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INSTRUCTIONS for the Facilitator: How to use the FGD Guide

1. There are two levels of questions:

· Primary discussion questions: appear in bold text. They address the topics that you as the facilitator 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 FGDs. You may adapt the questions and/or ask them in a different order, depending on how the discussion 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 participants provide 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 FGD context, you may ask these probes or not.
2. Instructions/suggestions to facilitator are in italics and [brackets].
3. The FGD 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 PTIDs of all participants, as well as the date, start and end time of the discussion.
Before starting the FGD, the facilitator reminds the group of:

· The purpose of the FGD

· Ground rules for FGD (per study SSP), including importance of confidentially and use of pseudonyms 

· That tape recording will now begin

Before starting the FGD, ensure that all participants have provided written informed consent.

[Facilitator starts the tape recorder and reads:] As you know from your informed consent, this FGD will be tape recorded today. Before we start, please verbally indicate that you are aware that we are tape recording this session and that it is okay with you [be sure to get a verbal okay from all members of the focus group before continuing].
	A. Community – Are local communities supportive of HIV prevention?

	I would like to start by asking you all about your community…

	1. In what ways do people in your community talk about HIV?

Possible probing topics:

· Attitudes towards people/women/men/children living with HIV: stigma, gossip and rumor
· Attitudes towards HIV prevention, including the use of condoms

· Attitudes towards HIV testing in general, including women who get tested (either in trials, in clinics, or mandatory testing when pregnant)

	2. How did people in your community talk about ASPIRE?

Possible probing topics:

· Knowledge of study and the ring

· Positive and negative attitudes/comments/rumors about study or ring

· Positive and negative attitudes/comments/rumors about ASPIRE participants

· Effects of attitudes/comments/rumors on participants

· How did participants respond to others who spoke positively/negatively about the study and/or the ring?
· Positive and negative attitudes/comments/rumors about researchers from overseas?

	B. Experience in ASPIRE – What were the participants’ experiences of being in ASPIRE/using the ring?

	Now let’s talk about your experiences in ASPIRE…

	3. What are your feelings about having been in the ASPIRE study?

Possible probing topics:

· Likes/dislikes about being in ASPIRE 

· Thoughts on study procedures, visits, staff, reimbursement

· Changes from the beginning to the end of the study
· How was ASPIRE different than other studies you have taken part in?
· How do you think taking part was different for older vs. younger women (e.g. women 21 and under)?

	4. What is your opinion of the ring?

Possible probing topics:

· Likes/dislikes about the ring?

· Change from the beginning to the end of the study
· Product characteristics (size, shape, color)

· How product is used (dosing regimen, feelings of wearing ring, inserting/removing ring)

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

	The blood samples and returned rings showed that some participants did not use their rings or have drug in their blood all or most of the time. We would like to find out from you, since you participated in the trial, why this may have been… [Available tools: Adherence trajectory tool, SAMPLE drug level results visual tool]

	5. Prior to this discussion, you should have all learned what the drug detection tests showed about your ring use and seen this graph. [Present adherence trajectory tool with talking points]  Now, looking at the different patterns of use depicted on these lines, what do you think about how different women in ASPIRE used their rings? 

Possible probing topics:

· How did women use their rings throughout the trial?

· How was this different for younger (18-21) vs. older women?

· Are there other common patterns not shown here?

· Tell me more about what might have been happening for women in each of these groups?
·  What were the most and least common patterns? Why?

	6. How easy or difficult was it for women to wear the ring during ASPIRE?

Possible probing topics:

· How did wearing the ring fit in with daily routines or lifestyle?

· 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?
· For how long do you think women would be willing to use a product like the ring continuously, for HIV prevention? 
· What would make women stop using the ring? What was your experience? What have you heard from others? 

	7. Let’s talk about times when women removed the ring. What was going on?

Possible probing topics:

· What did women do with the ring they removed?
· How long was the ring out?

· What was done with the ring while outside the body? (if cleaned, what products used)
· Experience or fear of side effects (includes fear of getting cancer, infection, etc)

· Relationship/partner influence (who removed ring? Partners?)
· Other people (e.g. family, friends, other participants) 

· Social/cultural/economic issues

· Sex 

· Menstruation

· Fertility intentions

· Perception of efficacy

· Was there any discussion amongst participants about ring removals and why it happened?

	8. What did women say about the ring coming out on its own, did you hear about this?   

Possible probing topics:

· What did they say about why they thought it came out?

· Where were they?

· Did they replace it? What did they do with the original ring?

· How often did this occur?

· Was there any discussion amongst participants about how to deal with expulsions of ring? If yes, what was said?


	D. Male Partners – How did male partners influence ring use/study participation?

	Let’s talk about male partners.

	9. What did male partners of women in the study know about ASPIRE? 
Possible probing topics:
· How did disclosure (or not) to male partners influence you as participants?
· How did male partners take part in the research process? 
· What do you think partners’ opinions and feelings were about research? 
· What do you think men in general knew and felt about ASPIRE? 

	10. What did male partners say about the ring?
Possible probing topics:
· How did using the ring impact sexual dynamics between men and women?
· How did male partners influence women’s ability to use the ring safely and consistently?
· How would male partner’s reaction influence future use of the product?
· How was male partner influence different for younger (e.g. 18-21, unmarried) vs. older women?

	11. Did women think that the ring changed their sexual experience?

Possible probing topics:
· For their male partners?

· For themselves?

· What did male partners say about feeling the ring during sex? 
· Did this impact disclosure?

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

	12. What are the ASPIRE results? 

Possible probing topics:

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

· Understanding/ comprehension of the results – overall and age group differences

· Feelings about results – overall and within their age group

· Knowledge and understanding of placebo/drug product assignments

· Do you agree or disagree with what other people have said about the results?

· Why do you think the ring was not protective for women aged 18-21?

	F. ASPIRE results – What do participants understand and think about the level of protection provided by the ring? [Possible tools: Slide(s) from MTN “Understanding ASPIRE results”]

	13. What have you heard about the level of HIV protection from the ring in ASPIRE?
Possible probing topics:
· What do you think it means that the ring prevents about one-third of infections?

· What does it mean to you that the ring only provides “some protection” from HIV?  
· How would you explain to a friend/partner that in ASPIRE the ring provided some protection from HIV?
· If you told them and they did not understand, how else would you try to explain it?
· Do you think these amounts are protective enough? Not enough? Why or why not?
· What do you think is the minimum level of protection that would be acceptable for women to use the ring in the future?

	14. The ring was not found to be protective for women aged 18-21, and their adherence was also lower. It’s important for us to understand why the ring for HIV prevention and young women might not be a good “match.” Why do you think that was? [NOTE: Try to minimize blaming for not using ring; instead, encourage constructive, insightful discussion]
Possible probing topics:

· Do you agree/disagree?

· What are the unique features of younger women’s lives that make ring use challenging?

· What are better HIV prevention strategies for younger women?

· How can ring challenges be overcome?

· What can research staff do to encourage younger women to like and use the ring more?

	15. Do you think women in this community want to use the ring for HIV prevention?
Possible probing topics: 
· Would women in your community use the ring by itself?
· Would young women (e.g. 21 and under) in your community use the ring?

· Would unmarried women in your community use the ring? 

· Would women in your community use condoms and the ring?

· Would women in your community use some other HIV prevention combination?

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

	Let’s discuss the various social activities that occurred at the clinic.

	16. What were your experiences with the participant engagement 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? [If appropriate, record by show of hands]
· Frequency of attendance
· What did staff or others say about ring use at your site? 
· Thoughts on hearing about staff checking for change in ring color based on use?

· Interactions with staff

· Interactions with other participants

	17. How do you think the social activities influenced participants?

Possible probing topics:

· What was helpful, what was not

· How did social activities affect discussions in the waiting rooms?

· Were women more/less talkative to each other? More/ less supportive or friendly?

· Was there an influence on use of products or other behaviors?

· What feedback did your site receive about adherence level during ASPIRE? How did this play out in terms of the participants’ responses to this information?


	H. Joining HOPE – Are women interested in joining HOPE?

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

Possible probing topics:

· Who did you hear about it and from where?

· What did you understand about it?

· How did you feel about it?

	19. Do you think women would be interested in joining HOPE?

Possible probing topics:

· How do think the ASPIRE results will influence women’s interest in joining HOPE?

· What other factors would influence their interest in joining?
· What have you heard about whether other women from ASPIRE will be joining HOPE?


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. 

We’ve now reached the end of our discussion. Do you have any questions for me or any additional comments about your experience in ASPIRE? 
[At this time, the facilitator should answer any unanswered questions and clarify any misconceptions, or refer participants to someone who can.]
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