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In-depth Interview (IDI) Topic Guide

INSTRUCTIONS for the Interviewer: How to use the IDI Guide
1. Section topics are in shaded in gray and bolded. An overall research question for each section appears next to the section heading
2. Scripts to introduce the IDI, sections and questions appear in bold text. 

3. There are two levels of questions:

· Primary interview questions: are numbered and appear in bold text. They address the topics that you as the interviewer must ask and discuss with participants. The questions are suggestions for getting the discussion going. You are not required to read them verbatim, but they are written to ensure some consistency across IDIs. You may adapt the questions and/or ask them in a different order, depending on how the interview develops. However you will have to ensure that by the end of the interview, all the topics and key themes have been covered.
· Probing topics: are indicated with a bullet. If you find that the participant provides little information in response to the primary question, these probing topics may be used to encourage further discussion. You are not required to cover every topic listed. So, depending on what has already been discussed, and the IDI context, you may ask these probes or not.
4. Instructions/suggestions to interviewer are in italics and [brackets].
5. Words found in (parentheses) are meant to provide wording options to interviewers to fit various situations. For example, they often provide a present or past tense verb. In these instances, the present tense verb should be used when the participant being interviewed is continuing with the study, whereas the past tense verb should be used with those participants who are exiting or have finished participating in the study.
6. The IDI guide is not meant to be used to take notes. Rather, you should use the separate notes form, where you will also insert your initials, the participant’s PTID, as well as the date, start and end time of the interview.
7. Special note about seroconverters: It is important for study staff to review the participant’s HIV status before conducting any study procedures. When asking questions to seroconverters, start off by emphasizing that confidentiality is maintained in the study and reassure the participant that her study information will not be shared with anyone outside the study. Then inform the participant that you are aware that she has seroconverted.
Before starting the IDI, ensure the participant has provided written informed consent.

[Start Recorder and Read Introduction]: My name is _________________. Thank you again for your willingness to be a part of this discussion. I am looking forward to hearing your thoughts on the questions I will ask you. Please know there are no right or wrong answers and we welcome every opinion about the topics we will discuss, so feel free to share your thoughts, opinions, and views openly. If during our discussion, there are issues or concerns that you would like to talk about, feel free to bring them up, even if I didn’t ask about them. If you have specific questions during the interview, I will take note of them and answer them directly after the interview. If I cannot answer them, I can refer you to someone who may be able to help. Before we start, can you confirm for the recorder that you have already provided written informed consent to take part in this discussion? [Wait for oral confirmation to begin]. 

As I mentioned before, the main goal of this discussion is to better understand your experience participating in ASPIRE and your thoughts about the ASPIRE results. I want to remind you that what we discuss here will be kept confidential, and that we will not share your personal information or responses with anyone outside of the study. 
	A. Experience in ASPIRE – What was the participant’s experience in ASPIRE/using the ring?

	We would like to start by talking about the study in general.

	1. Tell me about your experiences in ASPIRE. [Possible tools: timeline tool]
Possible probing topics:

· What did you like most about being in the ASPIRE study?
· What did you like least about being in the ASPIRE study?
· How did these attitudes change from the beginning to the end of the study? 

· [If attitudes changed] what brought about the change? (Type and sources of influences: e.g. study staff, other participants, family/friends, partners, community rumors, study activities, life events)
· What stories did you hear from other participants about the study?

	B. Perceptions of health and HIV Risk – What are the participant’s perceptions about her health and specifically her risk of HIV? 

	2. How worried are you about your health? 

Possible probing topics:

· What are you worried about?

· How was this changed since ASPIRE ended (different types of worries? Increased or decreased?)

	Now let’s talk about your thoughts about HIV risk. [Seroconverters skip to section C.]

	3. How worried are you about getting HIV?
Possible probing topics:

· How worried were you about getting HIV after you joined ASPIRE?

· How has this changed since ASPIRE ended?
· What is influencing your level of worry (multiple partners, condom use, seropositive partner, drug/alcohol use, receiving money/goods for sex, HIV testing, etc.)? [specify if they increase or decrease worry]
· How did your level of worry while in ASPIRE affect your ring use? 

· How did ring use change your level of worry while in ASPIRE?

· How are worries about getting HIV affecting how and/or with whom you have sex?


	4. Do you think that you will get HIV?

Possible probing topics:

· Why or why not?
· How has this changed since ASPIRE ended?
· In what ways is this affecting how and/or with whom you have sex?

	C. Drug detection level results & Product Adherence/non-Adherence -- What were the factors that influenced participants’ adherence/non-adherence?

	5. Now let’s discuss your ring use during ASPIRE. [Present adherence trajectory tool with talking points] First, looking at this tool, which line do you think best represents your pattern of ring use during ASPIRE? After this we will look more closely at your specific results.  
Possible probing topics:

· Tell me more about why you chose that line 
· [if applicable] probe about reasons for changes in ring use
· [if applicable] probe about reasons for sustained (no change) in levels of use

	While you were in the study, you were counseled/advised by study staff to use the ring for the full month and then to replace with a new ring every month. As you may remember, we took samples of your blood and collected your rings during some of the clinic visits. Here are the results … [Present drug level results visual tool – observe and make note on the PSF CRF of physical and emotional reactions to participant receiving their results]  

	6. What do these results mean to you? 
Possible probing topics:

· What about these results make sense or not to you? 

· How do you feel about these results?
· Do these results agree with how you remember using the ring throughout the study?
· How are these results similar or different to what we just discussed about the line showing your overall pattern of use [interviewer reference the adherence trajectory tool]?
As relevant, review time points/visit months when drug was detected and not detected and discuss what happened at these contrasting time points.

	7. How easy or difficult was it to wear the ring during ASPIRE? 
Possible probing topics:

· How did wearing the ring fit in with your daily life?

· Was it easy or /difficult to wear the ring continuously between clinic visits?
· Was it easy or difficult to insert and remove the ring?
· Was it easy or difficult to use the ring during menses?
· Was it easy or difficult to use the ring during sex?
· Did this change over time in the study?

· How/why did this change over time in the study? [Possible tools: timeline tool]

	8. Tell me about your feelings about the ring. 

Possible probing topics:
· All the things you disliked (and why)?

· All the things you liked (and why)?

· How did your attitudes about the ring change over time in the study?

· What would make you like it more?

· What were the attitudes of other participants in the study? How did this affect your thoughts about the ring?
· What were the attitudes of other people you told about your ring? How did this affect your thoughts about the ring?

	9. In what ways did wearing the ring cause you to change the way you had sex?

Possible probing topics:

· Did you change positions?
· Did you change what you let your partner do to you? (insert fingers, other types of foreplay)
· If there were changes, do you think they were good or bad?

	10. Let’s talk a little more about your personal ring use. In your opinion, how well do you think you did at using the ring the way you were supposed to (e.g. for the full month, every month)? 

Possible probing topics:

· Why do you say this?

· How was your initial experience (uptake)? How was it after a couple of months of use?

· How was it to use a monthly ring for _____ months or years?

· Some women had trouble wearing the ring for a full month and inserted it just before going to the clinic. How often did this happen to you?

· Were there situations that lead you to stop using the ring for any period of time?

	11. Tell me about all the times when you (intentionally) took the ring out – what was going on? [Description of circumstances, outcome, time left out, etc. – ask for the stories]
Possible probing topics:

· Experience or fear of side effects (includes fear of getting cancer, infection, etc.)

· Discomfort/pain

· Relationship/partner influence (did partner ever remove the ring?)
· Other people (e.g. family, friends, other participants) 

· Social/cultural/economic issues

· Sex 

· Menstruation

· Fertility intentions

· Perception of efficacy

	12. Tell me about all the times the ring fell out – what was happening? [Description of circumstances, outcome, etc. – ask for the stories]
Possible probing topics:
· Why do you think it came out?

· Where were you?

· How often did this occur?
· How long did the ring stay out of your body?

	13. What are all the things you did with the ring when it wasn’t inside you (from either removal or expulsion)?

Possible probing topics:

· Report it to study staff?

· Get a new ring?

· Storage practices

· Cleaning practices and products used
· Reinsertion practices

· Sharing with others

· Showing others

	14. Tell me about your male partner or partners. What did he/they know about ASPIRE, and what did he/they think of the ring?
Possible probing topics:

· How did this influence you?
· How did he take part in the research process? 
· How did using the ring impact sexual dynamics between you and your partner?
· In what ways did your partner influence your ability to use the ring?

	15. What could have been done differently in ASPIRE to make it easier for participants to use the ring consistently and correctly? How about for you personally? 
Possible probing topics: 

· How was your experience with adherence counseling (One on one with counselor or pharmacist)? Would you recommend different counseling approaches? Support groups? 
· Involving partners? Community activities?
· Change or suggest new activities or procedures at the clinic?
· If we told you how much drug was in your blood during the study?
· If you received a reward (additional money) for months when drug was found in your blood, would that encourage you to use the ring consistently? 

	D. Participant Engagement Activities – Were site engagement activities successful in improving adherence?

	16. What was your experience with the social activities (e.g. group adherence meetings, social events, waiting room discussions, etc.) during ASPIRE? 

Possible probing topics:

· Probe on specific types of activities depending on your site: site-level adherence feedback, male engagement activities, social events, waiting room discussions, others?
· Frequency of attendance

· What did you hear from staff or others about ring use at your site? 
· What did you hear about the color of other participant’s rings? 
· Interactions with staff

· Interactions with other participants

	17. In what way did the engagement social activities at the clinic influence ring use at your site?

Possible probing topics:
· What was your experience with staff examining the appearance of your ring? 
· Site level PK feedback and ranking of sites by adherence level
· How were the activities helpful or not helpful in addressing: perceptions of ring; participant worries (side effects, harm); general research and medical (mis)trust


	E. ASPIRE Results – What do participants understand about the trial results?

	We would now like to discuss the ASPIRE study results…

	18. What have you heard about the ASPIRE results? 

Possible probing topics:

· Sources of information (e.g. research staff, media, other participants, other sources)

· Understanding/ comprehension of the results

· Feelings about results

· Knowledge and understanding of her randomization assignment (placebo vs. dapivirine)

	F. ASPIRE Results – What do participants understand and think about the level of protection provided by the ring?

	Now that we know the ASPIRE results, we would like to discuss what they mean to you…

	19. What have you heard about the level of HIV protection from the ring in ASPIRE?

Possible probing topics:
· What do you think about these results?  

· How would you explain the level of protection in ASPIRE to a friend?

· How would you explain the level of protection to a partner/spouse?
· If you told them and they did not understand, how else would you try to explain it?

	20. What level of protection is good enough?
Possible probing topics:

· In your mind, how protective must the ring be for you to want to use it? 

	G. Joining HOPE – Are women interested in joining HOPE and using the ring in the future?
 

	We would now like to find out what you know about the follow-up ring study…[Skip to Section H. for seroconverters]

	21. In the future, how interested would you be in using a ring for HIV prevention?
Possible probing topics:

· What factors would increase your level of interest, and why? 

· What factors would decrease your level of interest, and why? 

	22. What have you heard about the open label extension study, called HOPE? 

Possible probing topics:

· Sources of information

· What do you understand about it?

	23. What are your thoughts about joining or not joining HOPE?

Possible probing topics:

· Does knowing your drug results influence your interest or likelihood in joining HOPE? 
· How do ASPIRE results and the level of ring protection influence your interest in joining HOPE

· What other factors would influence your interest in joining?
· What are you expecting to get by joining HOPE?
· What are the main reasons you would consider (or not) to join HOPE?

	24. In what ways do you think your use of the ring will be different in HOPE than in ASPIRE? Why?
Possible probing topics:           
· Differences between open label and a blinded trial
· Known level of protection – how does this affect your feelings? How does this influence attitudes of partners and others around you?
· Adherence

· Disclosure to others

· Acceptability

· Comfort using the ring

· Side effects, concerns about long term effects of using an active ring 
· What are you looking forward to?
· What are you worried about?
· Will community knowledge and support/non-support influence this?

	H. Seroconversion -- How does seroconversion affect opinions about ring use and study participation?

	[Only ask these questions for HIV positive participants, including participants who disclosed HIV status during the interview.]

	25. If it’s okay with you, I’d like to talk about your HIV sero-status… 
What in your view may have contributed to you getting HIV?

Possible probing topics:

· Was there any particular time or event where you think you may have gotten HIV?

· Have you had any changes in your personal life, behaviors or circumstances that may have contributed to your getting HIV?

· Do you know or suspect from whom you acquired HIV?

· What circumstances or behaviors could have contributed to HIV infection (multiple partners, condom use, drinking/drugs)?
· Do you think your ring use contributed to you getting HIV? How so?
· What do you think about your experience and participation in ASPIRE now, with all that happened to you?

	I. Wrap Up

	26. We have talked about a lot of things today. Is there anything you would like to say that I forgot to ask you? Do you have any questions for me?


We’ve now reached the end of our discussion. Thank you for taking the time to talk to me today and share your opinions. We truly appreciate your willingness to participate and discuss your experience with us. 

[Interviewer should answer any unanswered questions, and provide references as needed or clarify any misconceptions at this time.]
ENGLISH
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