A Qualitative Evaluation of Women’s Experience Recelving Drug Feedback in MTN-025/HOPE - an HIV Prevention Open-label Trial of the Dapivirine Vaginal Ring

Ariane van der Straten®1?, Ariana WK Katz?!, lvan C. Balan?, Krishnaveni Reddy?, Juliane Etima#*, Kubashni Woeber>, Thelma Tauya®, Millicent Atujuna’, Rachel Scheckter8, Kenneth Ngure®,
Lydia Soto-Torresi?, Nyaradzo Mgodi®, Thesla Palanee-Phillips3, Jared Baeten!, on behalf of the MTN-025/HOPE Study Team

IWomen’s Global Health Imperative (WGHI) RTI International, San Francisco, CA, USA; HIV Center for Clinical and Behavioral Studies, Columbia University, New York, NY, USA; 3Wits Reproductive Health and HIV Institute (Wits RHI),
University of the Witwatersrand, Johannesburg, South Africa; “Makerere University-Johns Hopkins University Research Collaboration, Kampala, Uganda; >Medical Research Council, Durban, South Africa; ®University of Zimbabwe College of Health Sciences Clinical Trials Unit,
Harare, Zimbabwe; ‘Desmond Tutu AIDS Foundation, University of Cape Town, Cape Town, South Africa; 8FHI 360, Durham, NC, USA; °Department of Community Health, Jomo Kenyatta University of Agriculture and Technology, Juja, Kenya;
10DAIDS, NIH/NIAID, Bethesda, MD, USA; YUniversity of Washington, Seattle, WA, USA; *2Center for AIDS Prevention Studies (CAPS), University of California San Francisco, CA, USA

MTN
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Results

Background

The Microbicide Trials Network is funded by the National Institute of Allergy and Infectious Diseases (UM1AlI068633, UM1AI068615, UM1AI106707), with co-funding from the Eunice Kennedy Shriver National Institute of Child Health and Human Development and
the National Institute of Mental Health, all components of the U.S. National Institutes of Health. The content is solely the responsibility of the authors and does not necessarily represent the official views of the National Institutes of Health.

In MTN-025/HOPE (N=1456), an ongoing open-label extension HIV prevention trial of the

dapivirine (DPV) vaginal ring (containing 25 mg and replaced monthly), former MTN-020/ASPIRE
participants! can choose to use the DPV ring or not, and can change their mind during the study.?
Adherence to HIV prophylaxis is challenging; as with other PrEP approaches, protection from the
DPV ring improves with higher adherence.?

Providing drug feedback (residual drug levels in returned rings) to
participants was feasible to implement in previous HIV prevention
clinical research,*> and was incorporated in HOPE to improve
adherence.

Motivational Interviewing (Ml)-based interventions have shared
biomarker and self-report data with individuals to increase
engagement and motivation to attain behavior change goals.®’
We conducted qualitative interviews in HOPE to assess
participants’ experience with and reaction to receiving drug
feedback in the context of MI-based intervention.

The HOPE qualitative component is taking place at six sub-
Saharan African sites (Figure 1).
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RESULTS 1: RDL in Enrollment Rings

6, after receiving the RDL results for their enrolilment (and possibly later)

rng(s).

 RDL for enrollment rings (Figure 5) showed that:

 51% had evidence of good to high protection (RDL score = 2-3)
 17% had no evidence of protection (RDL score = 0)

Figure 5. Distribution of RDL Scores: Enrollment rings (N=55)
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RESULTS 2: Participant Reactions to RDL Feedback

 Reactions to RDL were often emotional (Figure 6):

« Participants with scores indicative of high protection
usually responded with relief and happiness.

 For some, even a score of 2 created distress.

e Participants with lower scores who insistently
reported high adherence often appeared upset;
some remained perplexed by their results, while
others provided alternative explanations (see
Results 4).

 Many accepted their results and reported practices that
could explain lower scores (see Results 3).

* Overwhelmingly, counselors were described as caring,
friendly and non-judgmental; providing support to
participants to a) maintain consistent use, b) strive for
Improvement or ¢) choose an alternative prevention
method if the ring was not a suitable option.

Figure 6. Reactions to RDL and effect of
receiving feedback
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RESULTS 3: Reported Ring Adherence Behavior

biomarker of ring adherence.1?
RDL scores are calculated by
dividing amount of residual DPV In
ring by coverage period.?

During Ml-based adherence
counseling, counselors preface
drug feedback with an introduction

Keep in mind... Drug Levelsin Ring

The clmg level results may not be 100%
accurate

Low use High Use

We sharc thc rcsults with you...

5o you have a gcneral idea of the level of Protection
you are receiving, from the Ring

> To hclp you decide whether you want to use the Ring
cliFFcn:nt[H so that it givcs you more Protcction from
HIvV

what you do with this information is your cl'ioicc

almed at minimizing resistance to
receiving feedback and facilitating
open discussion of the results (Figure 2).
Counseling messages frame RDL results in
terms of HIV protection, from no protection
(score=0) to high protection (score=3). RDL Is
discussed with participants during counseling
sessions ~2-3 months after the ring Is
returned (Figure 3).

In-depth-Interviews (IDIs) about RDL were
conducted with a subset of HOPE qualitative
participants (n=55) who accept to use the ring
at enrollment or at any point during follow-up,
and special case IDIs (e.g. seroconverters or
those experiencing social harm) (Figure 4).

Figure 4. HOPE qualitative component RDL IDI
types, and count by IDI type and site (N=55)
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 29% reported at least one reason for removal

Always adherent
(n=38)

Menses (n=5); Bathing (n=3)

For sex/Not having sex (n=4)
Pain/Side-Effects (n=3)
. Drunk (n=1); Smell (n=1)

Partner (n=1)
“Test” the RDL result (n=1)
*Some participants
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RESULTS 5. Participants’ recommendations
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* |Inaccurate tests, laboratory errors
« Dysfunctional ring

Suspected interactions between ring and:
* Herbs/medications
 Menses/vaginal fluids

Ring not working due to:
e Incorrect use

RESULTS 4: Participants’ Alternative Explanations to RDL Results

Machine or device errors were blamed for some of the RDL scores

* Not having sex/no semen exposure (thought to be needed to release drug from ring)
* Not using condoms (no explanation provided)

* Incompatibility with participant’s body (e.g. drug not “flowing” into her system)

Conclusions

 RDL feedback interactions are complex; participants valued the monitoring of protection level against HIV, but results
evoked strong emotional responses and were at times difficult to accept.

 Client-centered counseling helped to channel emotions and behavioral reactions positively.

« Emphasis on protection (rather than adherence) minimized confrontational interactions and facilitated alternative, but
at times implausible, explanations.

o Participants recommended more rapid feedback and improved test accuracy to more precisely reflect product use.
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