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PrEP spreads across Africa — slowly
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WHO recommends long-

acting cabotegravir for
HIV prevention

New WHO guidelines advise countries to deliver
long-acting cabotegravir as part of
comprehensive approach to HIV prevention
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What does it take to move from R&D to users?

DEVELOPED APPROVED & PROCURED & PROMOTED USED
& TESTED RECOMMENDED DISTRIBUTED & LAUNCHED

STEPS

GLOBAL
STAKEHOLDERS

Community advisory
boards

LOCAL
STAKEHOLDERS

Researchers
Ministries of health

CIVIL SOCIETY & COMMUNITY ENGAGEMENT



Product must be approved and recommended

The product developer develops regulatory strategy in
consultation with various stakeholders — they often prioritize
registration in countries where the clinical trials took place to

APPROVED & facilitate post-trial access.
RECOMMENDED

STEPS

The local approval process varies by country — some countries
have NMRAs, others use a regional approval, others move
ahead with securing import permits once WHO PQ is in place.

An import waiver can be requested by the MOH to bring
product into the country prior to NMRA approval.

Additional steps may be needed prior to programmatic
access in a country, e.g., the product being put on the Essential
Medicines List (EML).

Countries often wait to begin planning (updating national
policies etc.) until WHO guidance is issued.

GLOBAL
STAKEHOLDERS

LOCAL
STAKEHOLDERS



GLOBAL

LOCAL
STAKEHOLDERS = STAKEHOLDERS STEPS

Product must be funded

FUNDED

Price negotiations between procurers and the
product developer are a first step.

Product eligibility for PEPFAR funding is determined
by multiple factors such as US Government
legislation, policy, and quality assurance rules.

For both PEPFAR and Global Fund, countries submit
proposals (or implementation plans) that include
commodity requests and are based on technical
guidance from the donor, e.g., PEPFAR country and
regional operational plan (COP/ROP) guidance.

Product eligibility for national government funding
IS also dependent on multiple factors, e.g., EML.



GLOBAL

LOCAL
STAKEHOLDERS = STAKEHOLDERS STEPS

Product must be procured and distributed

PROCURED &
DISTRIBUTED

For PEPFAR, the Global Health Supply Chain (GHSC)
manages the importation process in most countries.

Shipping requirements are unique to each product, e.g.,
CAB PreP must be shipped within a set temperature range.

Once product arrives in country, the customs clearance
and importation process begins, as well as any product
import testing requirements that may be in place.

CAB PrEP requires additional commodities like needles and
syringes, which must be procured in sufficient quantities
and distributed alongside the product.

Forecasting of CAB PrEP quantities and initiations must be
carefully managed to ensure continued access for those

who initiate.



GLOBAL
STAKEHOLDERS

LOCAL
STAKEHOLDERS

STEPS

Product must be promoted and launched

PROMOTED
& LAUNCHED

Country preparations include updates to national PrEP guidelines,
implementation plans (prioritizing geographies and/or populations),
M&E systems and registers, provider curricula and job aids, and
selection of implementing partners (IPs). Activities usually coordinated
through national technical working groups (TWGs).

Provider training often starts with a training of trainers (ToT) in
advance of launch so the MOH and IPs are well trained in the new
product and can inform guideline updates. Training is usually
cascaded to facilities right before the product is available.

National demand generation strategies and campaigns may need to
be updated to address the expansion of PrEP as a category that now
includes choice across multiple products.

Many countries prefer to start small (pilot program) and then expand
based on early learnings.
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Zimbabwe introduces injectable HIV drug v
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Long-lasting, injectable HIV prevention drug set for
 “aggressive” roll-out in Africa

iz U.S. government agency plans to make inexpensive shots widely available for people at risk
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Forecasting PrEP products in
the context of choice
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' National commodity forecasting exercises

" Intended to ensure clients receive the health products they
need

= Help avoid shortages or stock-outs

= Inform budgeting and guide advocacy for and allocation of
scarce resources for HIV prevention programming

= For new products: help provide manufacturers and suppliers
with the information they need to scale up production and
ensure adequate supply




' What do we need to know?

Trends in product use over time and how that relates to
national PrEP indicators

Stock on hand and shelf life

Minimum stock on hand requirements (inventory control levels)
Plans for program scale-up

Timelines for new product introduction

Uptake, patterns of use over time = method mix

Size of population(s) in need of PrEP




' Challenges with PrEP forecasting

= Countries have been applying tools developed for treatment, which don’t
take into account the specific considerations of the PrEP program

= Routine indicators for PrEP not informative for forecasting

* Countries are not routinely collecting / analyzing the amount of PrEP products
dispensed alongside indicators tracking the numbers of people using PrEP

* For oral PrEP, products can be used for PrEP, ART, and hepatitis treatment, so difficult
to know how much was dispensed for PrEP (may also become true for long-acting
injectable forms of PrEP)

= Difficult to estimate the size of the population in need

= Difficult to project uptake/method mix, especially with new methods and
ED PrEP

= Impact of CAB PrEP tail — stockouts can lead to drug resistance

= Resource (funding and commodity) limitations




PrEP-it can help with estimating PrEP commodity
need based on targets

1. Define populations in need of PrEP

* Size of subset of each population that is in need of PrEP (HIV-negative and likely to be
exposed to HIV)

Specify PrEP methods to be considered

Enter data/assumptions on PrEP patterns of use

Enter PrEP monitoring data to characterize past trends
Define visit schedules for each PrEP method and population

Project scale-up curves for each method/population

N o U s WD

Set targets by % coverage, funding or product constraints, or numbers of
initiations

- Estimates of commodity needs by method and month over target-setting
period




Using PreEP-it to InNform Commodity Forecasting for HIV
Prevention Products: Lessons Learned from Kenya

www.prepwatch.org/resources/using-prep-it-for-commodity-forecasting
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Using PrEP-it for Commodity
Forecasting
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This brief describes how PrEP-it was used to inform commodity forecasting for PrEP productsin

Kenya and highlights lessons learned. Topic{s): Financing & Costing

Product(s): Cabotegravir, Dapivirine
Vaginal Ring, Oral PrEP



https://www.prepwatch.org/resources/using-prep-it-for-commodity-forecasting/
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' Stay tuned for future sessions:

Wednesday 2 — 3 p.m.

How we can improve PrEP M&E so we can
improve our commodity forecasts (among
other things)

Thursday 1:30 -3 p.m., Room 3
PrEP-it walkthrough
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