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The challenge of epidemics
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Calls for global action
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Outcome document
Financing of R&D Preparedness and Response to Epidemic

Access provided by The Wellcome Trust
Volume 386, No. 10009, p2204-2221, 28 November 2015 Next Article >
Will Ebola change the game? Ten essential reforms before the

next pandemic. The report of the Harvard-LSHTM Independent
Panel on the Global Response to Ebola
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Global Health Risk Framework

The Neglected Dimension of Global Security: A Framework to Counter Infectious Disease Crises

Emergencies
October 29-30, 2015
Oslo, Norway

Background

This Outcome document summarizes discussions that took place during the Oslo consultation
on Financing of R&D Preparedness and Response to Epidemic Emergencies (October 29-30,
2015). It reflects views expressed and the discussion that took place, but does not necessarily
reflect all interventions. Names of representatives of countries and organizations participating
in the Oslo consultation on Financing can be found on the webpage of the Norwegian Institute

as well as charitable foundations and other relevant actors. The consultation was jointly
organized by WHO and the Norwegian Institute of Public Health and hosted by the Norwegian
Institute of Public Health.

of Public Health. Stakeholders represented included government, industry, NGOs and academia
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Challenges

The pipeline is weak for most emerging infectious
diseases characterized by lack of market incentives

Unilateral, uncoordinated government efforts to
fund R&D preparedness are inefficient and
unsustainable in addressing global epidemic
risks

Clinical & regulatory pathways are not easily
adaptable to epidemic contexts

Incentives are lacking to motivate
greater industry engagement




Opportunities

The Ebola momentum: vaccines are feasible despite a
risky development pathway

The Ebola momentum: it is possible to advance the
clinical development of safe and effective vaccines
against EIDs in an emergency

R&D actors supporting EID vaccine pipelines:
government health research agencies, academic
research institutions, biotechs, multinational vaccine
manufacturers, and non-profits

Manufacturing capability and capacity for vaccines has
always been a critical bottle-neck in epidemic events.

Major vaccine manufacturers can drive pipelines
forward




New partnership models needed

Sustainable partnership models for product development
SUSTAIN- (vaccines, diagnostics, therapeutics) to contain outbreaks of
ABLE emerging infectious diseases

Partnership models that fill in the gaps
GAP - Need for coordinated and proactive R&D and increased funding

FILLING - Stronger advanced development and manufacturing
capabilities

- Clear and predictable regulatory procedures and improved
regulatory coordination

Comprehensive policy ecosystem required with a

collective end-to-end vision

- Ebola response reviews/panels suggest lack of mechanisms
to unite funders, developers, regulators

- Effective coordination will require dedicated mechanisms and
resources, as well as end-to-end coordination of R&D and

CEPI access




The CEPI response

NP Rationalize and accelerate research and
& development responses to new outbreaks

accelerate

Coordinate resources across industry, academia,
NIl governments, philanthropies, and NGOs

v

Prioritize vaccine targets and platform technology

Prioritize <t
rnnre and facilitate the advanced development of

vaccines for emerging infectious diseases
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Mission

To prioritize, stimulate, finance and
co-ordinate vaccine development
against emerging infections with
epidemic potential, especially in cases

where market incentives alone do not
achieve this

CEPI



Timely vaccine development — objectives for
efficient global R&D preparedness

Advance vaccine candidates
through late preclinical studies to
proof of concept and safety in
humans during non-epidemic periods
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CEPI’'s Gap-Filling Role

CEPI role as a facilitator

Significant focus by others

CoPIroleasafunder ST
1 2 3 4
Phase Discovery Development/Licensure | Manufacturing Delivery/Stockpiling
Current . Academia . Industry . Industry . GAVI
Stakeholder | o Governments | National Governments o BARDA o UNICEF
S . WT/NIH . Regulators . CMOs . PAHO
. GLOPID-R . Bill and Melinda Gates . Regulators o National Governments
. Industry Foundation . National . WHO
o Regulators o BARDA/DTRA etc. . Governments | e Industry
o Biotech o WHO . WHO . Pandemic Emergency
o IMI/EC o Biotech . GHIF Facility
° PDPs (World Bank)
o IMI/EC o WHO Contingency Fund

« Adhering to equitable access principles of affordable pricing and

priority populations in emergencies

availability of vaccines by

« Securing industry participation through predictable pathways and risk/benefit sharing
arrangements and handling of liability through indemnification

« Supporting data sharing and sample sharing mechanisms, and long-term development of
regional capabilities for epidemic vaccine preparedness

CEPI
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CEPI's operating principles

Equitable access

Cost coverage
(Delinkage)

Shared benefits
(Partial delinkage)




Organizational Setup:

Startup Phase

/‘"\

Interim Board
S

Vi
Scientific Advisory
Committee
_ = e =w—w. CEPI Joint
Interim CEQ Coordination Group
SN

Secretariat

N—

CEPI

Founding Partners include the Gates Foundation,
Wellcome Trust, Department of Biotechnology of India,
Government of Norway, and World Economic Forum

Independent legal entity, existing as an international
non-profit association under Norwegian law

Interim Secretariat is hosted by the Norwegian Institute
of Public Health under a service agreement

Flexible arrangement, can transition into other
institutional and governance arrangements

Decisions about its permanent organizational structure
and governance made by the CEPI Interim Board during
the interim phase

SAC advises on scientific matters and JCG coordinates
CEPI’s activities with other stakeholders
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CEPI Interim Board

K. Vijay Raghavan (Chair)
Secretary, Department of Biotechnology
Ministry of Science and Technology, India

Peter Piot (Vice Chair)
Director of the London School of
Hygiene and Tropical Medicine

Adar Poonawalla
CEO and Executive Director
Serum Institute of India

Arnaud Bernaert
Head of Global Health and Healthcare
Industries, World Economic Forum

Christopher Whitty
Chief Scientific Adviser
Department of Health, UK

Eduardo de Azeredo Costa
Technical Advisor, Center for International
Affairs in Health, Fiocruz, Brazil

Glenda Gray
President & CEO
South African Medical Research Council
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Jane Halton
Adjunct Professor
University of Canberra

Jeremy Farrar
Director
Wellcome Trust

Joachim Klein

Deputy Head of Division Health
Research Federal Ministry of Education
and Research, Germany

Joanne Liu
International President
Medecins sans Frontieres

Julie Gerberding
Executive Vice President
Merck

Moncef Slaoui
Chairman of vaccines
GSK

Nima Farzan
President and CEO
PAXVAX INC.

Ruxandra Draghia-Akli
Deputy director-general of DG RTD
European Commission

Tore Godal
Special Adviser on Global Health
Ministry of Foreign Affairs, Norway

Trevor Mundel
President Global Health Division
The Bill & Melinda Gates Foundation

Victor Dzau
President of the Institute of Medicine
National Academy of Sciences

Yah Zolia
Deputy Minister of Health and Social
Welfare, Liberia

Yifru Berhan
Minister of Health
Ethiopia

Yusuke Fukuda

Assistant Minister for Technical
Affairs and Global Health, Ministry of
Health, Labor and Welfare, Japan

Observers

Marie-Paule Kieny
Assistant Director-General
World Health Organization

Mark Feinberg
President & Chief Executive Officer
IAVI

Peggy Hamburg

Foreign Secretary of the Institute of
Medicine

National Academy of Sciences

John-Arne Rgttingen
Interim CEPI CEO

Nicole Lurie

Assistant Secretary,
Department of HHS, US
(serving in a liaison position)
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CEPI interim SAC

Mark Feinberg (Chair)
International AIDS Vaccine
Initiative

Alan D. Barrett
University  of
Branch

Texas Medical

Amadou Sall
Institute Pasteur Dakar

Bernard Fanget
Abivax, Neovacs

Cherry Gagandeep Kang
Christian Medical College Vellore

Connie Schmaljohn
University of Maryland

Daniel Brasseur
European Commission

22.02.2017

David Kaslow
PATH/CIVA

David Wood
World Health Organization

George Fu Gao
Chinese Center for Disease Control
and Prevention

Gunnstein Norheim
Norwegian Institute of Public Health

Heinrich Feldman
NIH National Institute of Allergy and
Infectious Diseases

Helen Rees
Wits Reproductive Health and HIV
Institute

James Robinson
James Robinson Biologics
Consulting

Jean-Francois Delfraissy
ANRS/INSERM

Jesse Goodman
Georgetown University

Kathleen Neuzil
University of Maryland

Kenji Shibuya
Department of Global Health
Policy, University of Tokyo

Maharaj Kishan Bhan
JIPMER

Penny Heaton
Bill & Melinda Gates Foundation

Peter Smith
London School of Hygiene and
Tropical Medicine

Rick Bright
Biomedical Advanced Research
and Development Authority

Stanley Plotkin
VaxConsult

Subhash Kapre
Inventprise
Non-voting members

Ali Alloueche
Takeda

Jean Lang
Sanofi Pasteur

Johan Van Hoof
Johnson & Johnson

Kathrin Jansen
Pfizer

15



CEPI’'s Funding Needs

Preliminary cost-
modeling estimates*
5-year costs for
advancement of 10
WHO Blueprint EID
vaccine candidates
to the end of clinical
phase Ila
development at
between US$600M
and US$3.7B,
depending on the
complexity of the
technology used, pilot
manufacturing
requirements and
other manufacturing
cost variants, and
stockpiling needs.

4000000000 -
3500000000 -
3000000000 -
2500000000 -
@ 2000000000 -
1500000 000 -
1000000000 -
500000000 -

$2476010000

$553630667

$3684 245004

$8950957173

Vaccine R&D funding gap

Vaccine R&D funding gap plus five year pilot
stockpiles

* Details on cost estimates and assumptions are available upon request.

CEPI
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CEPI Financing Model

CEPI will use a multi-source financing model to satisfy its core
resource needs.

[ Direct Contributions ]

FO ur f| nan Ci N g Dedicated Contributions
pri nCi ples (eg. AMC) ‘ IFFIm-like Mechanism ’
CEPI FUND
HOST-FINANCING

1. Broad-based Host-Institution INSTITUTION Solidarity

2 i LO N g term , Affiliated Contributions Contributions
predictable

3. Complementary and v . T . 7 ¥
new financial OBJECTIVE 1 OBJECTIVE 2 OBJECTIVE 3 OBJECTIVE 4

resources

4. Fit-for-purpose \[ \ ’ ]/

fU n CI Ta g CO-funding partners
(e.g. BARDA, IMI, EC, Vaccine Industry)




