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Today my brief is:  LA PrEP but oral PrEP 
ƭŜǎǎƻƴǎ Ŏƻǳƴǘ ǘƻƻΧ  

ÅWhat value does implementation science offer? 
ÅWhat may we be interested to learn? 
ÅDifferentiated: Products, Delivery systems, Users

ÅWhat are some of the lessons we have learned about 
ÅUptake
ÅChoice 
ÅPersistence
ÅSwitching 
ÅTolerability and adverse effects 
ÅEffectiveness 
ÅCost 
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Considerations when introducing new HIV intervention

For each new intervention, explore, understand and evaluate:

Clinical

ÁBiologic efficacy

ÁDosing/duration

ÁReversibility

ÁSide effect profile

ÁSystemic/Topical

Policy & Programs

ÁDelivery channel(s)

ÁHealth system burden

ÁProduct cost

ÁProgram cost

ÁProvider training

ÁDemand creation

      Personal

ÁUser effectiveness

ÁUser preference

ÁUser burden

ÁDiscretion of use

ÁContribution to  stigma

fƣќƚШŰĲƻĲƖШŢƨƚƣШљƣőĲШƓƖŸĬƨĦƣњШт ŔƣќƚШƣőĲШƓƖŸŊƖċůЯШƨƚĲƖƚЯШĦŸŰƣĲǂƣЯШ
ƓƖŸƻŔĬĲƖƚЯШőĲċũƣőШƚǃƚƣĲůЯШƚƨƓƓũǃвЮЮ



Phase 3 open label extensions 
Phase 3b studies 
Phase 4 
Program evaluation 
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6 PrEP facts!

Å#PrEP works in (young) 
women taken daily 

Å#PrEP works for safer 
conception

Å#Time to Protection likely a 
few days (2-7)

Å#PrEP is a lifestyle NOT a 
medication

Å#PrEP ĬŸĲƚŰќƣШĦċƨƚĲШÉÑfƚгШ
But STIs need attention

Å#PrEP on at least 4 days per 
week is effective for all



Dapivirine Vaginal Ring (Topical PrEP) 

Cabotegravir IMI PrEP (LAI)

Lenacapavir SC PrEP (LAI)

LA PrEP







Prevention is now 3-Dimensional

PrEP personality

PrEP Provision

PrEP Product



Differentiate, Simplify and 
De-Medicalize

Kim Green, Bringing PrEP to the people: Democratizing access to PrEP through differentiated delivery before, during, and after COVID-19, R4P 2021

Disposition

Delivery

Drug

An evolving landscape with the introduction of LA PrEP



The challenge: 

Policy/
Regulatory

Guidance 

Practice

Clinical Trials 

Investigator Driven Research 

Product, 
Innovation or
Intervention

Discovery

Adoption
Implementation

Acceptance  S
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άΧΦΦŦƛǊǎǘ ƎŜǘ ǇǊŀŎǘƛŎŜ ƛƴǘƻ ǊŜǎŜŀǊŎƘέ 

ÅEmbed the operational research in local  programs 
ÅFocus on local opportunities for going to scale 
ÅBase questions on understanding of the barriers  to large scale access
ÅInterventions should be realistic and appropriate 
ÅResearch and program development should be linked 
ÅEmbedded research should improve resource availability 
ÅPrograms with embedded research builds capacity  

Bull WHO 2007 Walley J, et al. 
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Scale Up

Health Service Research



For prevention impact: we will need wholesale 
offering, uptake, coverage and persistence

A Few Estimations:

 Need 25 million people on PrEP to avert 260 000 in ESA young women

11.6 million people on PrEP from key pops globally    



Phase 3 open label extensions 
Phase 3b studies 
Phase 4 
Program evaluation 
Implementation Science

Phase 3B



CAB Implementation Science Studies
38 completed, ongoing, or planned; and 2 on hold

https://www.prepwatch.org/  

https://www.prepwatch.org/


Lenacapavir  Implementation Studies

11 implementation studies ongoing in 5 countries, as of April 2026



26тΟΝШsƨũǃШШиШШÅŔŸШĬĲШsċŰĲŔƖŸЯШ7ƖċǍŔũaids2026.org

Mobile Men Ph3b PrEP Trial: 

Screening, including PoC HIV testing 

Enrolled if HIV-negative (N=400)

Group A: Daily or ED PrEP
(n=200)

Group B: CAB-LA
(n=200)

Persistence and adoption of PrEP modality (M9)

Participants offered choice of a further 9m of CAB-LA or oral PrEP

Persistence, PrEP choice, and adoption (M9т18)
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Same-day
Å Screening 
Å HIV test
Å PrEP initiation

Uptake, persistence 
and preference for 
LAI versus oral PrEP 
among mobile men in 
Uganda and South 
Africa

Julie Fox ; Eugene Ruzagira 2026
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Mobile men participants

Key eligibility criteria 
Å ƚƚŔŊŰĲĬШůċũĲШċƣШĤŔƖƣőЯШӄΝΥШǃĲċƖƚ

ÅHIV-negative, willing to use PrEP

ÅWork-related travel in the past 6m, 
ŔŰĦũƨĬŔŰŊШӄΝШŰŔŊőƣШċƽċǃШŉƖŸůШőŸůĲ

ÅWilling to provide informed consent

ÅExcluded
Åconfirmed HIV infection 
Åbody weight <35kg
Åcontraindicated medication

Masaka, Uganda: Men in 
Lake Victoria fishing 
communities
(referral to research clinic)

KwaZulu-Natal, S Africa: 
Men at busy taxi 
ranks/market areas 
(mobile clinics)

East London, S Africa: 
roadside casual labourers, 
construction/migrant 
workers & truck drivers 
(mobile clinics)  

Enrolment: Aug-Nov 2024

Julie Fox ; Eugene Ruzagira 2026



HUB-and-SPOKES Approach

DTHF: Fast-PrEP (like Fast food!) 
Implementation science project to evaluate uptake, coverage and effectiveness of a youth-focused, decentralized district-wide PrEP program: Walkable hub and 

spokes approach in Cape Town 

Target pop:

AGYW (15-29yrs)

PBFW (15-29yrs)

MSM (15-29yrs)

Male Partners (18yrs & older)

Roll out to 25 000
people in 3 years

BMGF funded

In a single health subdistrict of 1 million people in 
Cape Town

Initiation

Follow -up

Rousseau E, et al FastPrEP BMC Public Health. 2025 Oct 31;25(1):3714.

Contraception
PoC STI screening and Treatment
HIV testing 
PrEP
ART
mental health support

PEER NAVIGATIONDelivery

Wifi , hair braiding, clubs

In consultation 
always with FP Youth 
Reference Group 

Ph4 programmatic
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BMGF funded implementation science





ALIGN: A non-randomised study delivering injectable Len4PrEP within a PrEP 

choice context in Cape Town, South Africa (Ph 3B). 

To evaluate the delivery strategies 
(2 public health facilities and 2 
community-based mobiles) and potential 
impact of Lenacapavir as PrEP, on the 
relative persistence of 3700 young people 
(aged 15-35 years) initiating on LEN 
compared to an alternative injectable 
product (CAB LA)(1500) and oral PrEP 
products (standard of care incl. 2-1-1 in 
men) (700). 


