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PrEP: The last 10 years



What is PrEP and why is it important?

PrEP: Antiretroviral drugs used by 
people not infected with HIV to reduce 
the risk of HIV acquisition 
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What is PrEP and why is it important?

PrEP: Antiretroviral drugs used by 
people not infected with HIV to reduce 
the risk of HIV acquisition 

Continuing high HIV incidence globally

Steepest reductions in regions with high 
burden but stable / increasing epidemics 
elsewhere

UNAIDS epidemiological estimates 2023; https://aidsinfo.unaids.org/
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PrEP: A brief history

WHO recommends 
PrEP for SDC, MSM 
& TG (conditional 
rec in the context of 
demo projects) 

WHO recommends 
PrEP for people 
at substantial HIV 
risk (strong rec)

Imp tool WHO 
recommends DVR

2012                           2015/16            2017              2019                 2020      2021            2022             2023

ED-
PrEP

WHO 
recommends 
CAB-LA

FDA approved 
TDF/FTC for PrEP

EMA positive 
opinion on 
DVR

FDA 
approves 
CAB-LA



Number of PrEP users globally and over time

Source: WHOSchaefer et al. Lancet HIV 2021: https://doi.org/10.1016/S2352-3018(21)00127-2



Number of PrEP users globally and over time

3M 2020 target

Schaefer et al. Lancet HIV 2021: https://doi.org/10.1016/S2352-3018(21)00127-2
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Forecasting of PrEP 
users until 2023

Schaefer et al. Lancet HIV 2021: https://doi.org/10.1016/S2352-3018(21)00127-2



Number of PrEP users globally and over time

2022

UNAIDS 2022 estimate: 2.5 million

2.5m

Schaefer et al. Lancet HIV 2021: https://doi.org/10.1016/S2352-3018(21)00127-2

Forecasting of PrEP 
users until 2023



Number of PrEP users globally and over time

Forecasting of PrEP 
users until 2023

PrEPWatch Q3 2023 estimate: 5.7 million *

* The estimates by PrEPWatch are for cumulative 
PrEP initiations, not current users

5.7m

20232022

UNAIDS 2022 estimate: 2.5 million

2.5m

Schaefer et al. Lancet HIV 2021: https://doi.org/10.1016/S2352-3018(21)00127-2



Number of PrEP users globally and over time

2025

10M 2025 target

Forecasting of PrEP 
users until 2023

Schaefer et al. Lancet HIV 2021: https://doi.org/10.1016/S2352-3018(21)00127-2



Number of PrEP users globally and over time

2025

10M 2025 target

Forecasting of PrEP 
users until 2023

Schaefer et al. Lancet HIV 2021: https://doi.org/10.1016/S2352-3018(21)00127-2

Considerable further 
growth is required to reach 

the 2025 target



How to reach PrEP targets?

(the future of PrEP)



Differentiated services
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Differentiated services

A differentiated PrEP service delivery 

approach is person- and community-

centred and adapts services to the needs 

and preferences of the people who are 

interested in and could benefit from 

PrEP. Differentiated PrEP service delivery 

may also support more efficient and cost-

effective use of health care resources.



Differentiated services

➢ Make services more acceptable and accessible

➢ Support uptake, persistence, effective use

➢ Maintain quality and safety of services

➢ Support achievement of global goals for PrEP

A differentiated PrEP service delivery 

approach is person- and community-

centred and adapts services to the needs 

and preferences of the people who are 

interested in and could benefit from 

PrEP. Differentiated PrEP service delivery 

may also support more efficient and cost-

effective use of health care resources.



Differentiated services

Service delivery
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Differentiated service delivery



Common framework for differentiated 

PrEP service delivery: four building 

blocks 

Building blocks can differ between 

PrEP initiation, continuation, and 

reinitiation, and between PrEP products.

Building blocks of 
differentiated service delivery



Where: Service location

Photo credit: Project1519

Kenya: Pharmacy 
PrEP

Photo credit: Fred Hutch/Katrina Ortblad

Brazil: 
Telehealth for 
PrEP

Viet Nam: 
Mobile PrEP

Photo credit: PATH Viet Nam



Who: Service provider

Task sharing 
with nurses has 
enabled global 
expansion of 
HIV testing and 
treatment

Nurse-led PrEP 
services: 
Nurses lead all 
steps of PrEP 
provision, 
including 
prescription



Who: Service provider

Credit: Ana Francisca KOLLING, MoH Brazil

Presented at 2022 AIDS Conference

Nurse-led PrEP 
in Brazil



Who: Service provider

Photo: MPLUS Foundation, Thailand, 2022 

Trained members of key populations 

lead PrEP services

Clinical oversight by physician 

(remotely)

Key population-led services 
in Thailand



When: Service frequency / schedule

Dynamic use of PrEP

Client-centered: follow-up and 
dispensing tailored to needs of 
PrEP clients

Multi-month dispensing: Regular 
follow-up (e.g., every 3 months) 
beneficial for many clients but 
longer intervals could be 
considered

HIV self-testing can support

Could separate clinical visits and 
refills (e.g., clinical every 6 months 
and refills 3 months)



What: Service package

Integrated service package 
that is responsive to the needs 
and preferences of a client

Integration and co-delivery 
with STIs, family planning / 
contraceptive services etc.

Significant benefits 
of integrating PrEP 

and STI services



Offering HIV prevention options



The benefits of choice

Offering HIV prevention options 

= differentiating service

People can choose what suits 

their needs and preferences

May improve uptake and 

effective use of PrEP



WHO recommends multiple PrEP products (+ PEP)

Oral PrEP containing tenofovir disoproxil 

fumarate (TDF) (2015)

Dapivirine vaginal ring (DVR) (2021)

Long-acting injectable cabotegravir 

(CAB-LA) (2022)

Don’t forget PEP



Dapivirine vaginal ring (DVR)

Women-initiated, long-acting, discreet 

Phase III trials support safety and efficacy (although 
efficacy imperfect); OLE suggest higher efficacy

WHO recommendation Jan 2021

Regulatory approval in several African countries (plus 
pending)

Ongoing studies in the African region 

High price currently but fewer health system resources

Global Fund procurement

PEPFAR support for implementation science



Long-acting injectable cabotegravir (CAB-LA)

Intramuscular injection every 8 weeks

Phase III trials showed high efficacy; ongoing 
OLEs

Studies suggest acceptability and preference

WHO recommendation Jul 2022

Regulatory approval in several countries

Voluntary licensing agreement with Medicine 
Patent Pool, granted to 3 manufacturers

Planned implementation projects in sub-
Saharan Africa, Americas, Asia 

PEPFAR + Global Fund procurement

Still limited availability and outstanding 
issues (e.g., drug resistance)

Review by Fonner et al., AIDS



The biomedical prevention pipeline

Exciting biomedical prevention 
pipeline



The biomedical prevention pipeline

Exciting biomedical prevention 
pipeline

But…

• Need to demonstrate efficacy
• Placebo-controlled trials unethical; 

highly efficacious standard of care 

• Very large sample sizes to 

demonstrate non-inferiority / superiority 

• Innovations in trial design: Using a 

counterfactual HIV incidence estimate 

based on the HIV recency assay 

Working group 

on trial designs



The biomedical prevention pipeline

Exciting biomedical prevention 
pipeline

But…

• Need to demonstrate efficacy

• …and safety 

• Current focus: Pregnancy and 

lactation 

• High HIV acquisition risk in many 

countries but limited safety data

• Need for post-approval surveillance

• Unique challenges for long-acting PrEP 

(e.g., how to define exposure?)

Working group 

on LA PrEP



The biomedical prevention pipeline

Exciting biomedical prevention 
pipeline

But…

• Need to demonstrate efficacy

• …and safety 

• Unclear regulatory pathways

• Many MPTs in (early) development, 

particularly HIV prevention + 

contraception

• Could offer more streamlined product 

delivery and use

• Questions around how to each 

regulatory approval (study designs 

etc.)

Working group 

on MPTs



The biomedical prevention pipeline

Exciting biomedical prevention 
pipeline

But…

• Need to demonstrate efficacy

• …and safety 

• Unclear regulatory pathways

• …and product introduction 
timeline (approvals, availability, 
costs, etc.)

Focus on what 

we have now



PEP: Need for improving access and use

Limited availability, access, and use globally 

Commonly only occupational PEP and in situations of sexual violence 

Evidence suggest that easy access to PEP is critical for timely use

Make access simple, particularly through pharmacies, linked with HIV 
self-testing

New WHO guidance and guidelines in 2024



The future of PrEP within the context of 
global HIV prevention targets



Source: 

UNAIDS 2020. Prevailing against pandemics by putting people at the centre. 

https://aidstargets2025.unaids.org/assets/images/prevailing-against-pandemics_en.pdf

United Nations General Assembly 2021. Political Declaration on HIV and AIDS: Ending Inequalities and Getting on Track to End AIDS by 

2030 A/res/75/284 (A/75/L.95). https://www.unaids.org/sites/default/files/media_asset/2021_political-declaration-on-hiv-and-

aids_en.pdf.





95% of people at HIV risk use appropriate, prioritized, 

person-centred, and effective combination prevention 

options.



95% of people at HIV risk use appropriate, prioritized, 

person-centred, and effective combination prevention 

options.

95% of reproductive age women have HIV and sexual 

and reproductive health needs met.



95% of people at HIV risk use appropriate, prioritized, 

person-centred, and effective combination prevention 

options.

95% of reproductive age women have HIV and sexual 

and reproductive health needs met.

Adoption of people-centred and context-specific 

integrated approaches. At least 90% individuals at 

heightened risk of HIV infection linked to services … 

they need for overall health and well-being.



The future of PrEP is…



The future of PrEP

Differentiated

Person-
centred

Integrated

Simplified

Digital



The future of PrEP – in Portugal
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The future of PrEP
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The future of PrEP

This is not just “nice to have”

It is a necessity to reach global goals



Thank you! 
And thanks to… 
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Please contact me with questions or comments or 
to discuss collaborations. 

Thank you!

Dr Robin Schaefer

Forum for Collaborative Research, University of California, Berkeley

rschaefer@berkeley.edu
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