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The Current PrEP 
Landscape



The PrEP Landscape - Initiations

5.7m initiations to Sept 2023
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The PrEP Landscape - Pipeline



MEDICINESPATENTPOOL.ORG

MEDICINESPATENTPOOL.ORG

Access to generic CAB-LA for PrEP: 
Update on licensing and outlook 
for broad access

Webinar – Spotlight on new PrEP tools and data: From R&D to access
Convened by AVAC, MPP, and Unitaid on 28 November 2023
Presented by Sébastien Morin (Medicines Patent Pool)
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More at: https://medicinespatentpool.org  

Overview of the 
voluntary licensing 
model

• Driving prices 
down through 
generic 
competition

• Accelerating 
timelines for 
generic product 
availability

Generic competition induced pricing benchmarks: Dave et al. (2017) NEJM
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https://medicinespatentpool.org/
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Patent and licence 
information tools 

• To support 
procurement agencies, 
national programmes, 
and treatment 
advocates 

• Fully public quarterly-
updated country-by-
country information

More at: https://medicinespatentpool.org/what-we-do/medspal 
More at: https://medicinespatentpool.org/progress-achievements/access-to-medicines-tracker 

https://medicinespatentpool.org/what-we-do/medspal
https://medicinespatentpool.org/progress-achievements/access-to-medicines-tracker
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The Lancet Global Health, 2023
https://doi.org/10.1016/S2214-109X(22)00460-0 

Journal of the International AIDS Society, 2023
https://doi.org/10.1002/jia2.26092
https://www.youtube.com/watch?v=h57gXs4aQtg  

BMJ Global Health, 2023 
http://dx.doi.org/10. 1136/bmjgh-2023-012964 

The Lancet Public Health, 2022
https://doi.org/10.1016/S2468-2667(21)00202-4 

Peer-reviewed publicationsMPP strategy for 2023-2025

Greater access to medicines and health 
technologies for those who need them, 2023
https://medicinespatentpool.org/what-we-do/strategy 

Sébastien Morin (Medicines Patent Pool) – 2023 – Access to generic CAB-LA for PrEP
10

https://doi.org/10.1016/S2214-109X(22)00460-0
https://www.youtube.com/watch?v=h57gXs4aQtg
http://dx.doi.org/10.%201136/bmjgh-2023-012964
https://doi.org/10.1016/S2468-2667(21)00202-4
https://medicinespatentpool.org/what-we-do/strategy
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“CAB-LA should be delivered as an
additional choice alongside other PrEP options, 
including oral PrEP and the DVR,
as part of a comprehensive HIV
prevention approach.”

CAB-LA for PrEP is
 Recommended by WHO
 Approved in several countries
 Effective, well tolerated, safe
 Taken as an injection every 2 months
 Patented until 2031 but licensed to MPP

Prevention

• Oral PrEP (TDF/XTC)

• CAB-LA

• Dapivirine vaginal ring

Patents expired

MPP licence

Population Council

–  thanks in large parts to community advocacy efforts!

Sébastien Morin (Medicines Patent Pool) – 2023 – Access to generic CAB-LA for PrEP

More at: https://medicinespatentpool.org/licence-post/cabotegravir-long-acting-la-for-hiv-pre-exposure-prophylaxis-prep 
More at: https://www.who.int/publications/i/item/9789240054097 

https://medicinespatentpool.org/licence-post/cabotegravir-long-acting-la-for-hiv-pre-exposure-prophylaxis-prep
https://www.who.int/publications/i/item/9789240054097
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The licence covers the patents on CAB-LA for PrEP, enabling the 
development and supply of generic versions

The market for CAB-LA for PrEP is uncertain and investments from generic 
manufacturers might be significant; hence the decision to have a maximum 
of three licensees (this could be revised at a later stage)

Technical and financial support to manufacturers is being explored, such as 
technology transfer from ViiV to licensees

Development and approval of generic versions will likely take 3-4 years 
from now; meanwhile, the only source of CAB-LA will be the originator 
product from ViiV Healthcare

+ Quality: WHO PQ or SRA approval required

+ Transparency: the licence is published in full on the MPP website

More at: https://medicinespatentpool.org/licence-post/cabotegravir-long-acting-la-for-hiv-pre-exposure-prophylaxis-prep 

Sébastien Morin (Medicines Patent Pool) – 2023 – Access to generic CAB-LA for PrEP

https://medicinespatentpool.org/licence-post/cabotegravir-long-acting-la-for-hiv-pre-exposure-prophylaxis-prep
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• MPP invites qualified product developers to 
apply for licences to manufacture and sell 
licensed medicines in LMICs; this is done 
through an Expression of Interest (EOI) 
process 

• The assessment is rigorous and objective 
(with blinded review for short-listing), and 
responses are graded using a standardised 
tool and top-scoring applicants are selected

• The number of licences granted is informed 
by demand forecasts and other information

Sub-licensee selection process

By granting multiple sublicences, MPP aims to 
support adequate supply and competitive pricing

For CAB-LA, there was also an onsite audit of 
short-listed candidate’s manufacturing plant

Sub-licensee selection criteria

• Capacity, capabilities and track-record for manufacturing quality-assured 
medicines (including experience developing, manufacturing and/or 
marketing other products)

• R&D, financials, and regulatory compliance (including around required 
quality standards)

• Specific plans for the licensed product (regarding development, 
manufacturing, regulatory plan, distribution, and projected investments – 
viability of those plans, especially in case of projects requiring specific 
capital expenditure or investments)

• Readiness with needed formulation technologies (e.g., FDCs, paediatrics)

• Past experience and performance as MPP licensee

13
More at: https://medicinespatentpool.org/partners/how-to-get-or-give-a-licence 

Sébastien Morin (Medicines Patent Pool) – 2023 – Access to generic CAB-LA for PrEP

https://medicinespatentpool.org/partners/how-to-get-or-give-a-licence
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Countries listed (90)
• All low-income countries
• All lower middle-income countries
• All sub-Saharan African countries
• All least-developed countries

Countries without patents 
and where supply may be 
possible
• Based on data from MedsPaL 

(www.medspal.org)

The effective licence territory covers: all countries listed + countries without patents and where supply may be possible

More at: https://medicinespatentpool.org/licence-post/cabotegravir-long-acting-la-for-hiv-pre-exposure-prophylaxis-prep 
More at: https://medicinespatentpool.org/progress-achievements/access-to-medicines-tracker 

Sébastien Morin (Medicines Patent Pool) – 2023 – Access to generic CAB-LA for PrEP

https://medicinespatentpool.org/licence-post/cabotegravir-long-acting-la-for-hiv-pre-exposure-prophylaxis-prep
https://medicinespatentpool.org/progress-achievements/access-to-medicines-tracker
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MPP’s interactive map focuses on low- and middle-income countries. Access in high-income countries is generally not included.

More at: https://medicinespatentpool.org/progress-achievements/access-to-medicines-tracker 

Sébastien Morin (Medicines Patent Pool) – 2023 – Access to generic CAB-LA for PrEP

https://medicinespatentpool.org/progress-achievements/access-to-medicines-tracker
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We can share information about access to 
MPP-licensed medicines in your region or 
country and support you in many ways

• Please tell us about your needs to increase 
generic competition for a given product 

• Please notify us of stock-outs, quality issues, 
registration delays, or other challenges 
regarding MPP-licensed medicines

Do not hesitate to be in touch!

Sébastien Morin, PhD 
Policy and Advocacy Manager
Medicines Patent Pool
Geneva, Switzerland
smorin@mppf.ch

Now is the time to (1) continue expanding access to oral 
PrEP and (2) plan for the introduction of CAB-LA for PrEP 
in anticipation of future availability of generic versions!

mailto:smorin@mppf.ch
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YOUTUBE.COM/USER/MEDICINESPATENTPOOL

WWW.LINKEDIN.COM/COMPANY/MEDICINES-PATENT-POOL/

YOUTUBE.COM/USER/MEDICINESPATENTPOOL

Thanks for your attention! 
I will be happy to continue the discussion, including over emails (smorin@mppf.ch)



Introducing PrEPWatch



Introducing PrEPWatch
Country Data Resources

Global PrEP
Tracker 

& 
Country 
PagesRaw Data



Introducing PrEPWatch
The Resource Library- 770+ Resources and Growing

 Tools for advocates
 Demand generation resources
 Costing guides
 M&E tools
 WHO guidelines
 National HIV strategies
 Published research
 Service delivery best practice
 …and more

Filter by topic, product, format, population, region, country, and/or language



Introducing PrEPWatch
Delivering PrEP- Highlights from the Resource Library

 The most important and 
widely-used resources, 
organised by stage of the 
rollout process
 Product-specific rollout 

toolkits:
– Plan 4 Oral PrEP
– Plan 4 Ring



Introducing PrEPWatch
Dashboards

Integrated Study Tracker Product Introduction Matrix



Introducing PrEPWatch
Also on PrEPWatch…

Detailed Product Overviews Lessons from the Field Webinars and Other Events



The PrEPWatch Team
Please do be in touch with any 

questions at prepwatch@avac.org or

Catherine Verde Hashim
catherine@avac.org

Janki Tailor
janki@avac.org

mailto:prepwatch@avac.org


www.lapal.ch































www.lapal.ch

Thanks for your attention!
Please reach out to us with questions, proposals for improvements or any comments

Lobna Gaayeb
Lgaayeb@mppf.ch

Mark Ryan
M.P.Ryan2@liverpool.ac.uk
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Access to Medicines Tracker:
Interactive Map (and Table)

Webinar – Spotlight on new PrEP tools and data: From R&D to access
Convened by AVAC, MPP, and Unitaid on 28 November 2023
Presented by Sébastien Morin (Medicines Patent Pool)
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Step 1.
Navigate to the MPP website 
and select “Progress”/“Access 
to Medicines Tracker”

Step 2.
On the “Access to Medicines 
Tracker” webpage, scroll 
down to the “Interactive Map”

Step 3.
Explore country-level quarter-by-
quarter data on access, filing, 
approval, and supply of MPP-licensed 
medicinesMore at: https://medicinespatentpool.org

More at: https://medicinespatentpool.org/progress-achievements/access-to-medicines-tracker 
More at: https://map.medicinespatentpool.org -> This is the link for direct access to the map in full window mode.
More at: https://map.medicinespatentpool.org/table -> This is the link for direct access to the table in full window mode.

https://medicinespatentpool.org/
https://medicinespatentpool.org/progress-achievements/access-to-medicines-tracker
https://map.medicinespatentpool.org/
https://map.medicinespatentpool.org/table


When do I use each tool?



Cheat Sheet Where do I go to find information on…?

PrEP initiations & PEPFAR targets

Information on PrEP product approvals

Country MoH & WHO PrEP guidelines

PrEP research studies (incl. implementation studies, modelling studies)

Resources to support PrEP rollout
process

Intellectual property information 
(patents and licences)

Technical info on PrEP- applicable LA 
platforms & compounds

(incl. publications & documentation)

Innovators access commitments

Scaled-up manufacturing information

Information on filings, approvals, 
supplies, & suppliers of MPP-

licensed products (such as CAB-
LA)

Intellectual property access 
information (patents & licences) 
for MPP-licensed products (such 

as CAB-LA)

Quarter-by-quarter country-by-
country data (with possibility to 
explore historical data points 

starting from 2019)



Finding and Using Data

Click here to launch Mentimeter interactive quiz

Find the answers here:
PrEPWatch
The Long-Acting Therapeutics Patents and Licenses Database
Access to Medicines Tracker

https://www.menti.com/altod9jw6smb
https://www.menti.com/altod9jw6smb
https://www.prepwatch.org/
https://lapal.medicinespatentpool.org/
https://medicinespatentpool.org/progress-achievements/access-to-medicines-tracker


Q&A



Thank you!
Further Resources

 PrEPWatch
 PrEPTracker
 Integrated Study Dashboard
 Country Planning for Product Introduction Matrix
 The Long-Acting Therapeutics Patents and Licenses Database
 Access to Medicines Tracker
 MedsPaL

https://www.prepwatch.org/
https://data.prepwatch.org/
https://www.prepwatch.org/resources/implementation-study-tracker/
https://www.prepwatch.org/resources/product-introduction-country-planning-matrix/
https://lapal.medicinespatentpool.org/
https://medicinespatentpool.org/progress-achievements/access-to-medicines-tracker
https://www.medspal.org/?page=1


Quiz Questions and Answers



What are the top three countries for PrEP Initiations?



Which policy frameworks are available for South Africa?

Scroll down



How many resources does the PrEPWatch library have on demand generation materials for 
CAB for PrEP aimed at adolescent girls and young women?



Question 1

In LAPaL, how many long-acting technology platforms could potentially be 
associated with cabotegravir?

Five platform 
technologies listed on 
LAPaL could potentially 
be coupled with 
cabotegravir to extend 
its release

https://lapal.medicinespatentpool.org/ 

https://lapal.medicinespatentpool.org/


Question 2

In how many countries has CAB-LA for PrEP received approval?

44 countries (13 LMICs)

https://lapal.medicinespatentpool.org/landscape.  Regulatory status  Cabotegravir + PrEP use case

https://lapal.medicinespatentpool.org/landscape


Question 3

In the absence of a licence, when could generic quality assured versions of 
lenacapavir enter the market?

Not before 2034 or even 2037 in many LMICs



Question 4 –part 1

How many clinical trials are 
ongoing or planned for 

lenacapavir in the context of 
PrEP?

4 trials: PURPOSE 1 to 4

https://lapal.medicinespatentpool.org/landscape

PURPOSE 3

PK, Safety, and 
Acceptability of LEN for 
PrEP in Cisgender 
Women in the United 
States.

PURPOSE 4

PK, Safety, and 
Acceptability of LEN for 
PrEP in People Who 
Inject Drugs.

https://lapal.medicinespatentpool.org/landscape


Question 4 – part 2

PURPOSE 1: 2024-09-01

Which of these trials have the earliest primary completion date?

https://lapal.medicinespatentpool.org/compounds/lenacapavir-len#/ 

https://lapal.medicinespatentpool.org/compounds/lenacapavir-len#/


List three countries included in the MPP-licensed territory for generic cabotegravir long-acting 
injectable, and three countries not included in the licensed territory, but where access may be 

possible as there are no patents
● Countries included MPP-licensed 

territory for generic cabotegravir 
long-acting injectable can be 
visualized on this interactive map 
and are also available from 
MedsPaL or on the CAB-LA 
licence page 

● Countries not included in the 
licensed territory, but where access 
may be possible as there are no 
patents can be visualized on this 
interactive map 

● The full, effective overall territory 
can be visualized on this 
interactive map, it is also 
discussed in an online post by 
Brook Baker 

https://medicinespatentpool.org/progress-achievements/access-to-medicines-tracker?disease=HIV&product=CAB%20LAI&isocountry=null&region=null&filter=licence_status&subFilters=%5B%22in_mpp_licenses%22%5D&locale=en&timeline=2023-10-01&yrs=undefined#interactive-map-block
https://www.medspal.org/licence/?uuid=a3b731aa-c1c7-4cc6-b476-f68fb86e21ce
https://medicinespatentpool.org/licence-post/cabotegravir-long-acting-la-for-hiv-pre-exposure-prophylaxis-prep
https://medicinespatentpool.org/progress-achievements/access-to-medicines-tracker?disease=HIV&product=CAB%20LAI&isocountry=null&region=null&filter=licence_status&subFilters=%5B%22outside_mpp_licenses_where_mpp_sub_licenses%22%5D&locale=en&timeline=2023-10-01&yrs=undefined#interactive-map-block
https://medicinespatentpool.org/progress-achievements/access-to-medicines-tracker?disease=HIV&product=CAB%20LAI&isocountry=null&region=null&filter=licence_status&subFilters=%5B%22outside_mpp_licenses_where_mpp_sub_licenses%22%5D&locale=en&timeline=2023-10-01&yrs=undefined#interactive-map-block
https://medicinespatentpool.org/progress-achievements/access-to-medicines-tracker?disease=HIV&product=CAB%20LAI&isocountry=null&region=null&filter=licence_status&subFilters=%5B%22in_mpp_licenses%22%2C%22outside_mpp_licenses_where_mpp_sub_licenses%22%5D&locale=en&timeline=2023-10-01&yrs=undefined#interactive-map-block
https://medicinespatentpool.org/progress-achievements/access-to-medicines-tracker?disease=HIV&product=CAB%20LAI&isocountry=null&region=null&filter=licence_status&subFilters=%5B%22in_mpp_licenses%22%2C%22outside_mpp_licenses_where_mpp_sub_licenses%22%5D&locale=en&timeline=2023-10-01&yrs=undefined#interactive-map-block
https://infojustice.org/archives/44823
https://infojustice.org/archives/44823
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