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From Research to Rollout: A global snapshot of HIV prevention

Px Wire is AVAC’s quarterly update covering the latest in the field of biomedical HIV prevention research and 
development, implementation and advocacy. Each issue includes updates, emerging issues and upcoming events.
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Oral PrEP initiations in Uganda were among  
the highest in the region, with sizable increases 
each quarter, until the enactment of the Anti-
Homosexuality Act (AHA) in March 2023.  
Since then, the number of new PrEP initiations 
plummeted, and have since struggled to sustain  
rates seen in 2023. Public policies clearly matter. 

Among 134 countries reviewed, 42 have 
comprehensive anti-discrimination policies  
covering a broad range of populations, while  
24 lack any such policies. The remaining  
countries have adopted partial measures.  
Nations with comprehensive anti-discrimination 
policies, document significantly higher rates  
of PrEP initiation compared to those without  
such protections. Key studies show a strong link  
between supportive policies (which can enable  
PrEP eligibility, HIV self-testing, and lower age  
of consent for treatment, for example) and  
higher PrEP initiations.

An analysis presented at AIDS 2024, HIV Pre- 
Exposure Prophylaxis Policies Worldwide, by the 
Georgetown University Center for Global Health 
Policy & Politics and AVAC found that 69% of  
the 194 countries reviewed have approved at least 
one PrEP product. However, only 52% of these 
countries adhere to WHO guidance on PrEP 
eligibility, with regulatory approvals and national 
policies that support PrEP use for all populations 
or people at risk. This data reinforces the critical 
need for policies that support PrEP uptake.
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Progress in PrEP Uptake Scale Up
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Impact of the Anti-Homosexuality Act on PrEP Uptake Rates
in Uganda Compared to Other Countries
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What Happens to PrEP initiations in Countries
with Anti-Discrimination Policies?
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countries with broad non-discrimination 
policies have PrEP initiations in this range
countries with broad non-discrimination 
policies have PrEP initiations in this range
countries with partial non-discrimination 
policies have PrEP initiations in this range

countries with partial non-discrimination policies 
have PrEP initiations in this range
countries with no policies against discrimination 
have PrEP initiations in this range
countries with no policies against discrimination 
have PrEP initiations in this range
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https://journals.plos.org/globalpublichealth/article?id=10.1371/journal.pgph.0001202
https://avac.org/resource/prep-policies-worldwide/
https://avac.org/resource/prep-policies-worldwide/
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Advocacy to accelerate licensing for new products can  
speed the process of generics manufacturing. 

Three generic manufacturers—Aurobindo, Cipla, and 
Viatris—have licenses via the Medicinces Patent Pool to 
develop generic versions of injectable cabotegravir (CAB) for 
PrEP. These generic products are currently in development 
and expected to be submitted to regulatory authorities in 
the second half of 2026, with possible approval in 2027. 

Does the timeline have to be this long? As CAB for PrEP 
is a long-acting, extended-release injection, bioequivalence 
(BE) testing takes time to determine whether the generic 
drug functions in the body similarly to the original drug.  
As shown on the timeline graphic below, the BE study  
(as determined by WHO guidance) is the longest part of the 
development process for generic CAB. But other steps, such 
as selecting and licensing generic manufacturers and 
technology transfer could be done faster. It is critical 
that generic manufacturers for new PrEP products, such as 

lenacapavir, star as soon as possible. This requires Gilead  
to pursue licensing even before regulatory submission, and 
to accelerate technology transfer and API development. 

    Product Updates

 �Data from HPTN 084 show that CAB for PrEP  
was generally well tolerated and safe for both 
pregnant cisgender women and their babies. 

 �China has approved CAB for PrEP. 

 �With PEPFAR support, Eswatini, Nigeria, and Ukraine 
are poised to introduce CAB for PrEP into their 
national  PrEP programmes this quarter, and the 
South African government announced CAB supplies 
from PEPFAR will be launched in Q1/Q2 2025. 

See AVAC’s Planning Matrix for more! 

Generic Cabotegravir Timelines

2022Generic Manufacturers 2023 2024 2025 2026 2027

DEC 2021: FDA
Approval

JUL 2022: ViiV-MPP
license signed

OCT 2023: Licensees accessed the complete
tech pack from ViiV Healthcare by this time 

N O W

Earliest submission to regulatory authorities
and for WHO prequalification

Source: Medicines Patent Pool, May 2024.

Timelines are not specific to any generic company; 
these are averages of timelines required for di�erent 
activities as shared by MPP licensees.

The earliest possible timelines for filing is Q3/4 2026 
based on the current estimation by MPP.

Due to the uncertainty associated with product 
development, especially for such long-acting 
products, the timelines quoted here are tentative 
and can change during development of the product.

API Development
Development of generic version of active pharmaceutical ingredient

Prototype Development
Development of generic version of approved product

Dossier Batch
Manufacture of a batch of generic product for regulatory submission

Pivotal Bioequivalence
Testing to demonstrate that generic API is absorbed in the body 
at the same rate as the approved drug

Dossier Submission
A package of bioequivalence data, sample product, and other information  
submitted to regulatory authorities and for WHO prequalification

MAR 2023: MPP sublicense signed
with 3 generic manufacturers

(API)

https://extranet.who.int/prequal/sites/default/files/document_files/BE_cabotegravir_July2023_1.pdf
https://www.hptn.org/news-and-events/announcements/aids-2024-cab-la-pregnancy-safety-data-from-hptn-084
https://bhekisisa.org/health-news-south-africa/2024-07-22-breaking-sa-has-taken-up-us-donations-of-cab-la-and-will-roll-out-the-anti-hiv-jab-before-the-end-of-the-year/
https://www.prepwatch.org/resources/product-introduction-country-planning-matrix/
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The Latest R&D in the Prevention Pipeline Phase IPreclinical Phase II/IIb

Results from the PURPOSE 1 trial of injectable lenacapavir 
showing 100% efficacy in preventing HIV among cisgender 
women and adolescent girls dominated headlines at the 
AIDS 2024 conference. This Phase 3 trial, conducted by 
Gilead Sciences, involved over 5,000 participants from 
South Africa and Uganda and demonstrated superior results 
compared to daily oral PrEP options. See the New England 
Journal of Medicine publication, accompanying Editorial and 
our advocates’ primer to learn more about the results and 
what needs to happen next: Lens on LEN: The basics on 
injectable lenacapavir as PrEP. 

Gilead’s PURPOSE 2 Phase 3 trial is ongoing and testing 
injectable lenacapavir as PrEP in the US, South Africa,  
Peru, Brazil, Mexico, Argentina, and Thailand, among 
cisgender men who have sex with men, transgender 
women, transgender men, and gender non-binary 
individuals. With 3,000 participants enrolled, initial results 

are anticipated in late 2024 or early 2025. Two other trials 
(PURPOSE 3 & 4) are currently recruiting in the United 
States, enrolling cisgender women and people who inject 
drugs, respectively. Enrollment for PURPOSE 5 in France 
and the UK is expected to commence in the latter half of 
this year. For more information about the lenacapavir trials, 
visit: An Overview of Lenacapavir for PrEP Trials. 

Meanwhile, the bioequivalence study for the Dual 
Prevention Pill (DPP), designed to prevent both HIV and 
pregnancy, has concluded successfully, with each of the 
drugs functioning together in the body in a similar way to 
how they function alone. The promising results pave the 
way for regulatory submission and potential large-scale 
adoption, offering another significant tool in the fight 
against HIV and unintended pregnancies. Learn more  
about the DPP and find resources for your advocacy here.

Prevention Product

Multiple regulatory
approvals

Multiple regulatory
approvals

Possible
regulatory
approvals

Possible
regulatory
approvals

Possible
regulatory
approvals

WHO
guidelines

WHO
guidelines

Dapivirine
monthly 

Co-formulated 
TDF/FTC and
ethinyl estradiol/
levonorgestrel oral
contraceptive pill
daily 

Cabotegravir
One intramuscular injection
(3ml) every 2 months 

Lenacapavir
Two subcutaneous injections
(1.5ml each) every 6 months

Multiple implementation science projects

Multiple implementation science projects

Phase 3: PURPOSE 1 & 2

Phase 2: PURPOSE 3, 4, 5

Selected Global Fund procurement and programs

Selected PEPFAR and Global Fund procurement and programs

F/TAF
daily 

MK-8527
monthly 

Phase 3: part of PURPOSE 1

Phase 2a: MK-8527-07

Pilot bioequivalence (BE) study

Acceptability Study: HPTN 104

Pivotal BE

Oral PrEP

Vaginal
Ring 

Long-Acting
Injectables

Dual
Prevention
Pill 

2022
Q1 Q2 Q3 Q4

2023
Q1 Q2 Q3 Q4

2024
Q1 Q2 Q3 Q4

2025
Q1 Q2 Q3 Q4

2026
Q1 Q2 Q3 Q4

2027
Q1 Q2 Q3 Q4

2028
Q1 Q2 Q3 Q4

Possible product introduction

Possible product introduction

Possible Phase 3
Possible Go/No-Go Decision for Phase 3  in Q1 2025

• Demonstrated modest e�cacy
• Unclear demand & limited initial supply
• Initial  price ~$180 per year
• Oct 2023: A memorandum of understanding has been 
  reached on a product license with Kiara
• 3-monthly ring is currently in development and could be 
    submitted to regulators in 2025
• Opportunity to build market and platforms for vaginal rings

• Demonstrated high e�cacy
• Unclear demand & limited initial supply
• Initial LMIC price ~$240/yr; in 2024 ~$170/yr 
• March 2023: MPP & ViiV licensed to 3 generics with likely   
    submission to regulators by 2027
• 4-monthly formulation is currently in development, with  
    submission for regulatory approval expected in early 2026
• Opportunity to build market and platforms for injectables  

www.avac.org
August 2024

Years Ahead in HIV Prevention Research
Time to Market

Initial results released in June 2024 for the PURPOSE 1 
trial demonstrated no infections in the LEN arm.

https://www.nejm.org/doi/10.1056/NEJMoa2407001
https://avac.org/event/aids-2024/
https://www.nejm.org/doi/10.1056/NEJMoa2407001
https://www.nejm.org/doi/10.1056/NEJMoa2407001
https://www.nejm.org/doi/full/10.1056/NEJMe2408591
https://avac.org/blog/advocates-primer-on-lenacapavir-for-prep/
https://avac.org/blog/advocates-primer-on-lenacapavir-for-prep/
https://clinicaltrials.gov/study/NCT04925752
https://avac.org/resource/infographic/an-overview-of-lenacapavir-for-prep-trials/
https://www.prepwatch.org/products/dual-prevention-pill/
https://www.prepwatch.org/products/dual-prevention-pill/
https://www.prepwatch.org/products/dual-prevention-pill/
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Prevention Playlist 
AVAC develops a wide range of resources to inform 
decision making and action. Check out the latest:    

JOIN

  ��2024 STI Prevention Conference 
  ��2024 IUSTI World Congress
  ��HIV Research for Prevention (HIVR4P)  
Conference 2024 

READ

  ��Choice, Access and Equity at AIDS 2024 
  ��LEN in the Spotlight at AIDS 2024 
  ��First Full Day of AIDS 2024 
  ��AIDS 2024 Preconference Highlights 
  ��Frontiers in Reproductive Health Special Issue:  
Multipurpose Prevention Technologies 

  ��Global HIV Prevention Advocates Call for Accelerated 
Timeline for Widespread Access to Injectable  
Lenacapavir for PrEP 

  ��Landmark Trial in South Africa and Uganda Finds Twice 
Yearly HIV Prevention Injection Safe and Highly Effective 

  ��The Pandemic Accord: A critical fight in 2024 
  ��Pride and a Transnational Anti-LGBTQ+ Reaction 
  ��Tracking PrEP Rollout & Learning Lessons 
  ��Pre-Exposure Prophylaxis and Adolescent Girls and Young 
Women in Eastern and Southern Africa: The latest insights 

WATCH AND LISTEN 

  ��Where’s the Equity? Including People with Disabilities  
in HIV Prevention Programming and Research 

  ��PxPulse: The Advocacy Chronicles with Ruth Akulu  
who shares advocacy wins around the  
Dual Prevention Pill 

  ��PxPulse: The Advocacy Chronicles with SMUG’s  
Allan Mwasa who discusses Uganda’s anti-
homosexuality legislation.

  ��You Get What You Measure: Why Monitoring for PrEP 
Choice Helps Tell Our Story 

  ��PrEP Justice: Updates on the US v. Gilead case and  
the fight for equitable PrEP access 

  ��AIDS 2024: New Ways for the Next Wave: Innovative 
R&D for the future of Women’s prevention 

  ��Responding to Project 2025’s Threats to Science, Rights  
and Resources 

  ��Illinois PrEP Summit 2024: Disrupting Disparities and 
Advancing Access 

  ��It’s Not Just about the Trial: GPP from discovery to  
delivery in TB research 

  ��From the Lab to the Jab: Lessons learned and what’s next 
in HIV vaccine research 

  ��What’s Next for the Pandemic Accord? A civil society  
and communities perspective 

  ��PrEP and the Role of HIV Self-Testing 

USE

  ��Advocates’ Guide to Multipurpose Prevention  
Technologies (MPTs) 

  ��Lens on LEN: The basics on injectable lenacapavir  
as PrEP  

  ��The GPP Body of Evidence: GPP Monitoring and  
Evaluation Frameworks, REAL and REAL2 

  ��Advocates’ Guide to DoxyPEP 
  ��Using the COMPASS Campaign Advocacy Assessment  
Tool (C-CAAT) to assess the effectiveness of  
advocacy campaigns 

  ��Injectable Cabotegravir Evidence Gap Tracker
 

About AVAC
AVAC is an international non-profit organization  
that leverages its independent voice and global 
partnerships to accelerate ethical development and 
equitable delivery of effective HIV prevention options,  
as part of a comprehensive and integrated pathway  
to global health equity. Follow AVAC on Twitter  
@HIVpxresearch; find more at www.avac.org,  
www.prepwatch.org and www.stiwatch.org.

https://avac.org/event/just-what-is-discovery-medicine-and-what-does-it-mean-for-hiv-vaccine-research/
https://avac.org/event/2024-sti-prevention-conference/
https://avac.org/event/just-what-is-discovery-medicine-and-what-does-it-mean-for-hiv-vaccine-research/
https://avac.org/event/2024-iusti-world-congress/
https://avac.org/event/just-what-is-discovery-medicine-and-what-does-it-mean-for-hiv-vaccine-research/
https://www.iasociety.org/conferences/hivr4p2024
https://www.iasociety.org/conferences/hivr4p2024
https://avac.org/event/just-what-is-discovery-medicine-and-what-does-it-mean-for-hiv-vaccine-research/
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https://avac.org/event/just-what-is-discovery-medicine-and-what-does-it-mean-for-hiv-vaccine-research/
https://avac.org/blog/aids-2024-preconference-highlights/
https://avac.org/event/just-what-is-discovery-medicine-and-what-does-it-mean-for-hiv-vaccine-research/
https://www.prepwatch.org/resources/frontiers-in-reproductive-health-special-issue-multipurpose-prevention-technologies/
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