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LEN introduction has moved faster than any
previous PrEP methods

\'? The Presidency of the Republic of South Africa @ added 35 new photos.
& Junes @

Preparing for LEN: Learning Lessons,
Accelerating Access, Reducing Time to Impact

In the first year since efficacy results were reported, LEN for PrEP has achieved critical milestones
in record time compared to oral PrEP, DVR, and CAB; speed, scale and equity are still needed to

deliver impact OFFICIAL NATIONAL LAUNCH
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® ToRFTC A New Chapter in HIV Prevention
South Africa is advancing its fight against HIV with the
introduction of Lenacapavir, a groundbreaking long-acting

Injectable Dapivirine prevention option.
Lenacapavir Vaginal Ring

. Administered just twice a year, this innovation has
J the potential to expand access to HIV prevention

and help reduce new infections across the country.

President Cyril Ramaphosa officially launches the national rollout of Lenacapavir, a new long-
acting HIV prevention injection that has the potential to transform HIV pr... See more
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What is needed across the value chain
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Supportive policies Lenacapavir is Providers and Lenacapavir is End users know Lenacapavir is
are established and available and stakeholders have delivered by trained about and effectively
plans developed distributed in access to up-to- providers across understand the integrated into
and budgeted for sufficient quantity date clinical delivery channels to need for HIV national,
programmatic to meet projected guidelines and are effectively reach prevention and subnational, facility,
scale-up demand. trained to deliver end users. where to access community, and
lenacapavir safely services. programme
and effectively. monitoring and
surveillance
systems.
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1. Policy and Planning

Policy readiness is a key enabler to achieving rapid, equitable,
sustainable lenacapavir rollout

Key policy and planning priorities for lenacapavir rollout
include:

Policies which support equitable access for all
Approval of
Lenacapavir for

Accelerated registration through regulatory reliance pathways

i i i el i inclusion on the
Inclusion in Essential Medicines Lists e
Sustainable financing for products and service delivery Tho Department o el Ntional Essertal

announce the inclusion of Lenacapavir on the

Essential Medicines List (EML) to ensure access to
safe, effective, quality and affordable medicines in the
public sector for all citizens.
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2. Supply Chain Management

Lenacapavir rollout requires coordinated forecasting, sustainable

procurement and reliable last-mile delivery

Accurate Demand
Forecasting

Forecast demand based on
epidemiological data and
coverage targets to ensure
supply meets demand

Use real-world data to
inform forecasting

Monitor uptake closely and
adjust accordingly
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Procurement
Commitments

Establish coordinated, long-
term procurement
commitments and
financing mechanisms to
secure manufacturing
capacity and promote
affordable pricing

Generic and Local
Manufacturing

Expand sustainable access
through generic and local
manufacturing to ensure
supply security and
improve affordability

Last Mile Delivery

Strengthen facility
readiness, workforce
capacity and use of digital
and real-time tracking
systems
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2. Supply Chain Management -

South African process

South African Supply Chain Process and Pathway
| pase2  J  puases N pHAsea QN peases [l PHAsE6

Product Documentation and International shipping Importation and | Post-importation Release and
availability regulatory preparation arrangements warehouse receipt ‘ testing distribution
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D VAT exemption o ransporation for 0 m 4“_ PIT test results @ @4 Consignme
@ T Quality check A el '@' distributed
shipping Lo '| |I 360 faciliti
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Start in Ireland: : Prepare and secure Arrange and execute Clear customs and Conduct post- Release and deliver
Product ready and regulatory approvals international shipping receive into warehouse importation testing consignment to depo!
delivered to warehouse and tax exemptions by airfreight in South Africa and receive results and 360 facilities
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3. Guidelines and Training

Provider preparation is as important as product availability

Successful rollout depends on providers being

prepa red to: o d D Access Job Pre-Exposure Prophylaxis (PrEP):

« integrate lenacapavir into existing prevention services ' Aids and Ler.'ac?pa‘"r'mpleme"tat"’"
Resources Guidelines

« counsel confidently on available HIV prevention options . ey

National Department of Health

« support clients to make an informed choice

Injection procedure for lenacapavir Job Aid 2

« safely administer a subcutaneous lenacapavir injection

« schedule and manage follow up visits, including re-

initiations
. ‘g . ; ; i
distinguish expected reactions from signs that require S i =) |+

clinical review

Practical training and provider preparation should
be supported with job aids, clinical review and
ongoing mentorship
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3. Training - injection technique

Practical provider training builds confidence

Link to Administration-Injection

Early implementation identified several practices that euiiEree in Clinics Taelk

support safe administration, efficient consultations and a
better client experience:

« preparing LEN using a non-inversion technique

« selecting an appropriate injection site

« administering the injection slowly

« pausing after administration before withdrawing the needle

« maintaining correct needle position throughout administration

Hands-on simulation helped providers practise the technique
before administering LEN to clients.

Early training used simple models, including condoms or
gloves filled with salt, to simulate LEN injections.
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3. Training - counselling

Provider counselling shapes successful adoption

Effective counselling must include: Provider interviews suggested
« information on how LEN works that clients who were prepared
« honest discussion on potential pain and discomfort in advance were genera"y less

« explanation that injection-site nodules may occur
. , T concerned when expected
« Information on possible leakage after administration . . . )
Injection-site reactions

* post-injection management

+ how to distinguish expected reactions from signs that require occurred.

clinical review
- scheduling of follow-up date Pre-education changes the
« discussion on other prevention services e.g. contraception, STI experience: an expected

management

Clients who receive comprehensive counselling are
less concerned about expected injection-site reactions
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reaction is less alarming than an
unexplained one.
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Differentiated delivery platforms can maximise
acceptability and accessibility

Figure 6. Diverse HIV prevention delivery platforms to maximize choice and access

Ensure integration with core delivery platforms

including: NGO/Community cinics Public health fadiities
« Antenatal and postnatal services :
. - School-based services : Drop-in centres
 Contraception clinics ‘
. , , v inics AP
Yo.uth fnend{y services . . eenbacdnd ot Bciies (] ( _ B
Consider a variety of service delivery platforms
including: . 8 i prevention il
g WW"‘S‘?:: makinzrchoiczs 4 : % Workplace programmes

* Primary healthcare clinics

« Mobile clinics . .
Private pharmacies Mobile clinics
« Pharmacies . .
Home visits Website and mobile phone aplications

« Community based organizations

ConSIder taSk Shlftlng Where f:e.aSIbIe and Where Choose and prioritize prevention platfonns.ba;sedoncot!ntrycontextandthe preferences
adequate support and supervision can be ensured ok ke sl pelority populations
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Adaptations to reach specific populations

Pregnant and breastfeeding women:
« Pregnant women - antenatal services

« Breastfeeding women - delivery and postnatal services
« Consider alternative injection sites if preferred

« Counselling on safety to the infant and pregnancy
Youth:

« Campus clinics and Youth Friendly services G(PSP GLOBAL HEALTH: SCIENCE AND PRACTICE
« Integration with other SRH and prevention services
Key Populations:

Dedicated to

PROGRAM CASE STUDY

Reaching Men and Women Through a Decentralized Mobile

° I i i _fri i Service Delivery Model for HIV Prevention and Pre-Exposure
Flexible service hours and client-friendly services brovhylods Services n Sauth Aficn po
« Integration of other prevention and harm reduction services e i o e FaiaA. Chel” Gyl

« Reassurance - gender affirming hormone therapy can be safely
used with LEN
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5. Demand and Uptake

Success is not maximum LEN uptake. Success is people being able to choose and
effectively use the prevention option that works for them.
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1. BUILD 2. SUPPORT 3. MEANINGFUL 4. CONNECT PEOPLE 5. LISTEN, RESPOND
PREVENTION INFORMED COMMUNITY TO INFORMATION & CORRECT
LITERACY CHOICE ENGAGEMENT & SERVICES MISINFORMATION
Help people Help people Create spaces to listen, Make trusted Identify emerging
understand HIV understand the answer questions, information available guestions, myths and
prevention and their differences between build trust and where people already concerns early —and
options, including PrEP methods and choose understand what look for it... digital respond with credible,
and other methods. what fits their lives. communities need. health technologies. consistent information.
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T —
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6. Monitoring and Surveillance

Monitoring and surveillance supports responsive programming

Existing systems can be adapted to incorporate

lenacapavir.

Programme monitoring must support:
« Tracking PrEP uptake and method choice
 Distinguish initiation from follow up visits

« Early identification of gaps

« Implementation optimization

« Guide real time decision making

UNIVERSITY OF THE
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Monitoring systems Longitudinal data
can be linked to systems capturing
automated SMS or individual-level data
WhatsApp to support are best suited to

appointment track ongoing PrEP
reminders use

Table 2. Rec ded minimumd for PrEP for recording in national data systems

Intervention Minimum dataset

Pre-exposure prophylaxis Date PrEP prescribed (includes initial prescription and repeats)

(PrEP)
Date PrEP dispensed (if available from dispensing pharmacy or community
distribution)

PreP product prescribed (for example, oral PrEP containing tenofovir,
dapivirine vaginal ring (DPV-VR), CAB-LA or LEN)

Volume of PrEP product prescribed/dispensed (for example, number of
pills, number of devices)

Date individual attends follow-up appointment

Source: WHO 2022 (83).
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South African - SyNCH system

PrEP Programme Dashbo

Period : 05 Jun to 31 Aug 2026
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6. Monitoring and Surveillance

Monitoring and surveillance supports responsive programming

Monitoring and surveillance systems should include:
« Safety signals and adverse events

« Pregnancy and breastfeeding - adverse pregnancy and infant
outcomes

 Seroconversions
« Drug resistance among seroconversions [per———

dverse Drug Reactions

The WHO has developed a toolkit for
monitoring the safety and toxicity of
injectable lenacapavir for PrEP

Pharmacovigilance

« Support healthcare providers to recognize and report adverse
events

I%lenlgﬁlts oAfth% SAER
« Support communities and clients to report concerns directly 2 '_e PP:
through user-friendly reporting platforms 6 mizs-
; g D s
« Report any adverse drug reaction, and any new or existing safety, ; i
quality or effectiveness concerns, occurring as a result of the use o N

of a medicine to regulatory authorities (e.g. SAHPRA) or WHO

UNIVERSITY OF THE
WlTWATERSRAND,@ ‘ NITS RHI
JOHANNESBURG

39 LA ART Conference



Conclusion
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Equitable national Lenacapavir is Providers and Lenacapavir is End users know Lenacapavir is
and subnational available and stakeholders have delivered by trained about and effectively
plans are distributed in access to up-to- providers across understand the integrated into
established and sufficient quantity date clinical delivery channels to need for HIV national,
costed for to meet projected guidelines and are effectively reach prevention and subnational, facility,
programmatic demand. trained to deliver end users. where to access community, and
scale-up lenacapavir safely services. programme
and effectively. monitoring and
surveillance
systems.

UNIVERSITY OF THE 6 ‘ NITS RHI
WITWATERSRAND, rd
JOHANNESBURG 4 3 LA ART Conference



Available Tools and Resources

To access lenacapavir
preparation and
administration videos,
scan this QR code or go to
myprep.co.za

{0
-

South Africa resources:
Demand Generation and
more

Adverse Drug Reactions
should be reported to
SAHPRA, WHO or
equivalent regulatory
authority

For more details on
SAHPRA ADR reporting
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LEN Learning Clinics

Opt-in to get notifications about upcoming webinars,
information and virtual learning clinics.
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