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This section provides information on requirements for study procedures in MTN-032, including screening, 
enrollment and participant follow-up visits.   

 

5.1 Visit Location 

All visit procedures are expected to be completed in a location agreed upon by the participant.   
 

5.2 Visit Scheduling 

Ideally participants enrolled into Phase 1 or 2 of MTN-032 will have their IDI/FGD conducted on 
the same day as enrollment, with the exception of conducting informed consent procedures 1-2 
days in advance of focus group discussions when necessary. However, there may be some 
individuals who require the IDI/FGD to be scheduled for a more convenient time, if necessary, 
and this should be documented in the comments section of the Participant Status Form (PSF). 
Additionally, staff may need to be flexible in scheduling IDIs/FGDs by allowing for after-hours and 
weekend meeting times, and/or alternate venues to make the meetings convenient for the 
participants, provided the venue is conducive for the IDI/FGD (see Visit Location above). Staff will 
also need to consider the availability of all necessary interview staff when scheduling participants 
for their IDI/FGD. 
 
As noted in Section 3 of this manual, any change in interview modality assignment must first be 
approved by the MTN-032 Management Team, and documented on the Recruitment List and/ or 
the Screening and Enrollment Log. 
 

5.3 Preparing for the IDI/ FGD 

Before each data collection visit, the following should occur:  

• Ensure the correct versions (English and local language) of the discussion guide, tools, CRFs 
and informed consent are printed and ready for use.  

• Ensure the correct data collection tool (e.g. PK results or drug feedback over time tool) for 
female participants are prepared and review them prior to the interview.  

• Ensure staff is aware of which category of participant they will be interviewing (i.e. age group, 
adherence level) and HIV status (for IDI only)  

• Ensure the applicable staff member has reminded the participant of her or his visit, per site 
SOP.  

• Confirm the availability of the interview venue. 

• Confirm that the audio-recorder is charged and/or has batteries and is functioning correctly.  
 

5.4 Data Collection Procedures 

All interviewer-administered CRFs and guides should be administered in the primary language of 
the participant (as indicated on the ICF). Any deviation from this should be documented in the 
participant file notes. A visit checklist should guide the order of procedures for each IDI/FGD. See 
Section 5.6 for more information. 
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5.5 In-Depth Interview/Focus Group Discussion 

The IDIs/FGDs will be conducted in a private location to maintain the confidentiality and safety of 
the participants. This may be the ASPIRE/HOPE clinic, a community hall, the participant’s home 
(for IDIs), or another venue preferred by the participant that is quiet enough for audio-recording 
(see section 5.1 above).  
 
Upon arrival for the IDI/FGD visit, the participant will be greeted and offered refreshments (if 
feasible). The MTN-032 staff will introduce themselves and explain their background, roles during 
the discussion (e.g. interviewer/facilitator, observer, note-taker). The MTN-032 staff will then 
conduct the written informed consent procedures. Following the informed consent process and 
prior to the interview, a staff member will assign a PTID.  Some eligibility criteria will be confirmed 
prior to contacting the participant whereas other eligibility criteria may be confirmed during and 
after conducting the informed consent; see Section 3 for further details on eligibility determination 
and Section 4 on conducting the informed consent process. 
 
The PSF form should be initiated prior to the discussion and completed after the discussion is 
finished. The demographic (DEM) and Behavioral Assessment forms may be administered either 
before or after the IDI/FGD. However, the presentation of drug feedback to female participants 
must be administered during the IDI or, if applicable, before any FGD activities (so that it can be 
done with each participant individually)   The DEM form and any presentation of individual drug 
feedback results must be administered to participants one-on-one in a private location.   
 
The IDI/FGD will follow a discussion guide but will allow for iteration, probing and digression on 
relevant themes. IDIs/FGDs will be audio-recorded and later transcribed and translated by study 
staff. Following the IDI/FGD, the participant(s) will be thanked for their time and reimbursed for 
travel and time. 
 
Immediately following each IDI/FGD, the facilitator should complete their notes, ensure that any 
markings made on relevant tools (e.g. drug feedback over time tool) are fully explained through 
comments on the tools, and update and/or complete the PSF. A debriefing report should be 
completed on the same day as the discussion and undergo a QC process prior to being circulated 
to the study team. 
 
Further description of the management of the audio-files, transcription/ translation process, 
discussion notes, debriefing reports, CRFs, visit checklists and transcripts is described in Section 
7.  
 

 
Phase 1 Presentation of tools: 
For Phase 1, individualized tools depicting drug level results will be generated for each female 
participant and shipped to sites prior to accrual.  Staff members should review the individualized 
tool for each participant in advance of the scheduled IDI or FGD.  A sample tool is available on 
the MTN-032 website, and a legend/ instructions are provided in Section Appendix 5-1.   

 
The presentation of the drug feedback results, must be administered before the FGD (so that it 
can be done with each participant individually) or during the IDI.  Staff should stay neutral during 
the presentation of the results.  Staff must remember that the purpose of the tool is to stimulate 
discussion and NOT to place blame on the participant for any low drug detection or for any 
discrepant information. During the presentation of the results, staff members should ensure 
participant’s understanding of the illustration as well as of her results; furthermore staff members 
should be cognizant of the participant’s reaction upon hearing the results and should record this 
immediately either directly on the PSF or on separate notes that can later be transcribed on the 
PSF keeping in mind the categorical responses.  
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Note that for FGD participants, written informed consent may have already occurred prior to the 
date of the scheduled FGD. In this case, staff should ensure that all required documentation is in 
place for all participants prior to the start of the FGD.  
 
Phase 2 Presentation of Tools: 
For Phase 2, the drug feedback over-time tool used in HOPE will be used to discuss drug 
feedback with participants. Sites will fill-in any remaining drug feedback data onto each 
individual’s over-time tool used in HOPE. A supplemental add-on to the tool is available in 
Section Appendix 5-2. Staff members should review the over-time tool for each participant in 
advance of the scheduled IDI.  
 
 

5.6 Visit Checklists 

Examples of checklists detailing the protocol-specified procedures that must be completed at the 
MTN-032 study visit are available on the MTN-032 website. These checklists should be modified 
as needed to ensure they fit with systems at the site, then reviewed by the MTN LOC (FHI 360) 
for approval prior to implementation. The checklist also specifies the data collection forms that 
must be completed at the visit.  
 

  



MTN-032 SSP Manual Version 2.0 21 December 2017 
Section 5  Page 5-4 

Appendix 5-1: Instructions for Visual Tools for Phase 1 

 
It is important to remain neutral when presenting these tools to female participants and discussing their 
experience using the ring in ASPIRE and/or HOPE.  If needed, reassure the participant that the purpose 
of the tool and the discussion is not to accuse her or other participants of non-adherence, but instead to 
discuss challenges using the ring and to understand their experiences. It is also extremely important to 
remind participants that what they say regarding their ASPIRE and/or HOPE results will NOT have any 
impact on their participation in any other studies, if relevant. 
 
Instructions for Staff on Presenting the Adherence Trajectory Tool: 
 
The Adherence Trajectory Tool is to be used to ask female participants in IDIs and FGDs about their 
perception of their and other women’s overall adherence pattern throughout ASPIRE. The different lines 
represent examples of adherence patterns, and are intended to stimulate discussion about which pattern 
a participant thinks is most illustrative of her behavior. Patterns include:  

 
A) Consistently adherent,  
B) Consistently non-adherent,  
C) Non-adherent at the beginning and adherent by end,  
D) Adherent at the beginning and non-adherent by the end, or  
E) Inconsistently adherent throughout the study.  

 
The x-axis represents overall duration of the study and not specific timepoints (i.e. when adherence 
pattern changes on lines C and D, this represents a change at some point in the study rather than a 
change at a particular point in time). The y-axis represents adherence level from low to high. 
 
Instructions for Staff on Presenting the Individual Drug Level Results Visual Tool: 
 
RTI will provide sites with the Individual Drug Level Results Visual Tool for each participant listed on the 
MTN-032 Recruitment Lists. The tool is a visual depiction of that participant’s specific drug detection 
results from ASPIRE. This tool is meant to be used as a way to provide participants with their drug 
detection results from ASPIRE in a simple fashion in the hopes that it will spark discussion about that 
participant’s experiences of using or not using the ring.  
 
Below are descriptions for each of the four images that may appear on the individual’s tool. Dots 
represent the detection of dapivirine. Green background means that the ring is considered to have been 
used, based on the level of dapivirine detected in the blood or the returned ring. Therefore:  

• The image of the ring with a green background and few dots suggests the ring was used.  

• The image of the ring with no background and many dots, suggests the ring was not used.  

• The image of the blood vial with green background and many dots, means the amount of 

dapivirine detected in the blood suggests the ring was used.  

• And, the image of the blood vial with no background and no dots, means the amount of the 

dapivirine detected in the blood suggests the ring was NOT used. 
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Appendix 5-2 Residual Drug Feedback Over Time Tool Add-On for Phase 2 

The full tool can be found on the MTN-032 site, http://www.mtnstopshiv.org/node/7104. Complete the last 
3 months of RD feedback with available results and attach to the original RD Feedback Over Time Tool 
used during HOPE.  

 

 

http://www.mtnstopshiv.org/node/7104

