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Background

= Following the release of MTN-020/ASPIRE study results in February 2016
which showed that a monthly dapivirine vaginal ring was well tolerated
and reduced the risk of HIV-1 acquisition among women, decision was
made to move forward with MTN-025//HOPE, an open-label extension
trial to assess the continued safety and adherence to a vaginal ring
containing dapivirine for the prevention of HIV-1 acquisition
(ClinicalTrials.gov number NCT01617096 and NCT02858037). MTN-
025/HOPE was conducted at 14 sites in 4 countries including Uganda,
Malawi, South Africa and Zimbabwe.

= Former MTN-020/ASPIRE participants who were HIV-negative at their exit
from ASPIRE were potentially eligible to enroll in HOPE. Participants had
to meet all study eligibility criteria, including being HIV negative, not
pregnant, and generally healthy to enroll in HOPE.

= To describe the unique approaches of tracing former trial participants for
an open-label extension trial at the Kampala site.

= The Makerere University-John Hopkins University (MU-JHU) CRS was
activated for HOPE study on 05 November 2016 and the site set targets
of enrolling at least 75% of former ASPIRE participants. The overall study
goal was to offer participation to all potentially eligible former ASPIRE
participants.

= Prior to HOPE study activation the study team invited participants who
had provided permission to be contacted for future studies to inform them
about HOPE and sensitize them on new study concepts of CHOICE,
ADHERENCE and OPEN REPORTING.

= The study team obtained most reliable contact information from
participants at these workshops and also reqguested them to inform other
former ASPIRE participants who would be interested but had not
attended the workshops.

= Community educators generated lists of participants to be contacted and
randomly distributed them amongst themselves with each tasked to
contact at least 4 participants on a weekly basis. Community staff also
updated their contacts and locator information so that the most current
contacts are available.

= Approaches used to contact former ASPIRE participants included: phone
calls, home visiting, use of HOPE Study Team that were aware of
participants in areas where they lived, use of former ASPIRE participants,
and use of community contact persons who participated in ASPIRE
accrual.
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Of 242 participants eligible to be contacted for the HOPE study, 228
(95%) were contacted and 13 (5%) were not able to be contacted.

Of the 228 contacted,189 were screened; 172 (91%) were enrolled Iin
HOPE, 4 (2%) enrolled in the decliner population, and 14 (7%) screened
Out.

39 participants were contacted but were not screened due to different
reasons including breastfeeding (n=12), not interested in the HOPE study
(n=6), pregnancy (n=4), self-reported HIV positive (n=1), relocated away
from the clinic site (n=3), work commitments (n=1), planning to conceive
(n=8), co-enrollment (n=1), and lost to follow-up (n=3).

Participants were contacted by telephone (198/228; 87%), through fellow
participants (12/228; 5%), home visits (9/228; 4%), through HOPE stalff
(7/1228; 3%), through community contact person (1/228; 0.5%) and
opportunistic accrual (Participant had come In for contraception) (1/228;
0.5%) (Tablel).

Screen out reasons included: out of window (n=7), HIV Infected (n=2),
refused by mother (n=1), Investigator of Record’s discretion (n=1),
pregnancy (n=2), breastfeeding and involved in another research study
(n=1) (Table 2).

Thirteen contacts were unsuccessful. Reasons why we could not reach
some participants included: change in locator information, phone
numbers not active, and relocation outside Uganda.

Approaches used N=228 Reasons N= 189

n n
Phone calls 198 (87%) Out of window 7 (4%)
Former ASPIRE participants 12 (5%) HIV infectea 2 (1%)
Home visits 9 (4%) Refused by mother 1 (1%)
HOPE study staff 7 (3%) IOR discretion 1 (1%)
Community contact person 1 (0.5%) Pregnancy 2 (1%)
Opportunistic accrual 1 (0.5%) Breastfeeding and involved in another 2 (1%)
(Participant had come in for contraception) study

Conclusions

Recruitment into an open label trial requires a multifaceted approach,
early sensitization of potential participants, updating contacts, locator
iInformation, team work and good coordination ensuring efforts to reach
potentially eligible former ASPIRE participants.

Use of multiple approaches to contact targeted former trial participants

for an open-label extension trial improved effectiveness of recruitment at

Kampala site.
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