[image: image8.emf] 


MTN-013 CASI Questionnaires
        

[image: image9.emf] 


Table of Contents
2Baseline Questionnaire


2Part A: Practice Questions


4Part B: Behavioral Questions


7Part C: Enrollment Protocol Adherence


12Ring Adherence Questionnaire


17Protocol Adherence Questionnaire


21Acceptability Questionnaire




EPD= Early product discontinuation
ET= Early termination

*If prior to day 28
NOTE: All titles and variable names bolded and highlighted in gray are *not* shown on screen.

Baseline Questionnaire 
Part A: Practice Questions

PRACINTRO1
Thank you for agreeing to complete this questionnaire for the MTN 013 Study. 

Before you begin, there are a few practice questions for you to get used to how the system works. You may wish to experiment with your responses (try to leave certain fields blank, change your answers, etc.) to become more comfortable with the system. If you have any questions on how to use the computer, the clinic staff can assist you. 

Click the "NEXT" button to go to the next screen

PRACINTRO2
Good! You can always move to the next screen by clicking “NEXT”, or, to go to the previous screen, click on the “BACK” arrow. If you refuse to answer the question, click on the grey box in the bottom corner.  You will be asked to confirm that you wish to skip the question and go on to the next page.  

Click the “NEXT” arrow to go to the practice questions.

1. PRAC1
This is an example of a question where one answer is allowed. It shows how to answer questions with click boxes. Try answering the question below by moving the mouse arrow and clicking on the box that matches your answer. If you want to change your answer, simply click the new answer you want.

Do you like summer?

a. Yes 
b. No

2. PRAC2
You will also be asked to select a response on a scale, that most matches how you feel.  You will be able to choose between 4 responses.  Try answering the question below by moving the mouse arrow and clicking on the box that matches your choice. If you want to change your answer, simply click the new answer you want.

Example: 
Overall, how much do you like ice cream?
a. Dislike very much
b. Dislike 
c. Like
d. Like very much

3. PRAC3
Several questions will involve checking one or more boxes. You will be asked to mark all the boxes that are appropriate and may mark several boxes. If you would like to select a response, click on the box beside the response. If you change your mind, you can de-select the response by clicking again on the checked box to remove the check. 

Example: 
What type(s) of ice cream do you like to eat? Please choose all that apply.
a. Vanilla

b. Strawberry

c. Chocolate

d. Other, describe:

e. Not applicable, I don't like to eat ice cream
A few notes about this type of question:

1. If you select 'Other', be sure to fill in the box beside the response with the specific flavor of ice cream that you like. If you forget to fill this in, you will receive an error message. 

2. If you select the last bolded option in a list, your checks for the other responses will be removed because this option is incompatible with the other options. Make sure to only select the last bolded option when all of the other choices do not apply.

4. PRAC4
You will be asked about your behavior in the past week. You will also be asked questions that involve typing in numbers in boxes. In cases where there are multiple boxes on one page, use the Tab key to proceed to the next box. 

If today were Monday, January 31st, you might see a question similar to the one below. 

Example:
Please record the number of TV programs you’ve watched since last Tuesday. (If you did not watch TV on one of the days, type a “0” for that day.)

	 
	Tuesday
Jan 25
	Wednesday
Jan 26
	Thursday
Jan 27
	Friday
Jan 28
	Saturday
Jan 29
	Sunday
Jan 30
	Today

	Number of programs
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Note that you should record today's behavior in the box on the far right.

PRACEND
Thank you for completing those questions. If you had any problem answering any of them, let the study staff know about it. Otherwise, click “NEXT” to proceed to the first questionnaire.

Part B: Behavioral Questions

BBEHINTRO
Thank you for coming to the clinic today, for the MTN013 study. As part of the study, you will be asked questions about your sexual behavior and reproductive health.  There are no right or wrong answers to the questions we ask, and every answer is important. Please be as honest as you can. Some of the questions may seem very personal. We are using the computer to give you the most privacy possible. The study staff will not have access to your answers and none of your answers will prevent you from participating in the study.  All of your answers will be kept confidential. If at any time you have a question or a problem, please ask the study staff to help you. Let's begin.


BDEMOINTRO
First, we will ask you some questions about yourself. 
1. How many times in your life have you been pregnant? Please include live births, still births, terminations/abortions, miscarriages and tubal pregnancies. __ __
(Logic: If number of pregnancies=0 SKIP to question MENSINTRO)
1a. How many of these pregnancies resulted in:  

a. Vaginal delivery _ _
b. Caesarean delivery  _ _
c. Miscarriage (Spontaneous abortion) _ _
d. Termination (Therapeutic abortion) _ _
e. Ectopic (tubal) pregnancy  _ _

(Logic: number of responses in 1a must = # of pregnancies in 1. 
ppt MUST provide a number 0 or more to each items a through e)

BMENSINTRO
Next, we would like to ask you some questions about your menstrual periods.
2. In the past 3 months have you had any menstrual bleeding or any menstrual spotting?

a. Yes

b. No

(Logic: If no, skip to  BDRUGINTRO -- alcohol and drug behaviors)


2a. Now we would like to ask you about the products you use to manage your menstruation. In the past 3 months, have you used tampons?

a. Yes
b. No


2b. In the past 3 months, have you used sanitary pads or panty liners?

a. Yes
b. No


2c. In the past 3 months, have you used any other method to manage your menstruation? 

a. Yes. (Please specify: __________________________)
b. No

BDRUGINTRO
Now we will ask you some questions about your use of alcohol, drugs and other behaviors.

3. In the past month, how many days did you drink alcohol? 
_ _ days

(Logic: If days=0 SKIP to Question 4 – ever used recreational drug; 
# of days must be between 0 and 30)

3a. In the past month, on the days when you drank alcohol, how many drinks did you usually have? A drink is a glass of beer or wine, a shot of liquor or a single cocktail.
_ _ drinks

4. In the past 3 months, have you used any kind of recreational drug? This includes drugs you smoked, swallowed or snorted. 

a. Yes
b. No

5. Have you ever in your life injected any kind of recreational drug?

a. Yes
b. No

(Logic: If no, skip to Question 6 --  ever exchanged sex)


5a. In the past 3 months have you injected any kind of recreational drug? 

a. Yes
b. No

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

a. Yes
b. No

(Logic: If no, skip to Question 7 -- ever diagnosed/treated for an STI)

6a. In the past 3 months, have you exchanged sex for food, drugs, shelter or money? 
a. Yes
b. No

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

a. Yes
b. No

BRINGINTRO
Now, we would like to ask you a question about the ring.

8. Some women may have worries or concerns about the ring. Please indicate all the worries you are having today about using the ring. Choose all that apply. 

I am worried or concerned about: 
a. The ring being dirty

b. The ring being expelled and lost

c. The ring falling out or not staying correctly in place

d. Feeling sick from wearing the ring

e. Wearing the ring during menses

f. How the ring feels inside me

g. Discomfort or pain inserting the ring 

h. Discomfort or pain wearing the ring 

i. Significant others, partner, or family members not approving of me wearing the ring

j. The ring being unsafe or harmful

k. The ring causing infection, infertility, or other reproductive health problems

l. Other reasons (Please specify: _______________________________)

m. I am not worried about any of these things 

Part C: Enrollment Protocol Adherence 

BSEXTERMINTRO1 
Next, we would like to ask you some questions about your sexual history. First let’s review some terms so that you understand what is being asked. 

BSEXTERMINTRO2 
There are different types of sexual activities we will ask you about. 

	When we say:
	We mean:

	Vaginal Sex:
	When a man inserts his penis into your vagina. 

	Receptive 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). 

	Giving oral sex:
	When you put your mouth or tongue on your partner's penis, vagina or anus (or butt). 

	Finger sex:
	When you or a partner inserts  finger(s) into your vagina

	Non penetrative sex:
	When you have any kind of sex with a man or woman, without having something inserted inside of you (e.g. rubbing each other or mutual masturbation)


9. What is your sexual orientation? Please choose the response that best describes your current situation.

a. Lesbian/gay/homosexual      
b. Straight/heterosexual    
c. Bisexual  
d. Other. Please specify ___________________________


10. 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.
a. Yes
b. No

(Logic: If no, skip to Question 11 – lifetime sexual partners)


10a. Is your primary sex partner a man or a woman? 

a. Man 
b. Woman
c. Other (Please specify: _________________________)
10b. When did you start having sex with your primary sex partner?

a. 1-8 days ago
b. 9 days-14 days ago
c. 15-30 days ago
d. More than 1 month but less than 1 year ago
e. 1 year ago or more
11. Now, we would like to ask you about all of your sex partners. 

How many sex partners have you had in your life? Please only count persons with whom you have had vaginal or anal sex, including your primary sex partner.

_ _ _ sex partners
(range: maximum of 100 partners allowed)

BRECSEXINTRO 
Now, we would like to ask you some questions about your current sex life.
12. In the past 3 months, what type of sexual activity have you had? Choose all that apply.

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
g. Finger sex
h. Non-penetrative sex
i. Inserting a sex toy (i.e., dildo, vibrator) in your vagina

j. Other (Please specify: ___________________________)
k. None of the above 
(Logic: If j or k—Other or None of the above,, SKIP to BIVPINTRO – Vaginal Practices; For each activity X that is marked, ask question 13)
13. Using the calendar below, indicate for each day whether you engaged in X:
(Range: show 8 days ago through today with date and day of the week in top row with yes/no as drop-down list)
	6/2/11
Thursday
	6/3/11
Friday
	6/4/11
Saturday
	6/5/11
Sunday
	6/6/11
Monday
	6/7/11 Tuesday
	6/8/11
Wednesday
	6/9/11
Thursday
	
Today

	[sexual activities marked in Q12]
	[sexual activities marked in Q12]
	[sexual activities marked in Q12]
	[sexual activities marked in Q12]
	[sexual activities marked in Q12]
	[sexual activities marked in Q12]
	[sexual activities marked in Q12]
	[sexual activities marked in Q12]
	[sexual activities marked in Q12]

	a) Yes

b) No
	a) Yes

b) No
	a) Yes

b) No
	a) Yes

b) No
	a) Yes

b) No
	a) Yes

b) No
	a) Yes

b) No
	a) Yes

b) No
	a) Yes

b) No


(Logic: If all answers to Question 13 are no, ask Question 14 else SKIP to BIVPINTRO)

14. How many days ago did you last engage in X?  If you last engaged in X today, please type 0.  If you last engaged in X more than one month ago, check the box.

__ days ago

[image: image10.emf] 

More than one month ago
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Never
(Error check: If user enters a number greater than 30, a message will appear indicating that they should check the ‘more than one month ago’ box and leave the box next to ‘days ago’ blank. Only one of these three should be marked.)
BIVPINTRO 
For the next questions, we will ask you about items that women sometimes insert in their vaginas. This may be for contraception, personal hygiene, menstrual control or other reasons, and 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. You should feel free to tell us anything you have used. Your answers will not affect your participation in the study. 
15. Have you ever in your life used any of the following? Choose all that apply

a. Male or female condom

b. Contraceptive vaginal ring  

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 

i. Other (Please specify:__________________________________)

j. None of the above
(Logic: If  I or j, other or none of the above, SKIP to BBEHCOMPLETE; For each IVP Y that is marked, ask question 16)

16. When did you last use [vaginal product 7a through 7h]? 

a. Today

b. 1-8 days ago

c. 9 -14 days ago

d. 15-30 days ago

e. More than 1 month but less than 1 year ago
f. 1 year ago or more 

(Range: ask of each product chosen in Question 15)
(Logic: If answer is a or b, ask Question 17; If answer is c or d, ask Question 19; if answer is e or f, SKIP to BBEHCOMPLETE)

17. Using the calendar below, please indicate for each day, for how much time a Y  was in your vagina. If you are unsure, just give your best estimate.  If you had a Y in your vagina for the entire day, please mark 24 (hours). If you had a Y in your vagina briefly, even for just a minute, please mark 1. If you did not have a Y in your vagina that day please mark 0. 
(Logic: If user indicates 1 – 23 hours for yesterday or today, ask question 18 for the appropriate day(s) else skip to BBEHCOMPLETE)

(Range: show 8 days ago through today with date and day of the week in top row. Note that on Word document, because of lack of real estate, only today and yesterday are shown. On the computer each day up to 8 days ago will look identical)
	6/2/11
Thurs
	…
	…
	…
	…
	…
	…
	6/9/11
Thursday
	
Today

	
	
	
	
	
	
	
	__hours
	__hours


18. Using the calendar below, please indicate the time at which you inserted and removed the Y. If the Y was in when you woke up or went to sleep, (or if you did not remove it), please indicate accordingly. 
	
	6/9/11
Thursday

	Time In
	DROP DOWN LIST OF TIME

	Time Out
	DROP DOWN LIST OF TIME



(Range: Time in and time out are both drop-down menus.   First choice for time in is “Product was in when I woke up”.   First choice for time out is “Product was in when I went to sleep/ I did not remove the product”.   Subsequent choices range is:  1 AM, 2 AM…, 12 Noon, 1 PM,… 12 Midnight.)  
(Error check:   Time out cannot be before time in.)
(Logic: if question 17 contains all ‘0’ or if question 16 is ‘c’ or ‘d’ ask question 19.)
19. How many days ago did you last use Y?  If you last Y  today, please type 0.  If you last used Y more than one year ago, please check the appropriate box.
__ days ago
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More than one year ago

[image: image13.emf] 

Never

(Error check: Only one of the three should be marked.  Max days ago should be 365.)
BBEHCOMPLETE 
Thank you for completing this questionnaire! Please click on 'Next' if you would like to save your responses. After you do so, you will not be able to change your answers


LASTSCREEN
Please inform the research staff member that you are finished.

Ring Adherence Questionnaire 

RARINGADHINTRO
Thank you for returning to the clinic today for the MTN013 study. Just as a reminder, there are no right or wrong answers to the questions we ask, and every answer is important. Please be as honest as you can. Some of the questions may seem very personal. We are using the computer to give you the most privacy possible. The study staff will not have access to your answers and none of your answers will prevent you from participating in the study.  All of your answers will be kept confidential. If at any time you have a question or a problem, please ask the study staff to help you. Let's begin.

RARINGUSEINTRO
First, we would like to ask you about your experience with the ring since your last computer interview, on [DATE], and including today.

1. Did you wear the ring for any amount of time since your last computer interview? Please do not count times when you tried the ring here at the clinic.


a. Yes
b. No

(Logic: If yes, skip to Question 2 --  insertion since last CASI interview.)
1a. Different circumstances may prevent women from using the ring. Thinking about your experience since your last computer interview, please choose all the reasons that have kept you from wearing the ring:

a. The ring was dirty

b. The ring was expelled and lost

c. The ring kept falling out or wouldn't stay correctly in place

d. I felt sick from wearing the ring

e. I didn't want to wear the ring during my menstrual period
f. I didn't like how the ring felt inside me

g. I had discomfort or pain inserting the ring 

h. I had discomfort or pain wearing the ring 

i.  I had discomfort or difficulty removing the ring

i. My significant other, partner, or family member did not approve of me wearing the ring

j. I was concerned that the ring is unsafe or harmful

k. I was concerned that the ring may cause infection, infertility, or other reproductive health problems

l. Other reasons (Please specify: _________________________________)
m. I did not have a problem with any of these things.

(Logic: SKIP TO RARINGADHCOMPELETE – survey end) 
2. Did you insert the ring yourself since your last computer interview? Please include times when you inserted the ring at the clinic.  
a. Yes
b. No

3. Since your last computer interview, was the ring ever partially or completely out of your vagina, even for just a minute?  Do not count any time the ring was taken out here at the clinic.

a. Yes
b. No

(Logic: If no, SKIP TO RA_RINGADHCOMPELETE – survey end)


3a. Since your last computer interview on [DATE], on how many days was the ring partially or completely out of your vagina, even for just a minute? 

_ _ days

4. Since your last computer interview on [DATE], did the ring ever come out on its own?

a. Yes
b. No

(Logic: If no, SKIP to  Question 5 – voluntary removal)
4a. The last time it came out on its own, did the ring come out of your vagina partially or completely?

a. Partially   

b. Completely

c. Other (Please specify: _________________)
4b. What was happening the last time the ring came out on its own? Choose all that apply.
a. I was urinating

b. I was defecating or having a bowel movement
c. I was constipated and trying to have a bowel movement

d. I was lifting heavy objects

e. I was having sex

f. It came out after sex

g.. It came out during my menstrual period
h. I can't remember

i. Other (Please specify: _________________)
4c. When the ring came out the last time were you:

a. In a standing position

b. In a sitting position

c. Lying down

d. I can't remember

e. Other (Please specify: _________________)
5. Since your last computer interview, did you or someone else ever take out the ring from your vagina, even for just a minute? Please include times when the ring was taken out after coming out partially on its own as well as times when the ring was entirely taken out.

a. Yes
b. No

(Logic: If no, SKIP to Question 6 – action after ring OUT.)
5a. When the ring was taken out last time, who took out the ring?
a. I took it out
b. A staff member took it out
c. Someone else took it out (Please specify your relationship to that person, e.g. partner, friend, etc.:  _________________)
5b. When the ring was taken out last time were you:
a. In a standing position
b. In a sitting position
c. Lying down
d. I can't remember
e. Other (Please specify: _________________)
RAVOLREMOVREASON
We are now going to ask you why the ring was taken out, this last time. For each of the questions, please indicate whether this was a reason the ring was taken out. 

5c. Was the ring taken out because it was uncomfortable?

a. Yes
b. No

5d. Was the ring taken out because it moved or came out partially on its own?

a. Yes
b. No

5e. Was the ring taken out because it was causing pain?

a. Yes
b. No

5f. Was the ring taken out because 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.
a. Yes
b. No

5g. Was the ring taken out because you didn’t want to wear it during your menstrual period?

a. Yes
b. No
c. NA (no menses)
5h. Was the ring taken out because you wanted to clean it?

a. Yes
b. No

5i. Was the ring taken out because you wanted to show it to someone?

a. Yes
b. No

5j. Was the ring taken out because you were worried about its safety or that it may harm you?

a. Yes
b. No

5k. Was the ring taken out because you felt constipated because of the ring?

a. Yes
b. No


5l. Was the ring taken out before or during sex?

a. Yes
b. No
5m. Was there another reason that the ring was taken out? 
a. Yes. (Please specify: _________________)
b. No
6. The last time the ring came out on its own or was taken out, what did you do?
a. I reinserted it immediately 

b. I left it out for a while and put it back in before my next appointment 

c. I contacted the clinic and someone at the clinic reinserted it  

d. I waited for my next appointment

e. The ring was not reinserted
f. Other (Please specify: _________________)

(Logic: If response c-f, SKIP to Question 8.)

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

a. Yes
b. No

(Logic: Skip to RARINGADHCOMPLETE)

8. Different circumstances may prevent women from reinserting the ring themselves. Thinking about this last time, please choose all the reasons that have kept you from reinserting the ring yourself:

a. The ring was dirty

b. The ring was expelled and lost

c. The ring kept falling out or wouldn't stay correctly in place

d. I felt sick from wearing the ring

e. I didn't want to wear the ring during your menses

f. I didn't like how the ring felt inside me

g. I had discomfort or pain inserting the ring 

h. I had discomfort or pain wearing the ring 

i. My significant other, partner, or family member did not approve of me wearing the ring

j. I was concerned that the ring is unsafe or harmful

k. I was concerned that the ring may cause infection, infertility, or other reproductive health problems

l. Other reasons (Please specify: _________________)
m. I did not have a problem with any of these things.
RARINGADHCOMPLETE 
Thank you for completing this questionnaire! Please click on 'Next' if you would like to save your responses. After you do so, you will not be able to change your answers

LASTSCREEN
Please inform the research staff member that you are finished.
Protocol Adherence Questionnaire
PASEXTERMINTRO1
Now we would like to ask you some questions about different behaviors since your last computer interview, on [DATE], and including today. First let’s review some terms so that you understand what is being asked. 
PASEXTERMINTRO2
There are different types of sexual activities we will ask you about.  

	When we say:
	We mean:

	Vaginal Sex:
	When a man inserts his penis into your vagina. 

	Receptive 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). 

	Giving oral sex:
	When you put your mouth or tongue on your partner's penis, vagina or anus (or butt). 

	Finger sex:
	When you or a partner inserts finger(s) into your vagina

	Non penetrative sex:
	When you have any kind of sex with a man or woman, without having something inserted inside of you (e.g. rubbing each other or mutual masturbation)



PARECSEXINTRO
Now, we would like to ask you some questions about your current sex life.

1. Since your last computer interview on [DATE], what type of sexual activity have you had? Choose all that apply.

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

c. Anal sex without a condom

d. Anal sex with a condom

e. Receiving oral sex

f. Giving oral sex

g. Finger sex

h. Non-penetrative sex

i. Inserting a sex toy (i.e., dildo, vibrator) in your vagina
j. Other (Please specify: _________________)
k. None of the above 

(Logic – If ‘j’ or ‘k’ – Other or None of the above, SKIP to PAIVPINTRO – Vaginal Practices )
1a. Using the calendar below, indicate for each day whether you engaged in X:

(Range: show 8 days ago through today with date and day of the week in top row with yes/no as drop-down list. If last CASI is fewer than 8 days ago, show the date of last CASI through today only)
	6/2/11
Thursday
	6/3/11
Friday
	6/4/11
Saturday
	6/5/11
Sunday
	6/6/11
Monday
	6/7/11 Tuesday
	6/8/11
Wednesday
	6/9/11
Thursday
	
Today

	[sexual activities marked in Q1]
	[sexual activities marked in Q1]
	[sexual activities marked in Q1]
	[sexual activities marked in Q1]
	[sexual activities marked in Q1]
	[sexual activities marked in Q1]
	[sexual activities marked in Q1]
	[sexual activities marked in Q1]
	[sexual activities marked in Q1]

	a) Yes

b) No
	a) Yes

b) No
	a) Yes

b) No
	a) Yes

b) No
	a) Yes

b) No
	a) Yes

b) No
	a) Yes

b) No
	a) Yes

b) No
	a) Yes

b) No


(Logic: If all answers to Question 1a are no, ask Question 1b else SKIP to PAIVPINTRO)

1b.How many days ago did you last engage in X? If you last engaged in X today, please type 0.
__ days ago
[image: image14.emf] 

      Never since last computer interview [Date]
(Error check: # of days ago must be no more than the # of days which have passed since last CASI, i.e. if last CASI was on the 3rd of August and today is the 28th of August, max # of days is 25.  Either check box or # of days should be marked.)

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

2. Since your last computer interview on [DATE], which of the following items have you inserted in your vagina? Choose all that apply.

a. Male or female condom

c. Contraceptive vaginal ring  

d. Spermicidal sponge, cream or jelly

e. Cervical barrier (i.e. diaphragm, cervical cup, etc.)/menstrual cup
f. Douche or other personal hygiene product inserted inside the vagina 

g. Tampon 
h. Personal or sexual lubricant

i.. Vaginal medication 

j.. Other (Please specify: _________________________________)

k. None of the above 
(Logic: If If ‘j’ or ‘k’ – Other or None of the above, SKIP to PAPROTADHCOMPLETE; For each IVP ; For each IVP Y that is marked, ask Question 2a.)

2a. Using the calendar below, please indicate for each day, for how much time a Y was in your vagina. If you are unsure, just give your best estimate.  If you had a Y in your vagina for the entire day, please mark 24 (hours). If you had a Y in your vagina briefly, even for just a minute, please mark 1. If you did not have a Y in your vagina that day please mark 0. 
 (Range: show 8 days ago, maximum, through today with date and day of the week in top row. -if last CASI is fewer than 8 days ago, show the date of last CASI through today only.)

(Logic: If user indicates 1 -23 hours for yesterday or today, ask question 2b  for the appropriate day(s) )

	6/2/11
Thurs
	…
	…
	…
	…
	…
	…
	6/9/11
Thursday
	
Today

	
	
	
	
	
	
	
	__hours
	__hours


2b. Using the calendar below, please indicate the time at which you inserted and removed the Y.  If the Y was in when you woke up or went to sleep (or if you did not remove it), please indicate accordingly. 
	
	6/9/11
Thursday

	Time In
	DROP DOWN LIST OF TIME

	Time Out
	DROP DOWN LIST OF TIME


(Range: Time in and time out are both drop-down menus.   First choice for time in is “Product was in when I woke up”.   First choice for time out is “Product was in when I went to sleep / I did not remove the product”.   Subsequent choices range is:  1 AM, 2 AM…, 12 Noon, 1 PM,… 12 Midnight.)  

(Error check:   Time out cannot be before time in.)
(Logic: if question 2a contains all ‘0’ask question 2c)

2c. How many days ago did you last use Y?  If you last used Y today, please type 0.  

__ days ago
[image: image15.emf] 

     
       Never since last computer interview [Date]
(Error check: # of days ago must be no more than the # of days which have passed since last CASI, i.e. if last CASI was on the 3rd of August and today is the 28th of August, max # of days is 25. Either check box or # of days should be marked.)
PAPROTADHCOMPLETE 
Thank you for completing this questionnaire! Please click on 'Next' if you would like to save your responses. After you do so, you will not be able to change your answers
LASTSCREEN
Please inform the research staff member that you are finished.

Acceptability Questionnaire 
ACINTRO
These questions are about your experience with the ring since you started the study, including today.

1. Did you wear the ring for any amount of time since you started the study? Please do not count times when you tried the ring here at the clinic.
a. Yes
b. No

(Logic: If yes, SKIP to Question 2--  ease of ring use.)
1a. Different circumstances may prevent women from using the ring. Thinking about your experience since the start of the study, please choose all the reasons that have kept you from wearing the ring:

a. The ring was dirty

b. The ring was expelled and lost

c. The ring kept falling out or wouldn't stay correctly in place

d. I felt sick from wearing the ring

e. I didn't want to wear the ring during your menses

f. I didn't like how the ring felt inside me

g. I had discomfort or pain inserting the ring 

h. I had discomfort or pain wearing the ring 

i. I had discomfort or difficulty removing the ring 

i. My significant other, partner, or family member did not approve of me wearing the ring

j. I was concerned that the ring is unsafe or harmful

k. I was concerned that the ring may cause infection, infertility, or other reproductive health problems

l. Other reasons (Please specify: ______________________)
m. I did not have a problem with any of these things.

(Logic: Skip to Question 25 – concerns about the ring)

2. Overall, how easy or difficult was it to use the ring?

a. Very difficult

b. Difficult

c. Easy

d. Very Easy

3. The last time you inserted the ring in your vagina, was it difficult or easy to insert?

a. Very difficult

b. Difficult

c. Easy

d. Very Easy

e. NA, did not insert the ring
4. The last time you took the ring out, was it difficult or easy to take out?

a. Very difficult

b. Difficult

c. Easy

d. Very Easy

e. NA, did not take out the ring myself
5. Overall, how comfortable did you feel having the ring in your vagina? 

a. Very Uncomfortable

b. Uncomfortable

c. Comfortable

d. Very comfortable

6. Since you started the study, did you notice or feel the ring during your normal daily activities?

a. Never

b. Some of the time

c. Most of the time

d. All of the time

7. Since you started the study, how often did you think about the ring being inside your body? 

a. Never

b. Some of the time

c. Most of the time

d. All of the time

8. Since you started the study, did you check to see if the ring was still inside you?
a. Yes
b. No

(Logic: If no, SKIP to Question 9 –vaginal changes)
8a. Since you started the study, how often did you check to see if it was still inside you? 

a. Once or twice

b. Once a week or less

c. More than once a week

d. Every day or almost every day

8b. How did you typically check to see if the ring was still inside you? 

a. I used my fingers  

b. Other (Please specify: ______________________)
9. Have you noticed any of the following changes in your vagina while wearing the ring?

a. Vagina was wetter 

b. Vagina was drier

c. No change noticed


(Logic: If no change noticed, SKIP to Question 10 – ability to keep ring in.)
9a. Has this change been a problem for you?

a. Yes
b. No

10. In the past 4 weeks, please rate your ability to keep the ring inserted in your vagina as instructed.

a. Very poor

b. Poor

c. Fair  

d. Good  

e. Very good  

f. Excellent

ACRINGPROBLEMS
Now we would like to ask you about any problems you experienced while wearing the ring. 

11. How often did you experience any physical discomfort because of the ring?

a. Never
skip to Question 12
b. Once or twice

c. Once a week or less

d. More than once a week

e. Every day or almost every day

11a. Overall, how much did the physical discomfort bother you?

a. Not at all

b. A little

c. Somewhat

d. Very much

12. How often did you experience any pain because of the ring?

a. Never
skip to Question 13
b. Once or twice

c. Once a week or less

d. More than once a week

e. Every day or almost every day

12a. Overall, how much did the pain bother you?

a. Not at all

b. A little

c. Somewhat

d. Very much

13. How often did you feel that the ring was moving or not correctly in place?

a. Never 
skip to Question 14
b. Once or twice

c. Once a week or less

d. More than once a week

e. Every day or almost every day

13a. Overall, how much did the ring moving or being out of place bother you?

a. Not at all

b. A little

c. Somewhat

d. Very much

14. How often did the ring cause you any problems during your menstrual period?

a. Never
skip to Question 15
b. Once or twice

e. Every day or almost every day I had my menstrual period
f. NA – no menstrual period         skip to Question 15
14a. Overall, how much did the problems it caused during your menstrual period bother you?

a. Not at all

b. A little

c. Somewhat

d. Very much
15. How often did the ring cause you emotional discomfort such as worries, fears, guilt or any other unpleasant feelings?

a. Never
skip to Question 16
b. Once or twice

c. Once a week or less

d. More than once a week

e. Every day or almost every day

15a.Overall, how much did this emotional discomfort bother you?

a. Not at all

b. A little

c. Somewhat

d. Very much

16. How often did the ring interfere with your normal daily activities?

a. Never
skip to Question 17
b. Once or twice

c. Once a week or less

d. More than once a week

e. Every day or almost every day

16a.Overall, how much did this interference with daily activities bother you?

a. Not at all

b. A little

c. Somewhat

d. Very much

17. How often did you experience concerns with the ring because you wanted to clean it?

a. Never

b. Once or twice

c. Once a week or less

d. More than once a week

e. Every day or almost every day

18. Did your primary sex partner experience any concerns or problems with the ring?

a. Yes
b. No
c. NA (no sex partner)
19. How often did you have any concerns about the safety of the ring or were you worried that it may harm you?

a. Never
skip to Question 20
b. Once or twice

c. Once a week or less

d. More than once a week

e. Every day or almost every day

19a.Overall, how much did this concern about the safety of the ring bother you? 

a. Not at all

b. A little

c. Somewhat

d. Very much
20. How often did you experience any constipation because of the ring?

a. Never
skip to Question 21
b. Once or twice

c. Once a week or less

d. More than once a week

e. Every day or almost every day

20a.Overall, how much did the constipation due to the ring bother you? 

a. Not at all

b. A little

c. Somewhat

d. Very much

21. How often did you experience the ring partially coming out?

a. Never
skip to Question 22
b. Once or twice

c. Once a week or less

d. More than once a week

e. Every day or almost every day
21a.Overall, how much did the ring partially coming out bother you?

a. Not at all

b. A little

c. Somewhat

d. Very much

22. How often did you experience the ring completely coming out?

a. Never
skip to Question 23
b. Once or twice

c. Once a week or less

d. More than once a week

e. Every day or almost every day

22a. Overall, how much did the ring completely coming out bother you?
a. Not at all

b. A little

c. Somewhat

d. Very much

23. Were you ever unable to remove the ring when you tried to take it out of your vagina?

a. Yes
b. No
24. Was there any other problem you had with the ring? 
a. Yes. (Please specify: ______________________)
b. No

25. Some women may not be able to use the ring, others may use it, with or without problems. Regardless, women may still have worries or concerns about the ring. Thinking about your experience since you started the study, please indicate all the worries you had about the ring. Choose all that apply.
I was worried or concerned about: 
a. The ring being dirty

b. The ring being expelled and lost

c. The ring falling out or not staying correctly in place

d. Feeling sick from wearing the ring

e. Wearing the ring during menses

f. How the ring feels inside me

g. Discomfort or pain inserting the ring 

h. Discomfort or pain wearing the ring 

i. Significant others, partner, or family members not approving of me wearing the ring

j. The ring being unsafe or harmful

k. The ring causing infection, infertility, or other reproductive health problems

l. Other reasons (Please specify: _______________________________)

m. I was not worried about any of these things.
26. Did your worries or concerns about the ring increase, decrease or stay the same over time? 

a. Increased

b. Decreased

c. Stayed the same
d. NA (I had no worries)

27. From your point of view, how acceptable is it to wear the ring every day? 

a. Very Unacceptable

b. Unacceptable

c. Acceptable

d. Very Acceptable

28. What are your preferences about wearing the ring every day?

a. I prefer wearing it every day

b. I prefer not wearing it everyday

c. I don't have a preference.
29. What are your preferences about wearing the ring during your menstrual period?

a. I prefer wearing it during my menstrual period
b. I prefer not wearing it during my menstrual period
c. I don’t have any preferences about wearing it during my menstrual period
d. NA, I did not get my period during the study

30. Overall, how much did you like the ring?

a. Disliked very much

b. Disliked

c. Liked

d. Liked very much

31. How do you like the ring now, compared to when you started the study? 

a. I like it MORE now than when I started the study

b. I like it LESS now than when I started the study

c. I like it the SAME as when I first started

d. Not applicable, I do not like the ring
32. If a ring was available that provided some protection against HIV, and it was similar to the one you used in this study, how likely would you be to keep it inserted in your vagina every day?

a. Very unlikely

b. Unlikely 

c. Likely 

d. Very likely
ACCOMPLETE 
Thank you for completing this questionnaire! Please click on 'Next' if you would like to save your responses. After you do so, you will not be able to change your answers
LASTSCREEN
Please inform the research staff member that you are finished.
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