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HPTN 084-01

Examining safety, tolerability, and acceptability of injectable cabotegravir (CAB LA) for pre-
exposure prophylaxis (PrEP) for 55 cisgender adolescent females under 18 years of age

HPTN 084-01
Study Participant Plan

Step 1 Step 2 Step 3

5 weeks 29 weeks 48 weeks

Uganda
MU-JHU Research

Collaboration
Daily Pill Shot Every 8 Weeks Daily Pill or Shot Every 8 Weeks \

(MUJHU CARE
Zimbabwe
i Spilhaus CRS

LTD) CRS
CAB Pill CAB LA Shot Option of TDF/FTC Pill or Enroliment in CAB LA
OLE (Open Label Extension) Study

South Africa

*In step 2, the first two shots are four weeks apart and 8 weeks apart after that Ward 21 CRS

Graphics designed by Wits RHI and modified by FHI 360
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COVID-19 and Social Barriers

Travel curfews
Limitation on number of public
transport passengers

Inaccessibility to smartphones,
Wi-Fi, and computers for
participation on Zoom and
Teams

Limitation on number of people
attending gatherings

Low HIV risk perception, low awareness of PrEP
Research wariness

Premarital sex seen as taboo

Nondisclosure of sexual activity to parents

ARV stigma

Disinclination to use contraception

Study visits conflicting with school

Parent’s lack of familiarity with clinical trials
Parent’s employment related inaccessibility




Snowballing

« Community engagement staff
encouraged adolescent participants to
refer friends, schoolmates, and family to

the study

PrEP-use ambassadors described the
study to prospective participants using
text messaging and individual
interactions

Incentives were provided for every 5
referrals made to the study




- Community health workers and community
outreach staff engaged cisgender adolescent

girls in the community

- Adult and youth community advisory boards
(CABs) helped community outreach staff
identify adolescent hang-out locations

Photo Credit: Mary Altaffer/Associated Press via
the NY Times
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Adolescent Health Clinic Referrals

* With the clinic manager's permission,
community health workers and community
outreach team provided an overview of the
study to adolescent health clinic staff

Once a relationship with clinic staff was
established, study staff were granted

permission to explain the study to prospective |
participants attending the adolescent health E
clinic

Prospective participants expressed interest in
the study, and clinic staff made referrals
accordingly




Enroliment Results

- 300 prospective participants
were contacted Snowballing  Outraact
between November 2020 — July M 36%

2021

Screening to enrollment ratio of -
73:55 cisgender adolescent . Refer;l/s
females

Study fully enrolled 4 months
ahead of schedule
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Conclusions

HPTN 084-01 research sites successfully
enrolled cisgender adolescent females by
using modified recruitment strategies

Enrollment targets were achieved ahead
of schedule

Researchers in Sub-Saharan Africa should
consider these strategies to reach
cisgender adolescent females

for participation in HIV prevention trials in
their regions




HIV Prevention
Trials Network

HPTN
i A :“L d

The HPTN 084-01 protocol team recognizes the courage and commitment of the study

participants and their families, the site staff, and the communities that support them.
Protocol Chair: Sybil Hosel( ', ST HPﬁ\I\‘Lab Yaw Agyei, Mark MUJHU CRS staff Makerere University —Johns Hopkins University,
Protoccito -Chair: Lynda Si:ramx-Chlbapda Marzmke EsteIIe M. Piwowar- Kampala, Uganda Pl = Clemensia Nakabiito, IoR — Brenda Gati Mirembe,
NIAID: Adeola Adeyeye Mannlng, Ethel D. Weld 7 SC — Betty Kamira
OSCO: Donna Germuga, Stephanie Gubb ViiV: Alex Rmeharz Giﬂd‘y,MCCOIg‘
NICHD: Bill G. Kapoglannls Bill &Mellr)pd’aiGates/FourrBétgpn Spilhaus CRS staff: University of Zimbabwe Clinical Trials Research Centre,

&

¢ argdo Amber Babinec, Lut VéinQ ‘-‘; mé ; ** .
ch, ‘M ly Dyer, erica |. hamilton, j TR0
on, }Séd?:t Rose,; lirupama Sista, Jill
StantOn §arah Stone,»

Harare, Zimbabwe. Pl — Nyaradzo Mgodi, |IoR — Bekezela Siziba,
SC — Eunice Tahuringana

~ Ward 21 CRS staff: Wits Reproductive Health and HIV Institute and
University of Witwatersrand, Johannesburg, South Africa. Pl — Sinead
Delany-Moretlwe, S| — Carrie Matthew, SC — Ishana Naidoo

onda R. White
FHI 360: Rathleen M Mchueen

PAB: Katue*smnx e

SCHARP LyndaE“meI James Hughes, Julie

hptn.org 9

£ g Y /HIVptn



ANy 1

Trials Network

Acknowledgments

» Overall support for the HIV Prevention Trials Network (HPTN) is provided by the National Institute of
Allergy and Infectious Diseases (NIAID), Office of the Director (OD), National Institutes of Health (NIH),
National Institute on Drug Abuse (NIDA), and the National Institute of Mental Health (NIMH) and the
Eunice Kennedy Shriver National Institute of Child Health and Human Development (NICHD) under
Award Numbers UM1AI068619-15 (HPTN Leadership and Operations Center), UM1AI068617-15
(HPTN Statistical and Data Management Center), and UM1AI068613-15 (HPTN Laboratory Center).

« HPTN 084-01 is also co-funded by the Bill and Melinda Gates Foundation (BMGF) and support is
provided by ViiV Healthcare.

» The content is solely the responsibility of the authors and does not necessarily represent the official
views of the National Institutes of Health.

82 ) /Hivptn

hptn.org 10



