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EXECUTIVE SUMMARY

Since its launch in January 2017, CEPI has built a global portfolio of over 110 projects with more than 400
awardees and sub-awardees in over 50 countries, across vaccine development, enabling science, and cross-
cutting activities for a broad range of emerging infectious diseases. On 9-10"* November 2022, CEPI
conducted a review of its Disease X, Lassa, Broadly Protective Coronaviruses (BPCV), and Nipah R&D and
manufacturing portfolios, engaging its Scientific Advisory Committee (SAC) and key coalition partners in a
technical review of portfolio targets and priorities to achieve the strategic objectives for CEPI’s second five-
year programme, “CEPI 2.0”. Specific objectives for the Portfolio Review meeting were to:

1. Recap on CEPI 2.0 strategic targets and plans for each pathogen / area;

2. Review CEPI portfolio composition and performance for each pathogen / area;

3. Align on portfolio priorities and investment needs for each pathogen / area.

During the meeting, participants provided perspectives on CEPI’s targets and strategy across the entire R&D
investment portfolio. Acknowledging that CEPI activities have had a positive impact in the field globally,
participants urged CEPI to continue to advance its R&D portfolio and strategy, including CEPI’s 100 Day
Mission, capitalizing on its unique skills and competencies while focusing investments where biggest needs
in product development exist. Four broad areas were highlighted to ensure successful delivery of CEPI 2.0
portfolio targets:

(i) Actively monitoring prioritization efforts from both pathogen and platform specific perspectives,
focusing on the balance between investing in platforms versus disease-specific vaccine
development programmes;

(ii) Embedding a manufacturing strategy in platform and disease-specific initiatives and together with
regional partnerships helping address anticipated equitable access issues anticipated to emerge
through the successful implementation of vaccine development programmes;

(iii) Capitalizing on technical/scientific data across projects and programmes to improve decisions to
advance CEPI’s R&D portfolio, including risk assessments building on scenarios where projects shall
be terminated;

(iv) Focusing on preparedness activities that fill gaps for outbreak response and continuing to nurture
co-funding relationships to maintain momentum in epidemic and pandemic response, connecting
key players and forming networks for a response, without major own investments.

For Disease X, participants recommended that CEPI advances at least one mRNA-based prototype vaccine
through licensure submission and builds vaccine libraries through clinical proof of concept for up to four
virus families, using multiple platform innovations. In doing so, they urged CEPI to:

i) Continuously update and re-rank virus family priorities, based on evidence and modelling
projections;

(ii) Continue to seek expert advice on immunogen design;

(iii) Explicitly consider data comparisons between RNA technologies and other platforms, to help
expand the knowledge base on the potential of these;

(iv) Specify criteria for portfolio prioritization and ensure appropriate go/no-go stage gates are in place;

(v) Liaise with stakeholders to promote involvement of enabling science communities in target

countries and to tackle perceived safety concerns with specific platforms.

For Lassa, participants recommended that CEPI continues support and prioritizes funding for Lassa vaccine
candidates through phase 3 to licensure submission. To achieve this, they suggested that CEPI:

) Advances one vaccine candidate to phase 3, considering data from all programmes and using
integrated prioritization criteria;

(ii) De-prioritizes further development of one candidate where anticipated advantages of the platform
have not materialised;

(iii) Maintains critical mass and diversity in the portfolio to mitigate against risk of failure;

(iv) Finalizes internally desired Target Product Characteristics;

(v) Concludes epidemiological data collection and analysis to inform pivotal trial size and design;

(vi) Secures contractual commitments to allow tech transfer for manufacturing in Africa;

(vii) Continues to strengthen plans for manufacturing, clinical, regulatory and community engagement.



For BPCV, participants recommended that CEPI prioritizes demonstration of 21 variant proof broadly
protective SARS-CoV-2 candidate through clinical proof of concept in the short-term and addresses
scientific and technical concerns for the longer-term delivery of the broadly protective Betacoronavirus
vaccine target. To do this, they noted that CEPI should:

6] Develop standardized criteria for project prioritization;

(ii) Establish standardized stage gate review procedures and ensure standardized enablers are in place
for comparing vaccine candidate performance;

(iii) Define virus panels and ensure strains are made available to assess breadth of protection;

(iv) Engage with scientific community to obtain consensus on definition of breadth of protection;

(V) Plan for biosafety risk assessments, which will require establishment of lab(s) (BSL3) for assessing

candidates against panel of viruses.

For Nipah, participants recommended that CEPI prioritizes funding for vaccine candidates through late-
stage development for licensure submission on an accelerated pathway, and that it continues support for
mAb product development for outbreak use. To achieve this, they urged CEPI to:

(i) Advance one candidate to phase 2 studies while an additional candidate completes phase 1, with the
vaccine candidate selection for phase 2/3 to be informed by clear criteria and models;

(ii) De-prioritize further development of one candidate where data suggest inferior performance;

(i) Maintain critical mass and diversity in the portfolio to mitigate against risk of failure;

(iv) Continue to determine the use case (reactive vs. preventive) for Nipah vaccines and align Target
Product Characteristics with the desired product profile for each use case;

(v) Consider clear criteria and models to support prioritization of vaccine candidates for late-stage
development;

(vi) Continue to build interlinkages with Disease X for portfolio backup strategies and Chikungunya for

data requirements to support accelerated approval pathways.

These recommendations will be incorporated into CEPI’s portfolio planning activities over the coming
months, to ensure successful implementation of the organization’s R&D and Manufacturing & Supply Chain
investment programmes.
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