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WHO guidelines on PrEP and PEP for HIV

2015. Daily Oral PrEP containing tenofovir as an 
additional prevention choice

2019. Event-driven PrEP  for cisgender men & MSM

2021. Dapivirine vaginal ring for cisgender women at 
substantial risk of HIV infection

2022. Long-acting injectable cabotegravir (CAB-LA) 
as an additional prevention choice 

Pre-exposure prophylaxis (PrEP)



Dapivirine vaginal ring (DVR)

• A discreet prevention choice for women that is woman controlled

• Phase III trial evidence support safety and efficacy (~30%)

• Open label extension studies suggest  higher efficacy (~50 – 70%)

• Safe: Adverse events are rare and no effect on contraceptives

• Studies in pregnant and breastfeeding women support safety and 

acceptability 

• Studies in Asia-Pacific support acceptability and feasibility



Long-acting injectable cabotegravir (CAB-LA)

Critical gaps and outstanding issues 

- Real-world data is just begining

- Data lacking for certain populations e.g. sex workers, trans men

- Supply, Cost, Generics

- Need more research 
- Safety during pregnancy and breastfeeding 

- HIV testing and 

- Drug resistance 

- Product switching and stopping CAB-LA



22 – 26 July · Munich, Germany and virtual aids2024.org

New Provider Module for Oral 
and Long-Acting PrEP

Handy “quick reference” guide



Oral PrEP – Dosing regimen (EVERYONE) 
• Who is it for? 

• EVERYONE who could benefit from PrEP
• Women, men, transgender men, transgender 

women, people who use drugs, people who use 
gender-affirming hormones, and people who do 
not gender identify 

• How do you take it?
• Start with 1 dose per day for 7 days
• Continue with 1 dose per day for as long as oral PrEP 

use is desired
• Stop by taking 1 dose per day for at least 7 days after 

the last potential exposure

• What else?
• Is effective for sexual exposure and exposure 

through injecting drug use 
• This guidance only applies to TDF-based oral PrEP



Oral PrEP – Dosing regimen (cisgender men*)

• Who is it for? 
• men* and transgender women who are not taking 

gender affirming hormones

• How do you take it?
Whether for a single event, a short time or a long time

• Start with 2 doses 2-24 hours prior to the first 
exposure

• Continue with 1 dose per day for as long as oral 
PrEP use is desired

• Stop by taking 1 dose per day for at least 2 days 
after the last potential exposure

• What else?
• Kidney impairment (CrCl <60ml/min) is a 

contraindication

No longer using the term 

ED-PrEP to describe this 

dosing regimen



HIVST for oral PrEP

• WHO recommends offering HIVST for oral PrEP

- Initiation, Continuation and Re-starting 

• HIVST can also be used to reassure people without HIV that their 
prevention practices are effective.

• HIVST can be used with oral PrEP and the dapivirine vaginal ring.

• Further research on using HIVST with CAB-LA is needed.
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Kidney function monitoring for oral PrEP
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Impaired kidney function, indicated by eGFR<60*, is a contraindication for using oral PrEP containing TDF.

Comorbidities Age Initiation Follow-up

No <30 Optional

Optional (until age 30 or kidney-related 
comorbidities develop)

If baseline done and CrCl<60, conduct follow-up 
ever 6-12 months

No 30-49

Optional 
If CrCl≥60, optional (until age 50 or kidney-
related comorbidities develop)

Conduct once within 1-3 months after oral PrEP 
initiation

If CrCl<60, screening every 6-12 months

Yes Any age Conduct once within 1-3 months after oral PrEP 
initiation

Screening every 6-12 months
No 50+

Low risk, particularly 30-39 years. 
Screening optional. 

Very low risk

This guidance only applies to TDF-based oral PrEP.
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The Promise of Prevention

Mitchell Warren, 

Executive Director, AVAC

2024 Africa Regional PrEP Workshop

9 September 2024

Global PrEP Landscape



Outline

▪ From Options to Choices

▪ The product pipeline 

▪ The oral PrEP experience – and the potential of a 

“prevention platform”

▪ Getting Rollout Right This Time



Language Check

▪ Options

⁃ Biomedical methods that are safe and effective

⁃ Requires R&D of additional options to add to the “method mix”

▪ Choice

⁃ The ability for an individual to select from an array of options

⁃ Requires policy makers, donors, governments &  implementers to 
make the “mix” available, accessible & affordable



Choice Matters

▪ WHO systematic review (231 articles) 

showed increased choice associated 

with:

⁃ Increased persistence on chosen 

method

⁃ Better health outcomes

⁃ 12% increase in contraceptive 

prevalence for each additional 

method

▪ Similar to contraceptive needs: different 

people have different HIV prevention 

needs at different times
Index of Contraceptive Availability
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Voices for Choice

Global HIV Prevention Roadmap for Key Populations

African Women Prevention 
Community Accountability Board

Global Key Population HIV 

Prevention Advisory Group 

HIV Prevention Choice Manifesto

https://avac.org/resource/report/global-hiv-prevention-roadmap-for-key-populations/
https://avac.org/blog/reclaiming-choice-the-launch-of-the-hiv-prevention-choice-manifesto-and-what-that-means/


Choice Matters



Overview of Biomedical Prevention Pipeline



Updated Pipeline



Planning for Injectable Lenacapavir



Universal Test & Connect



Product Considerations

For each product, understand and balance:

Clinical

▪ Biologic efficacy

▪ Dosing/duration

▪ Reversibility

▪ Side effect profile

▪ Systemic/Topical

Policy & Programs

▪ Delivery channel(s)

▪ Health system 

burden

▪ Product cost

▪ Program cost

▪ Provider training

▪ Demand creation

Personal & Social

▪ User effectiveness

▪ User preference

▪ User burden

▪ Discretion of use

▪ Contribution to  

stigma

It’s never just “the product” – it’s the program; 

new options can’t solve for everything 



Product Considerations

For each product, understand and balance:

Clinical
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▪ Systemic/Topical
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▪ Product cost
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▪ User effectiveness
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▪ Discretion of use

▪ Contribution to  
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It’s never just “the product” – it’s the program; 

new options can’t solve for everything 

Spoiler Alert: 

There is no – and never will 

be a – miracle  drug!!



UNAIDS 2020 Targets: Where we landed



UNAIDS 2025 Targets: Where we’re trying to land

No single “PrEP target”: 

2025 targets for combo px 

are arranged in population-

specific service packages 

that aim to provide 

individuals at higher risk 

with a choice of prevention 

options that work best in 

specific circumstances.”

But overall model calls for 

10 million person years of 

PrEP protection each year



Global PrEP Uptake – 12+ years in 

Global PrEP Tracker
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PrEP Initiations Over Time

7.5 million 

cumulative global 

initiations with 

rapid increases 

since 2020 

https://data.prepwatch.org/


Country trends in oral PrEP uptake

▪ Eight countries in SSA have 

surpassed 100,000 PrEP 

initiations, accounting for 91% 

initiations in the region

▪ South Africa and Kenya were 

two of the earliest adopters 

with national programs scaling 

up over time

▪ Zambia, Uganda and Nigeria 

have seen steep growth since 

2021 – nearly  100% of 

initiations in these countries 

were PEPFAR-driven



Cumulative PrEP Initiations – and the Targets



Long-Acting PrEP Quarterly Dashboard

Posted in Support of the Coalition to Accelerate Access to Long-Acting PrEP

Long-Acting PrEP Quartelry Status 

Update

https://www.prepwatch.org/long-acting-status-update/
https://www.prepwatch.org/long-acting-status-update/


Long-Acting PrEP Quarterly Dashboard

Posted in Support of the Coalition to Accelerate Access to Long-Acting PrEP

Long-Acting PrEP Quartelry Status Update

https://www.prepwatch.org/long-acting-status-update/


PrEP Prices in LMICs

~$40
USD per year

Oral TDF/FTC

~ $180 *
USD per year

Injectable 
Cabotegravir

VS

$156
USD per year

Dapivirine 
Vaginal Ring

VS

* £23.50 / vial as confirmed by ViiV in October 2023.



Development Timeline for Generic CAB for PrEP 



PrEP Prices in LMICs

▪ Price

▪ Cost/Cost of Goods

▪ Cost-effectiveness

▪ Cost per infection averted

▪ Time to generics – and time to low prices:

— Low prices = volume + time to build volume + multiple generics

And Costs, And Costs of Infections Averted, And Time to Generics



PrEP Prices in LMICs

And Costs, And Costs of Infections Averted, And Time to Generics

2007: 

Generics 

enter market

2007 – 2020: avg generic 

price price decreases by 

79%

2007 – 2020: originator 

price decreases by 12%



Moving a Product to the “Real World”



Moving a Product to the “Real World”

5

Post-trial access

Open label 
extensions (OLE)

Implementation 
research

Demonstration 
projects

Introduction 
initiatives 

Scale-up

After trial ends, intervention provided to participants, and sometimes their communities

Follow-on study, intervention available for specific time to participants from randomized 
controlled trial who know they are receiving active intervention/potential benefit

Research protocol enrolling new participants (not previously in trials/OLE), aiming to 
assess intervention in a more “real world” setting

Offer use of new intervention outside of clinical trial site; can address delivery 
infrastructure needs and ways individuals integrate it into daily activities & decision making 

Large-scale provision of an intervention, sometimes part of country rollout, aiming to learn 
and apply lessons from introducing an intervention at scale

Complex process of making new intervention widely available, includes mobilization of 
sufficient resources for procurement, distribution, delivery, worker training, etc. 



Getting Rollout Right This Time

Speed + Scale + Equity = Impact 
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Dapivirine Vaginal Ring  - PrEP 

Ring – DapiRing

Regulatory and Access Update



The Monthly Dapivirine Vaginal Ring 

(DVR)/DapiRing®



Monthly DVR Registrations – 11 countries
Submission Date Status

South Africa Final Submission

26-Mar-2021

Product Registration 08-March-2022

Zimbabwe 03-February-2021 Product Registration 06-July-2021

Rwanda 11-February-2021 Approved by RFDA 10 Feb 2023

Uganda 17-February-2021 Product Registration 05-October-2021

Malawi 22-February-2021

Tanzania 11-March-2021 On 12-April-2022 TMDA rejected the 

registration of DapiRing. 

An appeal was submitted. 

Zambia 05-March-2021 Product Registration 10-May-2021

Kenya 23-March-2021 Product Registration 16-July-2021

Namibia 01-September-2021 Product Registration 27-July-2023

Botswana 08-September-2021 Product Registration 21 December 2022

Mozambique 28-June-2024 Under Review

Ghana 8-August-2024 Under Review

Ethiopia TBD Submission in progress

Nigeria On hold Requirement for clinical data in West 

African populations in discussion with 

Nigerian FDA

Eswatini and 

Lesotho

Import licenses have been issuedSouth 
Africa

Namibia

Nigeria
Ethiopia

Kenya

Tanzania

Zambia

Zimbabwe

Rwanda

Eswatini
Lesotho

Uganda



Monthly

DVR

❑ Breast Feeding   - APPROVED – B Protected Data

❑ Women older than 16 - AGYW  - indication change: submission planned 

Oct 2024; soonest approval Jan 2025

❑ Pregnancy - : current submission plan Q4 2025, but depends on CSR 

availability (being confirmed) – DELIVER data – CSR submission with first 

trimester infant follow up

Type II Clinical Variations - EMA



CIFF / Global Fund Ring Purchase

• Purchase of approximately 150 000 monthly DVR for Global 

Fund countries

• Application process and country decision – Chris Obermeyer

• Timeline :   October 2024 for delivery end 2024 / begin 

2025.

• Order mechanism 



Expanding Access and the Continued Need for 

Choice



• Initiative underway to integrate 

new biomedical HIV prevention 

products into IPPF service delivery 

platforms

• First rings arrived at FLAS (Family 

Life Association of Eswatini) 

• Other Member Associations across 

several countries to follow

DVR being integrated into IPPF Service Delivery



Three-month DVR and Contraceptive- DVR



3 Month DVR: 2024 progress and next steps

2024 Progress

The Pivotal Bridging Trial – Complete!

• Initiated Q3 2022; LPLV April 2024 

• Data includes participant interviews to 

understand acceptability, perceptions and 

preferences of 3 month vs. monthly DVR

Manufacturing Process Validation (1X scale)

• Complete!

• Results are sufficient for regulatory review

• The produced rings can be utilized as 

initial commercial supply

Next Steps

Bridging Trial Reporting

• Late Breaker Presentation at HIV R4P

• Study reports complete Q4 2024

Optimize Manufacturing at 5X scale and Tech 

Transfer to Kiara Health

• Optimization complete by end of 2025

• Tech transfer complete by end of 2027

Prepare and submit regulatory dossiers

• Submission to the EMA as a line-extension 

(Mid/late 2025)

Advocacy and Access Activities

• Conduct community engagement and 

other market access activities to prepare 

for market introduction



Contraceptive-DVR: 2024 progress and next steps

2024 Progress

Phase Ib Clinical Trial (IPM-056)

• Last participant enrolled June 

2024, LPLV expected October 

2024

• Early data analyses expected 

early/mid-2025 (through in-

kind support from NICHD)

Next Steps

Regulatory strategy for an MPT to 

prevent HIV and unintended pregnancy

• Expected mid-2025

HIV-efficacy bridging and Phase III 

contraceptive clinical trials

• Will initiate after regulatory feedback 

received

Manufacturing Optimization

• Expected to complete mid-2026

Community engagement and access 

plan

• Ongoing



CBR and IPM South Africa Direct and In-Kind Funders
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