MTN 008 Follow-up Acceptability & Adherence Questionnaire (Day 6) – CASI (Hard Copy Version for Reference only)

PREGNANCY & LACTATION COHORTS COMBINED
Header fields (to be completed by interviewer prior to participant self-administering questionnaire) 

· ID number

· ENROLLMENT DATE

· ENROLLMENT DAY OF THE WEEK (EDOW)

· Today’s Date

· DAY OF THE WEEK TODAY (TDOW)
· Cohort: 37-39 weeks pregnant/ 34-36 weeks pregnant/ lactating 

ADHERENCE
You are going to be asked some questions about your use of the study gel since you joined the study. To be clear, every time we ask about insertion of the study gel “at home”, we mean any place outside of the study clinic.

All of your answers will be kept confidential. We are using the computer for these questions to give you the most privacy possible. No one else can hear the questions and no one can see your answers. If at any time you have a question or a problem, please ask the study staff to help you.   

1. Did you insert the study gel any of the days at home? 

· Yes (SKIP TO 2) 

· No 
1a. What was the most important reason you did not insert the study gel at home? (choose one AND THEN SKIP T0 Q7)
· I forgot

· I physically could not insert it

· I didn’t like the feeling of the gel

· I did not have the gel with me

· My sexual partner did not want me to use it

· I was scared it could be bad for me or my baby

· Other, specify: ____________________

2. How many days did you insert the study gel at home?  
3. For each day of the week since you joined the study, please write the number of study gel applicators you inserted AT HOME. Do not include gel applicators that were inserted at the study clinic. (CHECK TO CONFIRM RESPONSE for all days IN Q3 EQ Q2)
	EDOW
	EDOW+1
	EDOW+2
	EDOW+3
	EDOW+4
	EDOW+5
	EDOW+6 or TDOW

	Tuesday

(Day you enrolled in study)
	Wednesday
	Thursday
	Friday
	Saturday
	Sunday
	Monday

	(0-9)
	(0-9)
	(0-9)
	(0-9)
	(0-9)
	(0-9)
	(0-9)


(IF EDOW > 0: Please confirm you inserted gel at home on the day you enrolled, that is, the same day that you inserted gel at the clinic: yes I inserted a gel at home on EDOW/ no I did not insert gel at home)? 

(IF TDOW> 0: Please confirm you inserted gel at home prior to coming to the clinic today (yes I inserted gel at home today/ no I did not insert gel at home)?  

4. On the day or days when you did not insert the study gel at home, what was the most important reason (choose one)?

· I forgot

· I physically could not insert it

· I didn’t like the feeling of the gel

· I did not have the gel with me

· My sexual partner did not want me to use it

· I was scared it could be bad for me or my baby

· Other, specify: ____________________

(INTENTIONAL SPACE)
· Not applicable, I used the gel every day 
5. On the days that you used gel, did you ever use less than the full amount that came in each applicator? 

· Yes

· No (SKIP TO 6)

5a. How many days when you used the gel did you use less than the full amount of gel that came in each applicator?  (CHECK THAT Q5A LE Q2)
5b. What was the most important reason that you used less than the full amount of gel that came in each applicator (choose one)? 

· It was too messy

· It leaked

· I didn’t like the feeling of the gel

· I was scared it could be bad for me or my baby

· I had trouble using the applicator

· My sexual partner did not want me to use it

· Other, specify: _______________

6. Please rate your ability, since last EDOW, to put the gel in your vagina exactly as you were instructed (or explained)? 
 FORMCHECKBOX 
 Very poor

 FORMCHECKBOX 
 Poor

 FORMCHECKBOX 
 Fair

 FORMCHECKBOX 
 Good

 FORMCHECKBOX 
 Very Good

 FORMCHECKBOX 
 Excellent

SEXUAL BEHAVIOR

We are now going to ask you about recent sex that you may have had. When we ask you these questions, please include sex that you had today prior to your study visit. Some of the questions may seem very personal, and some may not apply to you, but please remember that every answer is important, so please be as honest and as accurate as you can. 
First let’s review some terms so that you understand what is being asked…

When we say: 

We mean: 

Vaginal Sex: 

When a man or boy puts his penis into your vagina. 

Anal Sex: 
            When a man or boy puts his penis into your anus (or butt). 

Receiving Oral Sex: 
When a partner puts his or her mouth or tongue on your vagina, or anus (or butt). 

Giving oral sex:  
When you put your mouth or tongue on your partner's penis, vagina or anus (or butt).
Finger sex: 
When a partner puts his or her finger(s) into your vagina.



7. Since last EDOW, how many times did you have vaginal sex?  ___ ___IF ZERO skip to #8

7a. Please record the number of times you had vaginal sex each day since last EDOW.
	EDOW
	EDOW+1
	EDOW+2
	EDOW+3
	EDOW+4
	EDOW+5
	EDOW+6 or TDOW

	Tuesday

(Day you enrolled in study)
	Wednesday
	Thursday
	Friday
	Saturday
	Sunday
	Monday

	(0-9)
	(0-9)
	(0-9)
	(0-9)
	(0-9)
	(0-9)
	(0-9)


7b.Please record the number of times you had vaginal sex while using a condom each day since last EDOW. (CHECK THAT FOR EACH DAY OF Q7B, RESPONSE IS LE 7A FOR THE CORRESPONDING DAY)
	EDOW
	EDOW+1
	EDOW+2
	EDOW+3
	EDOW+4
	EDOW+5
	EDOW+6 or TDOW

	Tuesday

(Day you enrolled in study)
	Wednesday
	Thursday
	Friday
	Saturday
	Sunday
	Monday

	(0-9)
	(0-9)
	(0-9)
	(0-9)
	(0-9)
	(0-9)
	(0-9)


8. Since last EDOW, how many times did you have anal sex?  ___ ___(IF ZERO skip to ##9)

8a. Please record the number of times you had anal sex each day since last EDOW.
	EDOW
	EDOW+1
	EDOW+2
	EDOW+3
	EDOW+4
	EDOW+5
	EDOW+6 or TDOW

	Tuesday

(Day you enrolled in study)
	Wednesday
	Thursday
	Friday
	Saturday
	Sunday
	Monday

	(0-9)
	(0-9)
	(0-9)
	(0-9)
	(0-9)
	(0-9)
	(0-9)


8b. Please record the number of times you had anal sex while using  a condom each day since last EDOW. (CHECK THAT FOR EACH DAY OF Q8B, RESPONSE IS LE 8A FOR THE CORRESPONDING DAY)
	EDOW
	EDOW+1
	EDOW+2
	EDOW+3
	EDOW+4
	EDOW+5
	EDOW+6 or TDOW

	Tuesday

(Day you enrolled in study)
	Wednesday
	Thursday
	Friday
	Saturday
	Sunday
	Monday

	(0-9)
	(0-9)
	(0-9)
	(0-9)
	(0-9)
	(0-9)
	(0-9)



9. Since last EDOW, how many times did you receive finger sex?  _____IF ZERO skip to #10

9a. Please record the number of times you received finger sex each day since last EDOW.
	EDOW
	EDOW+1
	EDOW+2
	EDOW+3
	EDOW+4
	EDOW+5
	EDOW+6 or TDOW

	Tuesday

(Day you enrolled in study)
	Wednesday
	Thursday
	Friday
	Saturday
	Sunday
	Monday

	(0-9)
	(0-9)
	(0-9)
	(0-9)
	(0-9)
	(0-9)
	(0-9)


10. Since last EDOW, how many times did you give oral sex?   


11. Since last EDOW, how many times did you receive oral sex?   


12. Since last EDOW , how many times did you put something in your vagina for sexual stimulation? (2 boxes)
 If you have a main male sexual partner we will now ask you some questions about how you thought he liked the gel, and how the gel affected sex between you. 
13. Do you have a main male partner? By “main male partner” we mean someone who you typically have sex with and that you have an ongoing relationship with. Someone who you consider yourself serious about. He may be a spouse, lover or boy-friend.  

· Yes

· No (skip to 16)

13a. Is this the same main male partner you had when you joined this study a week ago? 

·  Yes

· No 

13b. Did you tell your main male partner you joined this study? 

· Yes

· No 

13c. Did you tell your main male partner that you would be inserting gel daily?

· Yes

· No 

14. Overall how much do you think your main male partner likes the study gel? 

1…2…3…4…5…6…7…8…9…10

dislikes               neither likes                       likes
very much         nor dislikes                     very much


NA, he does not know about the gel

15. (If total number of vaginal sex episodes (#7) > 0 and main male sex partner = yes). How did use of the gel increase or decrease sexual pleasure for your main male sex partner? 

· It increased sexual pleasure for him

· It did not change his sexual pleasure

· It decreased sexual pleasure for him

· Don’t know

16. (If total number of vaginal sex episodes (#7) > 0) How did use of the gel increase or decrease sexual pleasure for you? 

· It increased sexual pleasure for me

· It did not change my sexual pleasure

· It decreased sexual pleasure for me

GEL ACCEPTABILITY

The following questions are about your opinions of the study gel. For many questions you will be asked to provide a response on a scale from 1 to 10. Please select the number that most accurately corresponds to your feelings…..Please think about your experiences with using the gel today and since last EDOW

17. Overall how much do you like the study gel? 

1…2…3…4…5…6…7…8…9…10

dislike               neither like                       like

very much         nor dislike                     very much

Physical Attributes of the Gel

18. How much do you like the color of the gel? 

1…2…3…4…5…6…7…8…9…10

dislike               neither like                       like

very much         nor dislike                     very much

19. How much do you like the taste of the gel?

1…2…3…4…5…6…7…8…9…10

dislike               neither like                       like

very much         nor dislike                     very much

     Did not taste

20. How much do you like the smell of the gel? 

1…2…3…4…5…6…7…8…9…10

dislike               neither like                       like

very much         nor dislike                     very much

           Did not smell

21. How much do you like the consistency (how thick or thin it is)? 

1…2…3…4…5…6…7…8…9…10

dislike               neither like                       like

very much         nor dislike                     very much

22. How much did you like how it felt inside your vagina immediately after you inserted it? 

1…2…3…4…5…6…7…8…9…10

disliked               neither liked                       liked
very much         nor disliked                     very much

23. How much did you like how the gel felt 30 minutes after inserting it? 

1…2…3…4…5…6…7…8…9…10

disliked               neither liked                       liked
very much         nor disliked                     very much

24. Do you think the gel feels too runny?

· Yes, too runny

· A little bit too runny

· No, not runny

25. Do you think the gel feels too sticky?

· Yes, too sticky

· A little bit too sticky

· No, not sticky

26. How often has the gel leaked from your vagina?

· Every time
· Some of the time
· None of the time (SKIP TO #27) 

26a. How much has the gel leaked from your vagina?

· A lot

· Somewhat

· Not at all (SKIP TO 27) 

26b. Overall, how much are you bothered by gel leakage?  

1…2…3…4…5…6…7…8…9…10

      Not 
             Some-                     A

    at all                 what                       lot

27. How often did the insertion of the gel applicator cause you any pain? 

· Every time
· Some of the time

· None of the time (SKIP TO 28)

27a. Overall how much did this pain bother you? 

1…2…3…4…5…6…7…8…9…10

      Not 
             Some-                     A

    at all                 what                       lot




27b. Overall how intense was the pain? 

1…2…3…4…5…6…7…8…9…10

Minimal                 Somewhat                     Very intense

intense

28. How often did the insertion of the gel applicator cause you any other physical discomfort, not including pain? 

· Every time

· Some of the times

· None of the time (SKIP TO 29)

28a. Overall how much did this physical discomfort bother you? 

1…2…3…4…5…6…7…8…9…10

      Not 
             Some-                     A

    at all                 what                       lot




28b. Overall how intense was the physical discomfort? 

1…2…3…4…5…6…7…8…9…10

Minimal                 Somewhat                     Very intense

intense

29. How often did the insertion of the gel applicator cause you any mental/emotional discomfort such as worries, fears, guilt or any other unpleasant feelings? 

· Every time

· Some of the times

· None of the time (SKIP TO 30)

29a. Overall how much did this mental/emotional discomfort bother you? 

1…2…3…4…5…6…7…8…9…10

      Not 
             Some-                     A

    at all                 what                       lot




29b. Overall how intense was the mental/emotional discomfort? 

1…2…3…4…5…6…7…8…9…10

Minimal                 Somewhat                     Very intense

intense

30. How often did the gel itself (not including the applicator) ever cause you any pain? 

· Every time

· Some of the times

· None of the time (SKIP TO 31)

30a. Overall how much did this pain bother you? 

1…2…3…4…5…6…7…8…9…10

      Not 
             Some-                     A

    at all                 what                       lot




30b. Overall how intense was the pain? 

1…2…3…4…5…6…7…8…9…10

Minimal                 Somewhat                     Very intense

intense

31. How often did the gel itself (not including the applicator) cause you any physical discomfort (not including pain)?

· Every time

· Some of the times

· None of the time (SKIP TO 32)

31a. Overall, how much did this physical discomfort concern you? 

1…2…3…4…5…6…7…8…9…10

      Not 
             Some-                     A

    at all                 what                       lot




31b. Overall, how intense was the physical discomfort? 

1…2…3…4…5…6…7…8…9…10

Minimal                 Somewhat                     Very intense

intense

32. How often did insertion of the gel itself (not including the applicator) cause you any mental/emotional discomfort such as worries, fears, guilt or any other unpleasant feelings? 

· Every time

· Some of the times

· None of the time (SKIP TO 33)

32a. Overall how much did this mental/emotional discomfort bother you? 

1…2…3…4…5…6…7…8…9…10

      Not 
             Some-                     A

    at all                 what                       lot




32b. Overall how intense was the mental discomfort? 

1…2…3…4…5…6…7…8…9…10

Minimal                 Somewhat                     Very intense

intense

33. Since last EDOW, how comfortable were you with the insertion of the gel at home as directed by the study staff,? 

1…2…3…4…5…6…7…8…9…10

Not at all comfortable                                Very comfortable
34. What position was most comfortable for you to insert the gel? 
· Standing with both feet on the ground
· Standing with one foot up and one foot on the ground

· Sitting 
· Squatting

· Kneeling

· Lying on your back

· Lying on your side

· Other, specify:

35. Since last EDOW, did your worries about the gel increase, decrease,  or stay the same? 
· Increased
· Decreased

· Stayed the same

· NA, had no worries

Willingness to Use gel in the future
The following questions are going to ask about your concerns regarding HIV/AIDS and your interest in using the study gel in the future, if it was proven to be safe and effective. We are interested in your preferences for using the gel daily or before having sex. When we say “daily” we mean inserting the gel every day, like you were asked to do in the study. When we say “before having sex” we mean that you would only insert the gel prior to having sex on the days when you have sex. If you inserted the gel before having sex, you would be able to insert it several hours before sex or immediately before having sex. 
36. In general, how worried are you about getting HIV? 

1…2…3…4…5…6…7…8…9…10

Not at all worried                                                      Very worried

37. In the future, if you were using the gel when you were not pregnant, would you prefer to use it daily or before having sex?

· Daily (skip to 37a and then go to 38)
· Before having sex (Skip to 37b and then go to 38)
· No preference (Skip TO 38)

· NA, I would not use the gel in the future when I was not pregnant (skip to 38)

37a.  How likely would it be that you would use the gel every time before having sex? 

1…2…3…4…5…6…7…8…9…10

Not likely                                                      Very likely 
37b. How likely would it be that you would use the gel every day?

1…2…3…4…5…6…7…8…9…10

Not likely                                                      Very likely

38. How important is it to you to prevent HIV when you are pregnant? 

                                           1…2…3…4…5…6…7…8…9…10

      Not 
             Some-                     Very

    at all                 what                       

39. In the future, if you were using the gel when you were pregnant, would you prefer to use it daily or before having sex?

· Daily (skip to 39a)

· Before having sex (Skip to 39b)

· No preference (skip to 40)

· NA, I will not be pregnant in the future (skip to 40)
· NA, I would not use the gel in the future if I was pregnant(GO TO 40)

39a.  How likely would it be that you would use the gel every time before having sex? 

1…2…3…4…5…6…7…8…9…10

Not likely                                                      Very likely

39b. How likely would it be that you would use the gel every day?

1…2…3…4…5…6…7…8…9…10

Not likely                                                      Very likely

40. In the future, if you were using the gel when you were breastfeeding, would you prefer to use it daily or before having sex?

· Daily (skip to 40a)

· Before having sex (Skip to 40b)

· No preference (GO TO 41)

· NA, I will not be breastfeeding in the future (skip to 41)
· NA, I would not use the gel in the future if I was breastfeeding (skip to 41)
40a.  How likely would it be that you would use the gel every time before having sex? 

1…2…3…4…5…6…7…8…9…10

Not likely                                                      Very likely

40b. How likely would it be that you would use the gel every day?

1…2…3…4…5…6…7…8…9…10

Not likely                                                      Very likely

41. If this gel was proven safe, and effective in preventing HIV when used daily, would you recommend it to a pregnant friend? 
· Yes

· No

· Not sure

42. If this gel was proven safe, and effective in preventing HIV when used daily, would you recommend it to a breastfeeding friend? 
· Yes

· No

· Not sure

43. If this gel was proven safe and effective in preventing HIV when used daily, would you recommend using it  to a friend who was neither pregnant nor breastfeeding? 

· Yes

· No

· Not sure

Intravaginal Practices

The following questions are about things you may have inserted or put inside your vagina for various reasons since last EDOW. Remember, vagina is the female sex organ. When we ask you about use of these products, please make sure to include things that you may have inserted today before you came for your study visit.   


44. Since last EDOW, how many times have you put a douche in your vagina? 

45. Since last EDOW, how many times did you put personal or sexual lubricant in your vagina?  

46. Since last EDOW, how many times did you put something in your vagina to make it tighter or drier for sex?  

47. Since last EDOW, how many times did you put something in your vagina to treat vaginal symptoms or make it healthy?  

48. Since last EDOW, how many times did you put something in your vagina for any other reason?  

49. (LACTATION COHORT) Since last EDOW, how many times did you put something in your vagina for contraception? 

50. (LACTATION COHORT) Since last EDOW, how many times did you put something in your vagina to control bleeding?
Thank you for completing this questionnaire! Please inform the research staff member that you are finished. 
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