023 Follow up Behavioral Assessment

 [Baseline 021] Thank you for coming to the clinic today.  As part of being in the study, you will be asked some personal questions about your background and your sexual behaviors and reproductive health.  We are using the computer to give you the most privacy possible. 

There are no right or wrong answers to these questions so your honesty is important.  You may skip questions if you wish, but each of your responses is important. The information you give will help us learn whether the vaginal ring will be a good HIV prevention choice for teens like you. 

Some of the questions may seem very personal and may make you feel uncomfortable. All of your answers will be kept private and your name will never be used.  The clinic staff will not see your responses to these questions.  None of your answers will keep you from participating in the study.  

If you have a question or a problem at any time, please ask the study staff to help you.
Let’s begin.
SEXUAL PRACTICE/PARTNER TYPES

1. Are you currently attending school? 

Yes

No

2. [021]Where are you currently living or staying most of the time? Choose one.

____
At a parent’s house or apartment 

____
At another location
3.  [024, 021] Do you currently have a primary sex partner? By primary sex partner we mean a person you have sex with on a regular basis or who you consider to be your main partner/boyfriend/girlfriend.

____Yes

____No [Skip to Q7]
4. Is your primary sex partner the same primary partner (or boyfriend/girlfriend) as your last visit?

____ Yes  [Skip to Q7]
____ No

____ Don’t remember
5. How long ago, in days, did you first have sex with this new partner?

____# days 
6.  [024] Does your new partner know that you are taking part in this study?

____Yes

____No

____Don’t Know
[020, 024] I will ask questions about you, your sexual behaviors and the vaginal ring. Some of the questions may seem very personal, but please remember that all of your answers will be kept confidential.
There are different ways people have sex. We have listed below the different types of sexual activities we’ll ask you about. 

	When we say:
	We mean:

	Vaginal sex
	When a man inserts his penis into your vagina

	Anal Sex
	When a man 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) (given you head, gone down on you)

	Giving oral sex
	When you put your mouth or tongue on your partner's penis, vagina or anus (or butt) (giving head or going down)


There are no right or wrong answers and every answer is important. Please feel free to be completely honest.
7. [024] In the past 30 days, what type of sexual activity have you had?
Yes

No
a. Vaginal sex with a condom

b. Vaginal sex without a condom
c. Anal sex with a condom

d. Anal sex without a condom
e. Receiving oral sex
f.  Giving oral sex
h. Other (Please specify: ___________________________)
i. None of the above 

[If a& b = no, Skip to Q9
If e & f= no, keep going but do not ask (SKIP) Q12]
8. [024, revised] In the past 30 days, the last time you had vaginal sex , was the ring in? 

____ Yes [Skip to Q9]
  ____ No 

  ____ Can’t remember
8a. [024] Did you have the ring in your vagina BEFORE sex that same day? 

____Yes

____No

8b. [024] Did you have the ring in your vagina AFTER sex that same day? 

____Yes

____No

9. [024] In the past 30 days, how many sex partners have you had? Please only count people with whom you’ve had vaginal or anal sex.

____Partners

10. [024] In the past 30 days, how many oral sex partners have you had? Please only count people with whom you’ve had oral sex.

____Partners (Range 0-60)
11.  [024, rev] In the past 30 days, was a condom used the last time you had vaginal sex?

____ Yes

____ No
____ Don’t remember

12. Because of using the vaginal ring, did you have vaginal sex more often, less often, or the same as in the past month?

____ More often

____ Less often

____The same

____I did not have vaginal sex in the past month.

13. Because of using the vaginal ring, did you have oral sex more often, less often, or the same as the month before?

____More often

____Less often

____The same

____I did not have oral sex in the past month
14.  In the past 30 days (not including today), did you have your monthly period?

 ____Yes

 ____No [if No, skip to Q16]
15.  [023 baseline] In the past 30 days did you have vaginal sex while on your monthly period?

  ____Yes

  ____No
VAGINAL PRACTICES

In the next set of questions, we will ask about items that women sometimes insert into their vaginas. This may be for contraception, personal hygiene, menstrual control or other reasons. Some women may not insert any of these items. 
Please note that these questions are about putting items inside your vagina and not about using them outside your vagina. Please feel free to tell us anything you have used. Your answers will not affect your participation in the study.  

16. [024] In the past 30 days, have you used any of the following? 
Yes

No
a. Male condom (used by a partner)

b. Vaginal ring (such as Nuva Ring, Estring, Femring)

c. Spermicidal sponge, cream or jelly

d. Cervical barrier (diaphragm, cervical cup, etc.) or menstrual cup

e. Douche or other personal hygiene products that are inserted inside the vagina 

f. Tampon

g. Personal or sexual lubricant

h. Vaginal medication in cream or gel form
i. Other 

ADHERENCE
[024, Final] Now, we would like to ask you about your experience with the ring in the past month.  
17. [024, Final] In the past month, did you ever use the vaginal ring?

____Yes

____No

 [If No: repeat question and confirm answer] 

18.  [024] In the past month, how many times did the ring come completely out of your vagina on its own, even for just a minute? 

______ times [If 0, skip to Q20]
Please think of all the times the ring came out on its own.  What were you doing during those times? You can answer “yes” to more than one of the following questions.

19. [024] Did the ring ever come out …




Yes

No

a. while you were  urinating? 

b. while you were having a bowel movement? 

c. while you were lifting heavy objects or straining?

d. while you were having sex or just after sex? 

e.  while you were exercising? 
f.   while you were checking the ring with your finger?

g.  for any other reason 

20. [024] The last time the ring came out on its own, what did you do?

______I reinserted it immediately 

______I left it out for a while and put it back in before my next appointment 

______I contacted the clinic and someone at the clinic reinserted it  

______I waited for my next appointment

______The ring was not reinserted

______Other (Please specify: _________________)

21. [024] In the past month, how many times did the ring partially slip out of position on its own, but was not completely out of your vagina? 
_____ Times (Range 0-60)
22. [024] Please think of all the times that the ring partially slipped out on its own without coming out completely.  What were you doing during those times? You can answer “yes” to more than one of the following questions

Did the ring ever partially slip out…




Yes

No
a. while you were  urinating? 

b. while you were having a bowel movement? 

c. while you were lifting heavy objects or straining?

d. while you were having sex or just after sex?

e. while you were exercising? 

f. while you were checking the ring with your finger?

g. for any other reason  

23. [024] In the past month, how many times did you or someone else take out or remove the ring from your vagina, even for just a minute? Please only count times when the ring was entirely taken out.

____ times [If 0 SKIP to Q27]
24. [024] What did you do when you took the ring out?

______I reinserted it immediately 

______I left it out for a while and put it back in before my next appointment 

______I contacted the clinic and someone at the clinic reinserted it  

______I waited for my next appointment

______The ring was not reinserted 

______Other (Please specify: _________________)

[024] Now, please think of all the times the ring was taken out or removed, either by yourself or someone else in the past month.  Why was it taken out or removed? You can answer “yes” to more than one of the following questions.

25. [024] Was the ring taken out or removed because…

Yes

No
a. it was causing discomfort or pain?
b. you felt that it was out of place in your body? Please include times when the ring felt like it moved out of place while you were checking on it.

c. you wanted to clean it?

d. you wanted to show it to someone?

e. you had some worries about it? 
f. you didn’t like it?
g. your partner didn’t like it? 

h. your parents told you to remove it?
i. you felt it was interfering with your sexual pleasure?

j. you felt it was interfering with your partner’s sexual pleasure? 

k. there was another reason the ring was taken out or removed. 

26. [024] The last time the ring was taken out or removed, what did you do?

_______I reinserted it immediately 

_______I left it out for a while and put it back in before my next appointment 

_______I contacted the clinic and someone at the clinic reinserted it  [SKIP TO Q27
_______I waited for my next appointment  [SKIP TO Q27
_______The ring was not reinserted [SKIP TO Q27
_______Other (Please specify: _________________)

26a. Did you wash or rinse the ring before reinserting it?

_______Yes

_______No
27. The last time the ring was taken out or removed, how long was the ring out of your vagina?

_____ Minutes

_____ Hours

_____ Days

PREFERENCE & ACCEPTABILITY
Now we will ask you questions about the ring.

Some women may have worries or concerns about the ring. Please indicate the worries you are having today about using the ring. 
28. [024] How worried are you about having a vaginal ring inside of you every day for at least 3 months?

______Very worried

______Somewhat worried

______Not at all worried

29. [024] We are going to ask you a series of questions that can be answered with a yes or no regarding all the worries you may have today about using the vaginal ring. Are you worried about...

Yes

No
a. the ring being dirty?

b. the ring coming out by accident?

c.  the ring not staying correctly in place?

d. the ring getting stuck inside your body?

e. the ring coming out during sex?

f. the ring feeling uncomfortable or painful during sex?

g. your primary sex partner or other sex partner bumping into or feeling the ring during sex?

h. difficulty inserting the ring?

i. difficulty removing the ring?

j. the ring feeling uncomfortable or painful during normal daily activities?

k. your primary sex partner or other sex partners not liking or approving of you using the ring?

l. your parents or other family members not liking or approving of you using the ring?

m. the ring causing infection, vaginal or other health problems?

n. feeling sick from using the ring?

o. anything else?  
 [024] The following questions are about your overall experience with the ring since you started the study, including today. 
30. [024] Since your last visit, overall how easy or difficult was it to use the ring?

______Very difficult

______Difficult

______Easy

______Very Easy

31. [024] Since your last visit, were you aware of the ring during your normal daily activities?
______Never

______Some of the time

______Most of the time

______All of the time
32. [024] Since your last visit, have you noticed any of the following changes in your vagina while wearing the ring?




Yes

No
a. Vagina was wetter  

b. Vagina was drier  

c. Other changes  -- Please specify: ___________________________________
[If No to all changes, skip to Q33]
32a. [FOR EACH YES IN Q32] How much has the change bothered you?

______Not at all

______A little
______Somewhat

______Very much


33. [024] Since your last visit, how often did you feel the ring inside you when you had vaginal or anal sex?
______Never

______Some of the time

______Most of the time

______All of the time
______Did not have vaginal or anal sex  [SKIP to Q34]
33a. How much did it bother you?

______Not at all

______A little

______Somewhat

______Very much

34. [024] Since your last visit, how often did your primary sex partner feel the ring inside of you when you had sex?
______Never  [Skip to Q35
______Some of the time

______Most of the time

______All of the time

______Don’t know [Skip to Q35
34a. How much did it bother him/her?

______Not at all

______A little

______Somewhat

______Very much

35. [024] Is it important for you that your sex partner does not feel the ring during sex?
______Yes

______No

36. [024] Since your last visit, did you mind wearing the ring during sex?
______Yes

______No

______Did not wear the vaginal ring during sex [Skip to Q38]
______Did not have sex during the study [Skip to Q38
37. [024] Since your last visit, how did the ring affect your sexual pleasure?
______Increased my sexual pleasure

______Did not change my sexual pleasure 

______Decreased my sexual pleasure
______Have not had sex during the study

[024] The next questions will ask about your primary sex partner’s reaction to you wearing the vaginal ring. Please respond even if your primary sex partner doesn’t know you are taking part in this study. [IF NO PRIMARY SEX PARTNER, SKIP TO Q39].
38. [024, Final] Has your primary sex partner ever asked you to take the ring out or stop wearing the ring?
______Yes

______No

RING PROBLEMS

[024] Now we would like to ask you about any problems you experienced while wearing the ring since you started the study. 

39. [024] How often did you experience any physical discomfort because of the ring?*

____Never [SKIP TO Q40
____Once or twice

____Once a week or less

____More than once a week

____Every day or almost every day

[This question will include a flag to speak with a doctor if pt indicates discomfort.]

39a. Overall, how much did the physical discomfort bother you?

____Not at all

____A little

____Somewhat

____Very much

40. [024] How often did the ring interfere with your normal daily activities?

____Never [SKIP TO Q41
____Once or twice

____Once a week or less

____More than once a week

____Every day or almost every day
40a. Overall, how much did this interference with daily activities bother you?

____Not at all

____A little

____Somewhat

____Very much

41. [024] Were you ever unable to remove the ring when you tried to take it out of your vagina?

____Yes

____No

42. [024] Was there any other problem you had with the ring? 

____Yes (Please specify: ______________________)

____No

43. [024] What are your preferences about wearing the ring every day?

____I prefer wearing it every day

____I prefer not wearing it everyday

____I prefer to not wear the ring during my period

____I prefer to not wear the ring during sex
____I don't have a preference.
44. [024] Overall, how much do you like the ring?

____Dislike very much

____Dislike

____Like

____Like very much
45. [024] How do you like the ring now compared to when you started the study? 

____I like it MORE now than when I started the study

____I like it LESS now than when I started the study

____I like it the SAME as when I first started

____Not applicable, I do not like the ring

PRODUCT PREFERENCE
[024] Now we would like to ask you about your experience with both the ring and male condoms.
46. [024] As a method to prevent HIV, which do you prefer to use the ring or male condom?

____Ring

____Condom

____Neither–I dislike both study products

____Both–I like both study products equally

____Don’t know

[If Q3=No primary partner, skip to Q48]

47. [024] Since you started the study how did the ring affect your primary sex partner’s sexual pleasure?
______Increased my partner’s sexual pleasure

______Did not change my partner’s sexual pleasure 

______Decreased my partner’s sexual pleasure
______Did not have sex during the study

______Don’t know
48. [024] What would your primary partner prefer—the ring or the male condom?

____Ring

____Condom

____Neither–dislikes both study products

____Both–likes both study products equally

____Don’t know
Thank you for continuing to answer the questions.  We are nearly at the end of the questionnaire.
ACCEPTABILITY
 [024] Please respond to all questions even if you are not sexually active. In such cases indicate how you think you would feel in such a situation.

49. Choose a number on the scale below that best represents your feelings about each statement.  There are no right or wrong responses to any of these statements.  Choose the number that best represents your opinion.

(Scale responses for all questions: 1=Strongly disagree, 2=Disagree, 3=Slightly disagree, 4=No opinion, 5=Slightly agree, 6=Agree, 7=Strongly agree)

a. Use of the ring is an interruption of foreplay.

b. The ring is an effective method of preventing the spread of HIV and other sexually transmitted diseases.

c. The ring is unreliable. 

d. The ring ruins the sex act.

e. It is easy to suggest to my partner that we use the ring.

f. The ring is a lot of fun.

g. I never know what to say when my partner and I need to talk about the ring or other protection.

h. The use of the ring can make sex more stimulating.

i. I’m comfortable talking about the ring with my partner.

j. A woman who suggests using the ring does not trust her partner.

k. The ring is uncomfortable for both parties.

l. The ring is easy to insert.

m. The ring is easy to remove.

n. The ring is not messy to use.
o. My partner did not mind that I was using the ring.

p. I would recommend the ring to others.

q. I feel confident in my partner's ability to maintain an erection when I use the ring.

 [CONCL_1] This is the end of the interview. Thank you for taking the time to answer these questions. 
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