LESSONS LEARNED FROM
THE PCV AMC



BACKGROUND

- WHO TB Vaccine Accelerator Council, Finance & Access Working Group report
presented at G20 Health Ministers Meeting in November 2025

- Risks identified in relation to lack of guaranteed demand, equitable supply, diversified

and competitive supply and affordability

- Recommendation: a catalytic instrument that guarantees demand, increases supply

and reduces prices
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CATALYTIC INSTRUMENT

Create “"production at scale to lower vaccine costs and providing governments with more affordable and
predictable supply” (page 26)

Structure could include:

« Volume guarantees for products that meet required characteristics to provide predictable demand signals

« Mechanism to accelerate and pull core funding early to demonstrate funded demand, based on country and
donor commitments

« Entry incentives for the first two suppliers to bring vaccines to the market, ensuring early availability. Avoid
"winner takes it all”

Seek to secure:

- More affordable pricing; sunset and transition criteria; inclusive country scope including all HBCs; specified
considerations on access for LICs

May require multiple mechanisms



PCV ADVANCED MARKET COMMITMENT
(AMC)

Advanced Market Commitment = “intended to address two perceived failings of global health markets: 1)
pharmaceutical manufacturers are incentivized to focus their R&D on medicines for diseases more prevalent in lucrative
markets, such as the US and Europe; and 2) once developed, medicines often reach low-income countries a decade or
more after their introduction in high-income markets.” (source: 2013 AMC for PCV Process and Design Evaluation)

Objectives of PCV AMC:

- Stimulate innovation

- Increase availability/supply
- Affordability and accelerate vaccine uptake

- Test AMC as a model for supply and lessons learned for the future

- The AMC used forward-looking binding contract from donors and international agencies that guarantees a pre-agreed
price for the first doses of vaccines sold to LMICs, under the assumption that vaccine companies can recoup their
costs, thus making it an attractive incentive. In exchange, companies guarantee to supply vaccines for a defined
duration at the pre-agreed price.

Gavi PCV AMC was designed between 2005-2008. Launched in 2009. Ended in 2020. PCV AMC raised $1.5 billion
Funders: Canada, Italy, Norway, Russia, UK, Gates Foundation + Key partners: Gavi, World Bank, UNICEF



PCV VACCINE # A TB VACCINE

PCV7 first approved in 2000

Routine childhood vaccine

Demand across LICs, MICs and HICs
Manufactured by IFPMA companies till 2019
Only 2 manufacturers (GSK/Pfizer) till 2019

No known access agreements/conditions

Only licensed TB vaccine = BCG
Adult/adolescent vaccine.
Demand predominantly in LICs and MICs

Licensing deals in place (e.g. MTBVAC)

TBD. Manufacturing agreement for MTBVAC
with different companies. Though adjuvant
ASO1 for M72 owned by GSK

Some indications on pricing and equitable
access.

MTBVAC: Access clauses are embedded in all
partnership agreements to ensure affordability
and equitable distribution of vaccines.



KEY CRITICISM OF PCV AMC

- PCV-AMC had little influence on pricing and affordability, including for MICs

- PCV remains amongst the most expensive vaccines and seen little price reduction over time. ($3.5 tail price in 2013 -
$3.3in 2025)

- Tiered pricing hindered access. MIC price remained high (~$20) delayed introduction. By 2020, 38 countries yet to
introduce PCV (30/38 non-Gavi)

Lack of transparency on costs and price break-down

- Lack of information on price-setting and costs = difficult to negotiate appropriate price

Demand continued to exceed supply
- 2012-2014, continued to see PCV shortages, delaying introduction for 23 countries.

Failed to stimulate competition (first come first served)

- Left very limited market share for cheaper option that entered the market later (SIl PCV10). Only 1 Gavi country has
introduced Pneumosil.

- Bulk of funds used as a subsidy for Pfizer and GSK. Of the $1.5 billion, more than $1.2 billion was disbursed to Pfizer and

GSK. Sll received only 5%.

Did not stimulate innovation of new PCVs. Market remains dominated by Pfizer and GSK



WHAT CAN WE LEARN FOR ACCESS TO
TB VACCINE?

-« The PCV vaccine cannot be compared with TB vaccine!
- Address the inequity between HICs and LMICs: is AMC the right model for the TB vaccine?

- But, lessons can be learned from vaccine access approach:

- If aim is to de-risk manufacturers and ensure supply matches demand = what can we learn from what went wrong
with PCV AMC and COVAX?

- Access clauses on affordability, accessibility and non-restrictive IP in funding and licensing agreements remain key.

- Will it overcome restrictions on supply side (e.g. limited adjuvant supply, tech monopolies)?

« Address demands from manufacturers (de-risking/volume guarantees) how can we ensure it also
addresses needs from the countries and communities? Including key populations.

« A catalytic model can allow for pooling of new resources that help predictability in a time where we see
significant funding constraints

- AMC may address financial needs for procurement but not implementation funds. Limits ability of a country to roll-
out vaccine (vaccine uptake is more than just funds for the product).
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