%% A

foXXy doxy

Doxycycline Prophylaxis for Prevention
of Sexually Transmitted Infections
Among Adolescent and Young Women
in the United States

m .‘11‘. I;\I,El!:lon INSTEJ§HD|G"AL M UN[VERSITYof UCLA ﬁ

mnm.mmu o Trials Network Trials Network HEALTH & INNOVATION UNIVERSITY OF MINNESOTA WASHI NGTON

ssssssssssssss



IMPLEMENTED BY

Adolescent Medicine Trials Network

HIV Prevention Trials Network

Institute on Digital Health and Innovation at Florida State University
University of Minnesota/Hennepin Healthcare

University of Washington

David Geffen School of Medicine at UCLA

UCLA Center for Clinical AIDS Research and Education

One Cow Standing

FUNDED BY

The Eunice Kennedy Shriver National Institute of Child Health
and Human Development (NICHD)

WITH CO-FUNDING FROM

The National Institute on Drug Abuse (NIDA)
The National Institute of Mental Health (NIMH)



FoXXy 00Xy

THE SHORT OF IT

foXXy doxy is a study addressing the increasing rates of STIs
such as gonorrhea, syphilis, and chlamydia. Adolescent and
young women represent a unique and important population
that is often overlooked in HIV/STI prevention interventions.

Emerging data indicates that doxycycline prophylaxis
(DoxyPEP), a medication prescribed to other populations to
prevent STIs, may be a promising strategy for prevention.
foXXy doxy strives to understand how DoxyPEP can best
protect adolescent and young women against STIs.

The study will enroll young women
between ages 14-29

The study will evaluate the efficacy,
acceptability, and tolerability of
DoxyPEP for this population




BACKGROUND

Unlike men, women who acquire
bacterial STIs are at an increased
likelihood for severe sequelae that can
have substantial impacts on
reproductive health, such as pelvic
inflammatory disease, increased HIV
acquisition, infertility, and pregnancy
complications. Ongoing increases in STI
rates combined with health risks
associated with STl exposure highlight
the need for novel, effective STI
prevention interventions tailored for
adolescent and young women -
population that is often left out of
studies evaluating HIV/STI prevention
interventions.

Emerging data indicates that
doxycycline prophylaxis may be a
promising strategy to prevent
bacterial STIs. An open-label substudy
of the IPERGAY trial demonstrated that
consumption of doxycycline 200mg PO
within 72 hours after a sexual encounter
was associated with a 47% relative
reduction in syphilis and chlamydia
incidence among gay and bisexual
men (GBM) using PrEP in France. Similar
findings were demonstrated in the
open-label DoxyPEP trial, which
demonstrated that DoxyPEP reduced
quarterly incidence of any STI by two-
thirds among GBM attending sexual
health clinics in Seattle and San
Francisco.




Such findings have resulted in local and state-level public health agencies
advocating for the use of DoxyPEP within certain populations who have
increased likelihood for STIs. However, these recommendations have not
yet been uniformly extended to women.

To date, the only study evaluating DoxyPEP for STI prevention among
women found that DoxyPEP did not significantly reduce STIs among Kenyan
cisgender women. Preliminary data suggests that compliance may have
contributed to this negative finding, as analysis of doxycycline levels in
hair samples indicated that 44% of women assigned to receive DoxyPEP
may not have taken any doxycycline. It is important to note that, as
participants in the Kenyan study were not required to have an STI for
enrollment and did not receive routine STl testing outside of the study,
limited awareness of STIs and low perceived risk of STI exposure may have
contributed to suboptimal DoxyPEP use.

These results underscore the need for further studies evaluating the
acceptability, efficacy, tolerability, and use of DoxyPEP among young
and adolescent women and are at increased likelihood of STI exposure.
Such data will be critical to inform the development and implementation
of high-impact STI prevention strategies within this key group.
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STUDY OVERVIEW

foXXy doxy is a study associated with the Adolescent Medicine Trials Network
for HIV Interventions (ATN) and the HIV Prevention Trials Network (HPTN).

This project will be an individual-level intervention. Participants will be
randomized 1:1:1 to receive either:
1. on-demand DoxyPEP (doxycycline 200mg within 72 hours after
condomless sex);
2. Weekly DoxyPEP (200mg weekly regardless of sexual activity); or
3. Sstandard of care (quarterly STI/HIV testing/treatment and sexual health
counseling at each visit).

All participants will receive sexual health counseling, referrals to HIV
services, PrEP services, contraceptive services (if desired), and condoms. If
randomized to DoxyPEP, participants will be instructed to take either 1)
doxycycline 200mg within 72 hours after condomless sex and no more than
200mg/day or 2) doxycycline 200mg weekly regardless of sexual activity.
Participants randomized to either DoxyPEP arm will receive a 90-day supply of
medication at each study visit and will be able to receive refills as needed
between visits.

Follow-up visits will occur quarterly (every 12 weeks) for a total of a year. At
each follow-up visit, all participants will receive HIV screening, STI testing
(syphilis as well as triple-site GC/CT), pregnancy screening, and sexual
health counseling. All participants will complete surveys evaluating sexual
behaviors, acceptability, and possible doxycycline-associated side effects.
Participants randomized to receive DoxyPEP will complete surveys evaluating
doxycycline use as well as barriers and facilitators.

To assess and promote DoxyPEP use, all participants will have access to the
HealthMpowerment (HMP) mobile app. HMP is an optimized platform for
DoxyPEP use support, appointment reminders, houses FAQs, and participants
will also utilize a direct inbox chat feature with access to trained staff. Site
staff will be trained to promote DoxyPEP use support.

o



STUDY AIMS

Evaluate the efficacy of DoxyPEP (both on-demand
and weekly dosing) in reducing all incident
bacterial STIs (gonorrhea, chlamydia, and early
syphilis), compared to standard of care among
adolescent and young women.

Assess the acceptability of DoxyPEP as a strategy
to prevent bacterial STIs (cc, CT, and early
syphilis,) among adolescent and young women.

Assess the tolerability of DoxyPEP as a strategy to
prevent bacterial STIs (GC, CT, and early syphilis,)
among adolescent and young women.

Evaluate self-reported DoxyPEP use and objective
use of DoxyPEP as strategies to prevent bacterial
S$Tls among adolescent and young women.




APP HIGHLIGHTS

Appointments

Love Log

Care Locator

Ask the Expert

Request and keep track of study visits and
appointments with a health care provider.
The app also sends reminders to
participants for upcoming appointments
and provides scheduling options.

Helps users coordinate DoxyPEP nudges
with their planned sexual activity. Helps
users in general see patterns in their
sexual activity that could impact
medication adherence and/or STI risk.

Rewards engagement and activity within
the app.

A messaging feature that allows study
participants to communicate
privately/directly with assigned study staff.

A conversational space where peers can
openly share dialogue and post thoughts
to promote community.

Find resources based on location or
services needed.

A feature participants can use to submit
anonymous questions.



TAKEAWAYS

Coming after completion and analysis of the foXXy doxy study.

WHAT'’S NEXT?

The foXXy doxy study will open for enrollment in 2025, with an
anticipated completion of follow-up study visits in 2027.

LEARN MORE ABOUT THE ATN

Check out the ATN website or follow the ATN on social media:

© Q6D

ATN Website | Linkedin | Instagram | Facebook. | Bluesky

LEARN MORE ABOUT THE HPTN

Check out the HPTN website or follow the HPTN on social media:
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HPTN Website | LinkedIn | Instagram | Facebook | X



https://www.atnconnect.org/
https://www.linkedin.com/company/90652732/
https://www.instagram.com/atnresearch/
https://www.facebook.com/ATNresearch/
https://bsky.app/profile/atnresearch.bsky.social
https://www.atnconnect.org/
https://www.facebook.com/ATNresearch/
https://www.instagram.com/atnresearch/
https://www.linkedin.com/company/90652732/
https://www.hptn.org/
https://www.hptn.org/
https://www.linkedin.com/company/hivptn/
https://www.instagram.com/hivptn/
https://www.facebook.com/HIVptn/
https://x.com/HIVptn
https://www.hptn.org/
https://www.facebook.com/HIVptn
https://www.instagram.com/hivptn/
https://www.linkedin.com/company/hivptn/
https://x.com/HIVptn

