your last interview was (Interviewer will tell the respondent when her last interview was).
10. Is your current partner the male sexual partner
you told us about at your last interview in don't
(month of last interview yes no  remember

fTOM ADOVE)? ..o |_—r| ] []

p If yes, go to statement
aboveitem 15 on page 4.

101 ] 29-FEB-08 0]1

Language Staff Initials / Date
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Follow-up Behavioral Questionnaire (FBQ-2)
Item-specific Instructions:

* Item 6: Record whether or not the participant’s husband provides her with any financial and/or material
support. This will include things such as money, housing, food, household goods, etc.

* Item 8: Emphasize “currently.” Allow the woman to use her own definition of “regular partner.”

e Item 9: Emphasize “currently.”

Version 1.0, 29-FEB-08
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Statistical Center for HIV/AIDS Research & Prevention (SCHARP)

MTN 015 (143) FBQ-3 (183)

Participant ID

Follow-up Behavioral

Site Number

Questionnaire
Participant Number Chk

11. Isyour sexual partner younger, about the same age, or
older than you?

[] younger >
[] about the same age >
[] older

[[] don'tknow .

11a. If older, do you think he is less than 10

years older than you or 10 years or more
older than you?

[] less than 10 years

[] 10yearsor more

12. Does your partner have more than one wife or sexual Y€S

partner? .

................................................................... D

13. Does your partner provide you with financial and/or yes
material SUPPOI? .......cooovviiiiiiiiiiieeeee e |:|

14. What is your partner’s highest level of education?

[] no schooling

Oooogd

primary school, not complete
primary school, complete
secondary school, not complete
secondary school, complete
attended college or university

don’t know

][] 29-FEB-08

N:\hivnet\forms\MTN_015\forms\m015_followup_behavioral_gnnre.fm

Follow-up Behavioral Questionnaire (FBQ-3)

no

[l

no

[l

Visit
Code

>‘> If younger, about the same age,
or don’t know, go to item 12.

don’t know

[l

0

1

1

Page 3 of 10

No data recorded
on this page

Language

Staff Initials / Date



Follow-up Behavioral Questionnaire (FBQ-3)
Item-specific Instructions:

* No data recorded on this page: Mark this box if no data is recorded on this page other than the Participant
ID and the Staff Initials/Date.

» Item 13: Record whether or not the participant’s partner provides her with any financial and/or material
support. This will include things such as money, housing, food, household goods, etc.

Version 1.0, 29-FEB-08
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Statistical Center for HIV/AIDS Research & Prevention (SCHARP)

| B RERI ] &
Code

MTN 015 (143) FBQ-4 (184)

Participant ID

Follow-up Behavioral

Questionnaire

Site Number Participant Number Chk

| am now going to ask you some questions about sexual behavior. Again, some of these questions are

Follow-up Behavioral Questionnaire (FBQ-4)

1

Page 4 of 10

personal and sensitive, but understanding sexual behavior is important for this research study. There are
no right or wrong answers to these questions, and all of your answers will be kept confidential. Shall we

other

continue?
15. In the past 3 months, how many men have you

had vaginal or anal sex with? ..............cccooiiiiiiiiiinee # of men

\—> If 000, go to item 23 on page 5.

16. In the past week, how many times did you have

VaGINAl SEX? wovivieee i # of times

L——p [f 00, go to item 18.

17. In the past week, how many times did you use

a male or female condom during vaginal sex? ......... # of times
18. In the last 3 months, when was the last time you

had vaginal SEX? ........cccviiiiiiiii e

dd MMM yy

19. What is your relationship to the man with whom you last had sex?

Read each response option aloud.

boyfriend/
fiancé/ casual
husband regular partner friend acquaintance relative

20. Was this man younger, about the same age, or older

than you?

[] younger >

[] aboutthe same age .

>—> If younger, about the same age, or don’t
[] older know, go to item 21 on page 5.
[] don'tknow >

][O 29-FEB-08 0

Language

20a. Do you think he was less than 10 years
older than you or 10 years or more older
than you?

[] lessthan 10 years

[] 10 years or more

1

N:\hivnet\forms\MTN_015\forms\m015_followup_behavioral_gnnre.fm
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Follow-up Behavioral Questionnaire (FBQ-4)
Item-specific Instructions:

* Item 15: Use leading zeros when needed so that all boxes are filled.
* Item 16: Use leading zeros when needed so that all boxes are filled.

» Item 17: Use leading zeros when needed so that all boxes are filled. Review item 17 for mathematical
consistency with item 16 (i.e., response to item 17 cannot be greater than response to item 16). If the two
answers are not consistent, ask the participant the two questions again. Update the response accordingly if

applicable.

» Item 18: If, after verbal probing, the participant is unable to provide the day (or month, or year) she last had
vaginal sex, draw a line through the unknown response boxes, write “don’t know” in the white space next
to the item, and initial and date.

Version 1.0, 29-FEB-08
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Statistical Center for HIV/AIDS Research & Prevention (SCHARP) Follow-up Behavioral Questionnaire (FBQ-5)

| B RERI T B&
Code

MTN 015 (143) FBQ-5 (185) Page 5 of 10

Participant ID

- _ Follow-up Behavioral
Questionnaire

Site Number Participant Number Chk
21. The last time you had vaginal sex, did your yes no
partner use a male condom? ........ccccceeeeviiiineeeeeennn, |:| |:|
22. In the past 3 months, did you receive money, refuse to
material goods, gifts, drugs, or shelter for yes no answer
VagiNal SEX? oo |:| |:| D
yes no
23. In the past 3 months, did you have anal sex?........... |:| D

24. Which family planning methods are you currently using? Mark “none” or all that apply.

If none, go to
[ ] 24a.none —p» statement [] 24f. diaphragm [ ] 24k.female condoms
above item 25.
[] 24b.family planning pills or [ ] 249.sponge [] 24l. spermicide
birth control pills
[ ] 24nh.1uD [] 24m.surgical sterilization
|:| 24c.injectable contraceptives (tubal ligation)
(such as Depo-Provera) |:| 24i. natural methods such
as withdrawal or |:| 24n.sex with a partner who
|:| 24d.implants (such as rhythm method had a vasectomy

Norplant, jadelle)
[] 240.other, specify:
|:| 24e.vaginal ring |:| 24j. male condoms Local Language:

1

English:

Now | am going to ask some questions about your husband’s or partner’s HIV status.

| do not have
yes no a husband
25. Do you know your husband’s HIV status? ................ |:| If no or do not have a
husband, go to item 28
on page 6.
refuse to
negative  positive answer
26. What is hiS StatUS?........cccooveveveeeeeeeeeeeeeeeeeeres e ] If negative or refuse
|—,_—| |—,_—| to answer, go to
item 28 on page 6.
27. Since your last interview, has your husband taken refuse to
yes no don’t know answer

HIV medication (ARVSs) prescribed by a health care

Provider/doCtor/NUISE? .........cccveeveveieeecreee e [] [] [] []

101 ] 29-FEB-08 0]1

Language Staff Initials / Date
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Follow-up Behavioral Questionnaire (FBQ-5)
Item-specific Instructions:
» Item 23: Definition for anal sex: when a man puts his penis inside your anus.

» Item 24: These response options are not read aloud to the participant. Mark the box(es) for all reported
family planning methods being used by the participant. If the participant reports a method not listed, mark
the “other, specify” box and record the participant’s verbatim response. Also provide the English translation

in the space provided.

Version 1.0, 29-FEB-08
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Statistical Center for HIV/AIDS Research & Prevention (SCHARP) Follow-up Behavioral Questionnaire (FBQ-6)

| B RN B & . 1

MTN 015 (143) FBQ-6 (186) Page 6 of 10

Participant ID

- _ Follow-up Behavioral
Questionnaire

Site Number Participant Number Chk

28. Do you know your partner’s HIV status? By partner, | do not have
| mean a man you have sex with on a regular basis, yes no a partner

but who is not your husband. ...........ccccceevveveeevrieecreee. |:| | | | | If no or do not have a
partner, go to item 31.

refuse to
negative positive answer

29. What iS hiS StatUS? ...uvviiieiieeie et e e Q D m If negative or
p refuse to answer,

go to item 31.
30. Since your last interview, has your partner taken HIV , refuse to
medication (ARVs) prescribed by a health care yes L don'tknow  answer

Provider/doCtor/NUISE? ........cccvevvevveeiree e |:| |:| |:| |:|

31. Since your last interview, have you told any of the following people that you have HIV?
Read each response option 31b-31n aloud.

yes  no

L]
L]

3la. | have told no one ——p If yes, go to item 36 on page 9.

<
(0]
(]
>
(@)

31b. husbhand —— If no or N/A, do not ask items 32 and 33 on page 7.
31lc. male partner/boyfriend —— If no or N/A, do not ask items 34 and 35 on page 8.
31d. sister

3le. brother

31f. mother

31g. father

31h. your children

31i. other relative

31j. friend or neighbor

31k. church member

31l. community elder

31m. health care provider/doctor/nurse

Dooododoooood
Dooododoooood
DU dodoooodis

31n. other, specify:
Local Language:

English:

101 ] 29-FEB-08 0]1

Language Staff Initials / Date
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Follow-up Behavioral Questionnaire (FBQ-6)

Item-specific Instructions:

» Item 31a: If the participant tells you she has not told anyone she has HIV, mark the “yes” box for 31a and
go to item 36.

» Item 31n: If “other, specify” is marked, be sure to record the participant’s verbatim response. Also provide
the English translation in the space provided.

Version 1.0, 29-FEB-08
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Statistical Center for HIV/AIDS Research & Prevention (SCHARP)

Participant ID

- _ Follow-up Behavioral
Questionnaire

Site Number Participant Number Chk

Read each response option aloud except “don’t remember.”
32. When did you tell your husband that you have HIV?
|:| immediately after learning | have HIV
|:| within 1 month of learning | have HIV
|:| more than 1 month but less than 1 year after diagnosis
|:| one year or more after diagnosis

[[] don't remember

33. Did your husband do any of the following after he learned you have HIV?
Read each response option aloud.

yes

>
o

33a. became angry

33b. beat you

33c. became very sad

33d. moved out of the house
33e. made you leave your house
33f. suggested you see a doctor

33g. started using a condom

oogoodg
oogoodg

33h. refused to have sex with you

don’t
know

<
D
(]
>
(@)

|:| 33i. took another partner or wife

33j. other, specify:
Local Language:

OO
OO

English:

][] 29-FEB-08
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Follow-up Behavioral Questionnaire (FBQ-7)
Item-specific Instructions:

* No data recorded on this page: Mark this box if no data is recorded on this page other than the Participant
ID and the Staff Initials/Date.

» Item 33j: If “other, specify” is marked, be sure to record the participant’s verbatim response. Also provide
the English translation in the space provided.

Version 1.0, 29-FEB-08
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Statistical Center for HIV/AIDS Research & Prevention (SCHARP)

MTN 015 (143)

Participant ID

FBQ-8 (188)

_ Follow-up Behavioral

Questionnaire

Site Number Participant Number Chk

Follow-up Behavioral Questionnaire (FBQ-8)

Visit
Code

34. When did you tell your partner that you have HIV? By partner | mean a man
you have sex with on a regular basis but who is not your husband.
Read each response aloud except “don’t remember.”

|:| immediately after learning | have HIV

|:| within 1 month of learning | have HIV

|:| more than 1 month but less than 1 year after diagnosis

[ ] one year or more after diagnosis

[] don't remember

35. Did your partner do any of the following after he learned you have HIV?
Read each response option aloud.

yes
35a.

35b.
35c.
35d.
35e.
35f.

35g.

Ooooodgn
Ooooooodos

35h.

don’t
know

L

35;.

mEnk:
103

became angry

beat you

became very sad

moved out of the house
made you leave your house
suggested you see a doctor
started using a condom

refused to have sex with you

35i. took another partner or wife

other, specify:

Local Language:

English:

][] 29-FEB-08
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Follow-up Behavioral Questionnaire (FBQ-8)
Item-specific Instructions:

* No data recorded on this page: Mark this box if no data is recorded on this page other than the Participant
ID and the Staff Initials/Date.

» Item 35j: If “other, specify” is marked, be sure to record the participant’s verbatim response. Also provide
the English translation in the space provided.

Version 1.0, 29-FEB-08
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Statistical Center for HIV/AIDS Research & Prevention (SCHARP) Follow-up Behavioral Questionnaire (FBQ-9)

| B RRRE] D& . 1

MTN 015 (143) FBQ-9 (189) Page 9 of 10

Participant ID

Follow-up Behavioral
Questionnaire

Site Number Participant Number Chk
refuse to
36. Since your last interview, have you seen a health care provider/ yes no don’tknow  answer
doctor/nurse for HIV care or treatment? .........ocooveeeeeeeeeeeeennn. [] [] [] []

37. Since your last interview, have you seen a traditional healer

fOr HIV Care or treatMent? ........oveeeeeeeeeeeeee e, [] [] [] []

38. Since your last interview, have you taken any HIV medication
(ARVs) prescribed by a health care provider/doctor/nurse? [] [] [] []

39. Since your last interview, have you taken any HIV medication
(ARVSs) prescribed by a traditional healer? ..........c.cccocoeveveen.... [] [] [] []

40. Since your last interview, have you received help or support for any of the
following from the government, churches, or other community organizations?

yes
40a. food

40b. clothing
40c. housing

40d. money other than study incentives/reimbursement

OOooog
oo ogs

40e. other, specify:
Local Language:

English:

Now | am going to ask some questions about how you have been feeling lately, i.e., your emotions and feelings.

Read each response option aloud.

don't
. quit.e understand/
41. During the past month how much would you not at all a little a bit extremely don't know

say you have felt blue? ..........ccoceovvvievenennn, ] [] [] [] ]

42. During the past month how much would you

say you have felt trapped or caught? .............. ] [] [] [] []

101 ] 29-FEB-08 0]1

Language Staff Initials / Date
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Follow-up Behavioral Questionnaire (FBQ-9)
Item-specific Instructions:

Items 36 and 37: These questions assess the participant’s access to HIV care and treatment, and utilization
of HIV support services available in the community.

Items 38-40: These questions assess the participant’s access to HIV care and treatment, and utilization of
HIV support services available in the community.

Items 41-42: These questions are an index of depression. The index assesses whether the respondent is
depressed by summing responses to all the questions, not from a response to any individual item/question.
Therefore, all questions must be asked.

- Foreach item 41-42:
* Read each item and response option exactly as it is worded.
» Mark “don’t understand/don’t know” if the participant’s response is she does not know

» Mark “don’t understand/don’t know” if the participant can’t answer the question because she does
not understand the question

» Mark “don’t understand/don’t know” if the participant answers the question but you think she did
not understand the question. Also, mark the response box selected by the participant.

Item 41: “Blue” means sad.
Item 42: This question refers to feeling emotionally trapped and not physically “trapped or caught.”

Version 1.0, 29-FEB-08
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Statistical Center for HIV/AIDS Research & Prevention (SCHARP)

MTN 015 (143) FBQ-10 (190)
Participant ID
- _ Follow-up Behavioral
Questionnaire
Site Number Participant Number Chk
43. During the past month how much would you )
not at all a little

44,

45.

46.

47.

48.

say you have had difficulty falling or staying

ASIEEP? ..o [] ]

During the past month how much would
you say you have worried too much about

THINGS? vttt [] []

During the past month how much would
you say your heart has been pounding or

Yo 121 [T [] []

During the past month how much would you
say you have cried easily? ............c..cocueue.... [] []

During the past month how much would
you say you have felt hopeless about the

FULUIE? e [] |:|

During the past month how much would
you say you have experienced dizziness,
faintness, or weakness? .............cccccoeueueunn.. [] []

Thank you for completing the interview with me today.

][] 29-FEB-08
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a bit

[

Follow-up Behavioral Questionnaire (FBQ-10)

1
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don't
understand/

extremely don’t know

[

0

1

[
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Follow-up Behavioral Questionnaire (FBQ-10)
Item-specific Instructions:

» Items 43-48: These questions are an index of depression. The index assesses whether the respondent is
depressed by summing responses to all the questions, not from a response to any individual item/question.
Therefore, all questions must be asked.

- For each item 43-48:
» Read each item and response option exactly as it is worded.
« Mark “don’t understand/don’t know” if the participant’s response is she does not know

* Mark “don’t understand/don’t know” if the participant can’t answer the question because she does
not understand the question

» Mark “don’t understand/don’t know” if the participant answers the question but you think she did
not understand the question. Also, mark the response box selected by the participant.

» Item 45: This question refers to pounding or racing of one’s heart that is not a result of physical activity.

« Item 48: This question refers to a feeling of “dizziness, faintness, weakness” that is not a result of physical
activity.

Version 1.0, 29-FEB-08
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