MTN 008 Baseline Behavioral & Acceptability Questionnaire (Day 0) - 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

· Today’s Date
· Enrollment (today’s ) Day of the Week (EDOW)

· Cohort: 37-39 weeks pregnant/ 34-36 weeks pregnant/ lactating 
INTRO:  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. 
Demographics

1. How many years of education have you completed? 

2. Do you consider yourself…(choose the response that best describes your current situation)
· Lesbian/ gay/ homosexual

· Bisexual

· Straight/ heterosexual

· None of the above
3. How many times in your life have you been pregnant? Please include live births, still births, terminations/abortions, miscarriages and tubal pregnancies 

4. How many of these pregnancies resulted in:  (CHECK: for lactation cohort Q4 = Q3, for pregnancy cohort, should be (q3 -1))
· Vaginal delivery

· Caesarean delivery

· Miscarriage (Spontaneous abortion)

· Termination (Therapeutic abortion)

· Ectopic (tubal) pregnancy


5. How many children do you currently have? 

6. Are you currently employed, either full or part time? (If you are on maternity leave right now, please include employment as long as you will continue work at this job after your maternity leave)  

· Yes, full time employed
· Yes, part time employed
· Not employed
7. Are you a student, either full or part time? (If you are on maternity leave right now, please include schooling, as long as you intend to go back to school after your maternity leave.)
· Yes, full time student

· Yes, part time student

· Not a student

8. Please indicate whether you have each of the following types of insurance 
	
	Yes
	No

	Private insurance provided by employer
	
	

	Private insurance provided by partner’s employer
	
	

	Private insurance paid for by yourself
	
	

	Public or government-provided insurance (Medicaid)
	
	

	Uninsured
	
	

	Other, describe: ________________
	
	


9. What is your marital status? 

· Single, never married

· Married

· Separated

· Divorced

· Widowed

· Other, describe: ________

10. Which of the following best describes where you currently live: 

· Own a house or apartment

· Renting a house or apartment

· Renting a room in a group house

· Staying with relatives/ family

· Staying with friends
· Homeless or you do not have a regular place to live 

· Other, specify: _______

Now we will ask you some questions about your use of alcohol, drugs and other behaviors 
11. Before you were pregnant, in a typical week, how many days did you consume more than 1 alcoholic drink? 
Days 
11a. In the past 4 weeks, how many days did you consume more than 1 alcoholic drink? 

Days 
12. Have you ever in your life smoked, ingested (swallowed) or inhaled (snorted) any kind of recreational drug? 

· Yes

· No (SKIP TO 13)
12a. In the past 12 months have you smoked, ingested or inhaled any kind of recreational drug? 

· Yes

· No 

13. Have you ever in your life injected any kind of recreational drug? 
· Yes

· No (SKIP TO 14)
13a. In the past 12 months have you injected any kind of recreational drug? 

· Yes

· No 

14. Have you ever in your life exchanged sex for food, drugs, shelter or money? 
· Yes

· No (Skip to 15)
14a. In the past 12 months have you exchanged sex for food, drugs, shelter or money? 

· Yes

· No 

Sexual Behavior
We are going to ask some questions about your sexual behavior before (this/ your most recent) pregnancy and now. 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: 

Any sex: 
When you have any kind of sex with a man or woman, whether something is put inside of you or not

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.

15. Have you ever in your life had any sex with a woman? By any sex we mean any kind of sex whether something was inserted inside of you or not. 
· Yes
· No (SKIP TO 16)
15 a. How old were you when you had any sex with a woman the first time? 


15b. How many different women have you had any sex with in your lifetime? 

15 c. How many female sexual partners do you currently have?  
16. Have you ever in your life given oral sex to, or received oral sex from, a man or woman? 

· Yes

· No (SKIP TO 17)

17. Have you ever had vaginal sex with a man? 

· Yes

· No (SKIP TO 18)
17a. How old were you when you had vaginal sex with a man the first time? 

18. Have you ever had anal sex with a man? 

· Yes

· No (SKIP TO 19)

18a. How old were you when you had anal sex with a man the first time? 

19. (IF Q17 AND Q18 = NO, SKIP TO q26) How many different men have you had anal or vaginal sex with in your lifetime? 

20. Do you currently 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 (Go to 21)

20a. Did you tell your main male partner you were joining this study? 

· Yes

· No 

20b. Did you tell your main male partner that you would be inserting gel daily?

· Yes

· No 


21. How many other male sexual partners do you currently have? 

22. Have you ever used a condom (either male or female) during vaginal or anal sex? 

· Yes

· No 
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. 

23. (Skip to q25 if q17 = no) When was the last time you had vaginal sex? (select month and year)

24. In the past 4 weeks, how many times did you have vaginal sex?  

SKIP TO 25 if 24 = 0
(If > 0): 
24a. How many times in the past 4 weeks did you have vaginal sex while using a condom? (HELEN: CREATE CHECK THAT 24a LE 24)
(If 24a > 0): 

24b. (LACTATION COHORT) When you have used a condom in the past 4 weeks, have you used it primarily for disease or pregnancy prevention? 

· Disease prevention

· Pregnancy prevention

· Both disease and pregnancy prevention

· Other, specify: ___________

24c. Since last (EDOW-6), how many times did you have vaginal sex?  (HELEN: CREATE CHECK THAT 24c LE 24A)
(If 24c > 0):

24d. How many times since last (EDOW-6) did you have vaginal sex while using a condom?   ( CHECK THAT 24D LE 24C)

25. kip to q26 if q18 = no) In the past 4 weeks, how many times did you have anal sex?  


(If > 0): 
25a. How many times in the past 4 weeks did you have anal sex while using a  condom? (CHECK THAT 25A LE 25)
25b. Since last (EDOW-6), how many times did you have anal sex?  (CHECK THAT 25B LE 25)
(If 25b> 0):

25c. How many times since last (EDOW-6) did you have anal sex using a condom? 
(CHECK THAT 25c LE 25B)
26. (Skip if q16 = no) In the past 4 weeks, how many times did you give oral sex?  


(If > 0): 
26a. Since last (EDOW-6), how many times did you give oral sex?  (CHECK THAT 26A LE 26)
27. (Skip if q16 = no)In the past 4 weeks how many times did you receive oral sex?  


(If > 0): 
27a. Since last (EDOW-6), how many times did you receive  oral sex?  (CHECK THAT 27A LE 27)

28. Have you ever in your life put a dildo, vibrator or other sex toy in your vagina for sexual stimulation? 
      
 

· Yes

· No (Skip to 29)
28a. In the past 4 weeks, how many times did you put something in your vagina for sexual stimulation?

28b. If 28a >0: Since last (EDOW-6), how many times did you put something in your vagina for sexual stimulation? (CHECK THAT 28b LE 28A)

29. Have you ever in your life had finger sex? 
      
 

· Yes

· No (Skip to 30)

29a. In the past 4 weeks, how many times did you have finger sex?

29b. If 29a >0: Since last (EDOW-6), how many times did you have finger sex? 

(CREATE CHECK THAT 29B LE 29A)

30. Have you ever in your life been diagnosed or treated for a sexually transmitted infection? 

· Yes

· No

· Can’t remember

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 matches your feelings….. Please think about your experiences with using the study gel today
31. 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

32. 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

33. 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
34. 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

35. 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

36. 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

dislike               neither like                       like

very much         nor dislike                     very much

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

1…2…3…4…5…6…7…8…9…10

dislike               neither like                       like

very much         nor dislike                     very much

38. Do you think the gel feels too runny?
· Yes, too runny
· A little bit too runny

· No, not runny

39. Do you think the gel feels too sticky?

· Yes, too sticky

· A little bit too sticky

· No, not sticky

40. How much has the gel leaked from your vagina?

· A lot

· Somewhat
· Not at all (SKIP TO 41) 

40a. 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

41. Did the insertion of the gel applicator cause you any pain? 

· Yes

· No (SKIP TO 42)
41a. How much did this pain bother you? 

1…2…3…4…5…6…7…8…9…10

      Not 
             Some-                     A

    at all                 what                       lot




41b. How intense was the pain? 

1…2…3…4…5…6…7…8…9…10

Minimal                 Somewhat                     Very intense

intense

42. Did the insertion of the gel applicator cause you any other physical discomfort, not including pain? 

· Yes

· No (SKIP TO 43)
42a. 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




42b. How intense was the physical discomfort? 

1…2…3…4…5…6…7…8…9…10

Minimal                 Somewhat                     Very intense

intense

43. Did the insertion of the gel applicator cause you any mental/ emotional discomfort such as worries, fears, guilt or any other unpleasant feelings? 
· Yes

· No (SKIP TO 44)
43a. 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




43b. How intense was the mental/ emotional discomfort? 

1…2…3…4…5…6…7…8…9…10

Minimal                 Somewhat                     Very intense

intense

44. Did the gel itself (not including the applicator) cause you any pain? 

· Yes

· No (SKIP TO 45)
44a. How much did this pain bother you? 

1…2…3…4…5…6…7…8…9…10

      Not 
             Some-                     A

    at all                 what                       lot




44b. How intense was the pain? 

1…2…3…4…5…6…7…8…9…10

Minimal                 Somewhat                     Very intense

intense

45. Did the gel itself (not including the applicator) cause you any physical discomfort (not including pain)?
· Yes

· No (SKIP TO 46)
45a. 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




45b. How intense was the physical discomfort? 

1…2…3…4…5…6…7…8…9…10

Minimal                 Somewhat                     Very intense

intense

46. 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? 

· Yes

· No (SKIP TO 47)
46a. 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




46b. How intense was the mental/ emotional discomfort? 

1…2…3…4…5…6…7…8…9…10

Minimal                 Somewhat                     Very intense

intense

47. How worried are you about inserting the gel at home for the next 5 days as directed by the study? 

1…2…3…4…5…6…7…8…9…10

      Not 
             Some-                     A

    at all                 what                       lot

Intravaginal Practices

The following questions are about things you may have inserted or put inside your vagina for various reasons. Remember, vagina is the female sex organ. When we ask you about recent use of these products, please make sure to include things that you may have inserted today before you came for your study visit.   
48. Have you ever in your life put a douche in your vagina?  
   
· Yes
· No (Skip to 49)
48a. In the past 4 weeks, how many times have you put a douche in your vagina? 
48b. (If > 0) During this period what was the main reason you douched? 

· For general hygiene

· In preparation for sex

· After sex

· For pleasure

· After your period was finished

· While bleeding from your period
· Because your vagina felt itchy or uncomfortable

· Other

48c. (If > 0) Since last (EDOW-6), how many times have you put a douche in your vagina? 

(CHECK THAT 48C LE 48A)
49. Have you ever in your life used personal or sexual lubricant in your vagina?
· Yes

· No (Skip to 50)
49a. In the past 4 weeks, how many times did you put personal or sexual lubricant in your vagina? 

49b. (If >0): Since last (EDOW-6), how many times did you put personal or sexual lubricant in your vagina?  HELEN: CREATE CHECK THAT 49B LE 49A

50. Have you ever in your life put something in your vagina to make it tighter or drier for sex?     
 
· Yes

· No (Skip to 51)
50a. In the past 4 weeks, how many times did you put something in your vagina to make it tighter or drier for sex? 

Times

50b. (If >0): Since last (EDOW-6), how many times did you put something in your vagina to make it tighter or drier for sex?  (CHECK THAT 50b LE 50A)
51. Have you ever in your life put something in your vagina to treat vaginal symptoms or make it healthy? 
· Yes

· No (Skip to 52)

51a. In the past 4 weeks, how many times did you put something in your vagina to treat vaginal symptoms or make it healthy?
Times

51b. (If >0): Since last (EDOW-6), how many times did you put something in your vagina to treat vaginal symptoms or make it healthy?  (CHECK THAT 51B LE 51a)
52. Have you ever in your life put something in your vagina for contraception (i.e. diaphragm, spermicide, ring, cervical cap, female condom)? 
· Yes

· No (Skip to 53)

52a. (FOR LACTATION COHORT) In the past 4 weeks, how many times did you put something in your vagina for contraception? 
Times

52b. (FOR LACTATION COHORT: if >0) Since last (EDOW-6), how many times did you put something in your vagina for contraception?  (CHECK THAT 52B LE 52A)
Times

53. Have you ever in your life put something in your vagina to control blood during your period, for example tampons or a menstrual cup?      
 

· Yes

· No (Skip to end)
53a. (FOR LACTATION COHORT) In the past 4 weeks, how many days did you put something in your vagina to control bleeding? 

days
53b. (FOR LACTATION COHORT if NOT NEVER) Since last (EDOW-6), how many days did you put something in your vagina to control bleeding? (CHECK THAT 53B LE 53A)
Days
Thank you for completing this questionnaire! Please inform the research staff member that you are finished. 
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