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@ What's New in HIV Prevention? — An Update for Community Educators and Advocates

Executive summary

As part of the SCOPE project,' EATG held a community e-meeting “Developments in the HIV
and STls Biomedical Prevention Pipeline — An Update for Community Educators and Advo-
cates”, on 14 May 2025.

This webinar provided crucial updates on:
= New and promising tools for HIV prevention;

= HIV prevention research in transgender communities, with a focus on HIV risk in neova-
ginas in transgender women.

As HIV advocates, we need to highlight the vital need for inclusive studies to better under-
stand and address specific vulnerabilities of our communities and ensure equitable access
to effective interventions.

Thank you to Harriet Langanke (EATG Combination Prevention Programme Co-Chair) and
Amanita Calderén-Cifuentes (TGEU and SCOPE Community Expert Group Member) for mod-
erating the webinar, Marco Stizioli (SCOPE Community Expert Group Member) for drafting
this report and to all the speakers and partners for joining us!

Link to the recording:

https://youtu.be/Ncn30A-x4D4?feature=shared

1 The webinar was part of the SCOPE Project, which has been developed by the EATG and was made
possible through a grant from ViiV Healthcare Europe Ltd. ViiV has not had any control or input into
the structure or content of the events.
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New PrEP options

What is in the pipeline and what are promising tools for prevention?

Cindra Feuer & Catherine Verde Hashim - AVAC
To access the slides click here.

In simple terms, “in the pipeline” refers to something that is currently being developed or
planned. In the context of HIV prevention, this refers to tools that researchers and industries
are studying, but that are not yet available to the public.

During their presentation webinar, Cindra Feuer and Catherine Verde Hashim from AVAC pro-
vided an update on both new PrEP options that are currently available and potential future
tools that are in development.

On demand PrEP (TDF/FTC, Truvada) for cisgender women and people with vagina

For on-demand PrEP, the EACS and IAS USA guidelines specify a regimen for these popula-
tions: two pills taken 2 to 24 hours before sex, followed by one pill every day for seven days
after the last sexual activity.

However, new data shows PrEP can be highly effective in cisgender women using modified
“on demand” regimes—2-1-1-1 or 2-2-2-2. These new schemes are not yet recommended in
guidelines.

F/TAT (Descovy) for people with vagina?

While new research suggests that F/TAT PrEP could be considered for people with vagina, this
type of PrEP is not authorised in Europe.

Injectable PrEP
= Cabotegravir (CAB)

This injection is given every two months and works for all people. It is approved in Eu-
rope, but not yet available due to cost. The current price is $160/year for LMICS. The
UK, France, Spain, Australia have rejected CAB LA due to its price.

Direct license coverage includes Ukraine, Kyrgyzstan, Tajikistan, Uzbekistan, Mongolia.
No patents, indirect license coverage includes Kosovo, Georgia.
A four-month version of CAB-LA is also being studied.

= Lenacapavir (LEN)

This is a new type of shot given every six months. It looks very effective and safe. LEN
was approved in the US in June 2025, and it is expected to be approved in Europe by
the end of 2025.2

2 On14 July 2025, the World Health Organization (WHO) released new guidelines recommending the

use of injectable lenacapavir (LEN) twice a year as an additional pre-exposure prophylaxis (PrEP)

option for HIV prevention, in a landmark policy action that could help reshape the global HIV re-
sponse. The guidelines are being issued at the 13th International AIDS Society Conference (IAS
2025) on HIV Science, in Kigali, Rwanda.


https://www.eatg.org/wp-content/uploads/2025/05/2-cindra-feuer-cat-verde-hashim-prep-pipeline.pdf
https://eacs.sanfordguide.com/eacs-part1/art/eacs-pre-exposure-prophylaxis
https://jamanetwork.com/journals/jama/fullarticle/2827545
https://www.who.int/publications/i/item/9789240111608
https://www.who.int/publications/i/item/9789240111608
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Generics are planned via six direct licenses, expected by 2027. These licenses cover:
Armenia, Azerbaijan, Belarus, Georgia, Kazakhstan, Kyrgyzstan, Moldova, Tajikistan,
Turkmenistan, Ukraine, and Uzbekistan (in the Europe/Central Asia region).

However, the license excludes countries with fast-growing epidemics (e.g., Latin Amer-
ica, MENA, Eastern Europe).

Companies capable of producing LEN at scale (e.g., Cipla, Aurobindo, MacLeods) should
be licensed to manufacture, compete and help lower high prices.

A yearly shot is also being researched.

Dapivirine Vaginal Ring (DVR)

Aflexible ring that is inserted into the vagina every month. It releases medicine locally, which
means fewer side effects. It reduces HIV risk by 35-50%.

It is approved in some African countries, but there are no plans for Europe yet.

A three-month version is also being studied.

Dual Prevention Pill (DPP)

This new single daily pill from Viatris aims to combine HIV prevention (PrEP TDF/FTC) and
birth control. Approval could come as early as 2025, with an initial focus on African countries.

We already know that taking oral PrEP and contraception separately works, so ongoing stud-
ies must show that this combined pill has equivalent drug absorption.

MK-8527

A monthly oral pill being studied for HIV prevention. If successful, it could become the first
long-acting PrEP in pill form, offering an alternative to injections.

Larger studies will start in mid-2025.

Years Ahead in HIV Prevention Research

Time to Market
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Inclusion of Trans Communities in HIV Prevention Re-
search: The Case of HIV Risk in Neovaginal Microbiome
in Transgender Women

Inclusion of trans communities in HIV prevention research & services de-
livery

Lydia Ann Fein, MD, MPH - University of Miami Miller School of Medicine.
To access the slides click here.

Nichole Klatt, PhD - University of Minnesota
To access the slides click here.

It is increasingly important to include transgender communities in HIV prevention research,
as the traditional concept of gender as strictly “male” or “female” is evolving. Many people
identify differently, and it is essential to understand how these diverse gender identities im-
pact health outcomes, particularly in relation to HIV.

One major challenge is how to ask about gender identity in a way that is both sensitive and
inclusive. It can be difficult to provide enough response options without making the ques-
tion overly complex or confusing. The most effective method involves a two-step question:

= First, ask about sex assigned at birth
= Then, ask about current gender identity

This approach is more accurate than a single-question format and allows for a free-text op-
tion for those whose identities are not represented by predefined categories.

Another significant challenge is the fear of stigma and privacy concerns. Transgender and
gender non-conforming people might be reluctant to participate in research if they are con-
cerned about mistreatment or the potential exposure of personal information.

It can also be difficult to recruit a sufficiently large and diverse group of participants, as
traditional sampling methods may not be effective. Additionally, the collection of biological
samples may cause discomfort for some people. Where possible, offering self-sampling op-
tions may help to improve participation rates.

A key area of emerging research focuses on HIV risk following surgery in transgender women
who undergo gender-affirming procedures. The study presented by Dr. Nichole Klatt seeks
to determine whether the new internal environment, known as a neovagina, may influence
HIV risk.

Itis well established that an unhealthy balance of microorganismsin the vagina can increase
risk of HIV acquisition. This research investigates whether similar microbial risk factors are
present in neovaginas.

This work involves studying the microbiome: the community of microscopic organisms, such
as bacteriaq, that reside in a particular environment.


https://www.eatg.org/wp-content/uploads/2025/05/3-lydia-fein-inclusion-of-trans-communities-in-hiv-prevention-research-services-delivery.pdf
https://www.eatg.org/wp-content/uploads/2025/05/4-nichole-klatt-inclusion-of-trans-communities-in-hiv-prevention-research-services-delivery.pdf
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Findings to date are noteworthy. Bacterial Vaginosis (BV), a common infection where healthy
vaginal bacteria are replaced by unhealthy ones, is associated with increased HIV risk. BV
can cause symptoms such as odour and discharge and has been linked to increase the risk
of HIV and other infections. Importantly, HIV prevention medicines have been shown to be
less effective in women who have this type of unhealthy microbial imbalance.

Studies suggest that neovaginas show similar microbial patterns to those seen in BV, often
containing a mix of unhealthy bacteria, much like BV. This imbalance is linked to inflamma-
tion, a potential factor in increased HIV risk.

Moreover, in transgender people, a higher number of sexual partners has been associated
with both a less healthy microbial composition and greater inflammation. This may represent
a biological mechanism contributing to increased HIV risk.

In conclusion, in both cisgender women with BV and transgender women with neovaginas, an
unhealthy microbial balance seems to be common and may be linked to increased HIV risk.

It is therefore critical to conduct further studies to fully understand these biological mech-
anisms and to develop more inclusive and effective HIV prevention strategies for transgen-
der people.
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About the European AIDS Treatment Group:

The European AIDS Treatment Group (EATG) is a patient-led NGO that ad-
vocates for the rights and interests of people living with or affected by HIV/
AIDS and related co-infections within the WHO Europe region. Founded in
1992, the EATG is a network of more than 150 members from 45 countries in
Europe. Our members are people living with HIV and representatives of dif-
ferent communities affected by HIV/AIDS and co-infections. EATG represents
the diversity of more than 2.3 million people living with HIV (PLHIV) in Europe
as well as those affected by HIV/AIDS and co-infections.

For more information, please visit


http://www.eatg.org

