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Will COVID-19 make us take one
more step In stronger collective

international mechanisms for
health R&D?

Plenary: Addressing the role of research
and innovation in times of crises
John-Arne Rattingen

June 9 at 9:30 CET - Eu-SPRI 2021 Conference:
Science and innovation - an uneasy relationship?




Global Situation

173,331,478

confirmed cases

Dec 31

3,735,571

deaths

Source: World Health Organization

Dec 31
@ Data may be incomplete for the cument day or week.

Situation by WHO Region

Mar 21
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Mar 21

Americas 68,655,985
] sonfimed
Europe 54,718,053
] senfrmed
South-East Asia 32,877,008
] senfrmes
Eastern Mediterranean 10,325,014
—— sentmes
Africa 3,580,822
- confirmed
Western Pacific 3,173,832
- confirmed

Source: World Health Organization
@ Data may be incomplete for the cument day or week.
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The COVID-19 epidemic curve

A

Timing and width of peak uncertain due to:

» Stochasticity in early dynamics

« Heterogeneities in contact patterns

« Spatial variation

« Uncertainty in key epidemiological parameters

%Positive x %ILI

Social distancing flattens curve

Cases being reported

Risk of resurgence
following lifting of
interventions

Epidemic growth,
doubling time
4-7 days

T
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\ETIE Tox, Emergency

islallal e facturing stability use listing

Courtesy of Gunnstein Norheim, based on Anderson et al 2020 Lancet, Kissler Lipsitch 2020
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Need for public private partnerships (PPPs)

The Innovation Chain: Converting Science into Wealth

-

COLLABORATION

I —

>n:rmmm>>

G T I

TRL1 TRL 2 TRL3 TRL4 TRLS TRLG6 TRLT TRLS TRL9
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Research to Technology Market launch and
prove feasibility development commercialisation
and prolotypes
Basic technology Technology Pilot plan and scale up
research demonstration

Source: vk-cpi.com
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Calls for Increased R&D

Longstanding recognition: market-driven global R&D system does
not sufficiently meet the needs of majority of the world’s population,
80% of which lives in developing countries

HEALTH
RESEARCH

Invesling in
Heallh
Research .. ...
and 7o
Development """

Y, For research on

I DR@ Y diseases of poverty

UMICEF « UNDP = Warld Bank - WHO
WHO-UNICEF-UNDP-World Bank
Special Programme for Research

Commissionon  |nvesting in Health Commission on

4 Trainine in Tropical Di Health Research Research Macroeconomics
and fraining |(r19;05§nca 15€ases for Development  and Development  and Health
(1990) (1996) (2001)
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Neglected diseases

Type |

Global Diseases

Type ll

Neglected Diseases

Most Neglected Disease

Type Il

World pharmaceutical market
> $1250 bn in 2021
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Imbalances in global R&D investments and
public health needs

Health R&D (1975 - 1999) Health R&D (2000 - 2011) 850 total products
approved
37 focused
on neglected
1’393 total diseases

products approved 1.19%, 756 products
——— excluding
16 new drugs for vaccines

neglected diseases

29 focused

on neglected
diseases

1975-1999

Source: Pedrique B et al, DNDI/MSF
forthcoming publication, 2013

Neglected diseases: Tuberculosis, malaria and tropical diseases, around 12% of GBD
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Only $3 billion (1-2% of total) invested globally on R&D for neglected diseases



Innovation and Access
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Innovation and Access
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(a) R&D phase return phase
) returns higher than

investment

The traditional
pharmaceutical
commercial
model

re-investment $$%s

approval

return on
investment

7 7
money

invested

David J. Payne et al. Phil. Trans. R. Soc. B 2015;370:20140086 TRANSACTIONS |

TRANSACTIONSF
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©2015 by The Royal Society i
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Innovation and Access
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Application of
traditional
commercial
model to
antibacterials

(b)

limited opportunity

for re-investment

increasing into AB R&D decreasing return

investment

T

— decreasing peak sales (price x volume)
— decreasing speed of product uptake
— decreasing duration of life cycle

— Increasing investment cost
— Increasing development time

PHILOSOPHICAL §

David J. Payne et al. Phil. Trans. R. Soc. B 2015;370:20140086 TRANSACTIGNS!

©2015 by The Royal Society SOCIETY Bs



Commercial
model does
not
incentivize
future
potential

unmet needs

(¢) ‘ new microbial
— emergence and ﬁpl-{:ﬁd of new threat emerees
threats unpredictable

approval

r
minimal
need/sales for
new agent

David J. Payne et al. Phil. Trans. R. Soc. B 2015;370:20140086 °‘°nﬁ
©2015 by The Royal Society socieTy MBI
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Innovation and Access
Market shaping — expand market
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Innovation and Access
Delinkage — a separate innovation market
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(d)

lump sum’

Principles of a

de-linked model ‘series of payments’

» no marketing

» provide agreed no.
doses/year or stockpile

PHILOSOPHICAL §

David J. Payne et al. Phil. Trans. R. Soc. B 2015;370:20140086 T"Ah'smlﬁf
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R&D financing and incentive mechanisms

Push mechanisms

Pull mechanisms

e Open knowledge innovation * Advance Market Commitment (AMC)

e PDP financing  Milestone and end prizes

* @Grants * Debt/loans

e  Subsidies e Equity/bonds

e Tax breaks  Government-backed volume guarantees

S
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Poverty related diseases - Process at WHO

2003

Resolution
WHA56.27

Intellectual property
rights, innovation and
public health

|

2006

Resolution
WHAS9.24

Public Health, innovation,
essential health research
and intellectual property
rights: towards a global
strategy and plan of
action

2008

Resolution
WHA61.21

Global strategy and plan
of action on public
health, innovation and
intellectual property

|

Commission on Intellectual
Property Rights, Innovation
and Public Health

Intergovernmental
Working Group

Expert Working Group on
Research and Development:
Financing and Coordination

}

Public health

inravation and
intellectual property rights

RN PR PR

’

Global Strategy and Plan of Action
on Public Health, Innovation and Intellectual Property

}

Research

and

Development

Coordination and Financing

 The main issue not resolved in
the IGWG when negotiating the
Global Strategy and Plan of

Action:
 Element 7. Promoting sustainable
financing mechanisms

* Find solutions that «secure
adequate and sustainable
financing for research and
development, and improve
coordination of its use»



X

Norwegian Ministry
of Foreign Affairs

Convention on Global Health R&D

-

CEWG recommendations

e

- Global

~

_-~"“Open Knowledge Innovation’~. Framework

Open approaches
Equitable licensing

end prizes
Patent pools
Direct grants

Milestone and

Financing
commitments
Pooled funding

Global R&D Observatory
Advisory functions

Research and Development to Meet
Health Needs in Developing Countries:
Strengthening Global Financing
and Coordination

Report of the Consultative Expert Working Group on Research
and Development: Financing and Coordination

World Health
Organization



http://www.who.int/phi/en/

15 year long process - 2003-2018 at WHO

2003

2006

2008 2010

2012-

2018

intellectual property rights
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Strengthening Global Financing

Coordination and Financing G i

Report of the
Expert Working Group

Report of the Consultative Expert Working Group on Research
and Development: Financing and Coordination

World Health
Organization

‘The Sixty-fifth Warld Health Assembly

s WHAS9.24, WHA61.21 and WHAGL 16,

of the CEWG report and expresses its appreciation o the Chair,
Vice Chair and allthe members of the Working Group for their work:

2 URGES Member Staies”

(1) to hold nations
the CEWG

1 consulations among all relevant stakeholdes, in order to discuss
nt analyses, esulting

(@) to participate actively in the meetings at egional and global level referred Lo in this
resolution

sible, in their respective countries, proposals and. actions

trengthen mechanisms for improved coordination of research and
velopment (R&:D)’ in collaboration with W HO and other rlevant partrers, as appropriat:

Resolution Resolution Resolution Resolution Resolution Decision
WHA56.27 WHAb59.24 WHA®61.21 WHA®63.28 WHA®65.22 WHA71(9)
Intellectual property Public Health, innovation,  Global strategy and plan Establishment of a Follow up of the report of Global strategy and plan
rights, innovation and essential health research of action on public consultative expert the Consultative Expert of action on public
public health and intellectual property health, innovation and working group on Working Group on health, innovation and
rights: towards a global intellectual property research and Research and intellectual property.
strategy and plan o . . Development: Overall program review
ac tiongy p f development: financing Financ ”"1 g and prog
and coordination Coordination
Commission on Intellectual Intergovernmental ;’;’:::X:‘;:‘;"g:;‘:;‘g;:nt_ g‘:;‘z:‘:)a:i;:si’g:‘z:‘t::g’ki"g WHO Governing WHO Governing
Property‘nghts, Innovation Working Group Financing and Coordination Development: Financing and Bodies (EB/WHA) Bodies (EB/WHA)
and Public Health Coordination
— _ SIXTY-FIFTH WORLD HEALTH ASSEMBLY WHA65.22
Puh I ic health Ghbal Sirategy .and Plan of Action ResearCh Follow up of the report of the Consultative Expert -
; : on Public Health, Innovation and Intellectual Property and Research and Development to Meet Working Group on Research and Development: lgl‘.:l":::‘i‘l':?;":Tl{'"'l;:‘;;:c':{ﬂ']:':n
inrcvation and DeVElopment Health Needs in Developing Countries: Financing and Coordination ©* public health, Innovation and

intellectual property

Report of the review panel

November 2017

#7m% World Health
4.4 Organization



http://www.who.int/phi/en/

Sustainable effectiveness of antibiotics - a
«bath tub problem»
—a common pool resource
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Convergence of recommendations
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Federal Ministry
of Health

Value-based strategies
for encouraging new
development of
antimicrobial drugs

HARCOLIS CENTER
jor Hoalth Policy

DRIVE-AB REPORT .

Revitalizing the 0
antibiotic pipeline 0

Stimulating innovation while driving g O
sustainable use and global access P



DRIVE-AB’s recommended models

Basic Science

Pipeline Coordinator

Preclinical

Phase |

Phase Il

Phase Il

Market

RE-INVESTMENT
IN R&D AND RESPONSIBLE
ANTIBIOTIC USE

DRIVE

Generic market

Market Entry
Rewards

- T . I @ GARDP §w impactfund
L(:‘ARRBHHX Eﬁﬁhﬂ?ﬂ «N AMR action fund m repair ooy M/ ND BB
USD 502m USD 960 m USD 1,000m €270m USD 165m €700m
(2016-21) (2010-19) (2020-2030) (2017-23) (2018-23) (2014-20)
Novel therapeutics, | Novel therapeutics, Novel therapeutics Novel therapeutics, Novel therapeutics, Novel therapeutics,
diagnostics, diagnostics, Optimize antibiotics, companion diagnostics diagnostics, economic
preventatives, preventatives, devices Develop combinations models
devices

X

of Foreign Affairs
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DRIVE( . -} o
Collaboration/coordination mechanisms

Coordination Alliance of like-minded nations willing to commit to same principles
G20 AMR R&D Collaboration Hub

CARB-X UK/China IMI/Horizon 2020

BARDA GARDP GARDP
EIBInOEn

------
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UK and Sweden testing «pull»-incentives

Cost/revenue

~

Guaranteed The _
annual revenue pharmace-ut|ca|
company's income

LIPS L LT

Paid at
national level

Paid by regions

Sold packages

Kilde: Questions and answers about procurement in pilot study for new remuneration model. Public Health Agency of Sweden:
https://www.folkhalsomyndigheten.se/contentassets/92ec9ceb2f2f428cb683add24b4f785b/fag-upphandling-pilotstudie.pdf (Accessed July/August 2020)

25 Juni 2020
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Guinea Ebola ring vaccination trial 2014-16
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Testing of Ebola vaccines during the West African epidemic

23 Oct
WHO High
level meeting
Guinea
500 working group
formed
400 -
3 6-9 months
E
E
= 300
s
=
= Extension to
2004 Sierra Leone
T30 -
T T
21 23 25 2F 29 31 FEF 35 2T 39 41 43 45 4F 49 51 1 12 15 217 19 271 23 25 27F 29 ZI1 =3 35
o= 2014 2015
WHO Ethics Ring design Vaccine Vaccination Last randomized
Report decided choice initiated ring vaccinated
WHO Consultation on Protocols / L1 Preliminary
Ebola Vaccines Financing results
H
Ca—
Norwegian Ministry
of Foreign Affairs Start stability Interim

study analysis




Gi¥g The e
@ NORWEGIAN m Federal Government %‘ DEPARTMENT OF BIOTECHNOLOGY
GOVERNMENT ];\ PANGOV Ministry of Science & Technology
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Global collaboration —
The Access to COVID-19 Tools (ACT) Accelerator

Norwegian Ministry
of Foreign Affairs

* accelerate development of tests, treatments & vaccines

* ensure equitable access to COVID-19 tools globally

#7285\ World Health
i ‘q}g Organization

ACCESS & ALLOCATION

% Warking with:
GOVERNMENTS

CIVIL SOCIETY
DIAGNOSTICS

INDUSTRY

) TheGlobalFund "« @ THERAPEUTICS ¥ Unitaid
HEALTH SYSTEMS
@ wellcome

WORLD BANK GROUP

Working with Governments, Civil Society and
Industry for impact

31



Post Covid-19 reforms: Global governance for health R&D

* Global Health Threats Council

* Financing Facility

« Pandemic Preparedness Partnership (G7)

« ACT-A 2.0 — platform for medical countermeasures

« Pandemic treaty — Framework convention

Collective
actions

Collaborative
decisions

Coordination

Communication

Common norms,
principles and goals

Norwegian Ministry

X

of Foreign Affairs



Most countries are small
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15 year long process - 2003-2018 at WHO

2003

2006

2008 2010

2012-

2018

intellectual property rights
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Strengthening Global Financing

Coordination and Financing G i

Report of the
Expert Working Group

Report of the Consultative Expert Working Group on Research
and Development: Financing and Coordination

World Health
Organization

‘The Sixty-fifth Warld Health Assembly

s WHAS9.24, WHA61.21 and WHAGL 16,

of the CEWG report and expresses its appreciation o the Chair,
Vice Chair and allthe members of the Working Group for their work:

2 URGES Member Staies”

(1) to hold nations
the CEWG

1 consulations among all relevant stakeholdes, in order to discuss
nt analyses, esulting

(@) to participate actively in the meetings at egional and global level referred Lo in this
resolution

sible, in their respective countries, proposals and. actions

trengthen mechanisms for improved coordination of research and
velopment (R&:D)’ in collaboration with W HO and other rlevant partrers, as appropriat:

Resolution Resolution Resolution Resolution Resolution Decision
WHA56.27 WHAb59.24 WHA®61.21 WHA®63.28 WHA®65.22 WHA71(9)
Intellectual property Public Health, innovation,  Global strategy and plan Establishment of a Follow up of the report of Global strategy and plan
rights, innovation and essential health research of action on public consultative expert the Consultative Expert of action on public
public health and intellectual property health, innovation and working group on Working Group on health, innovation and
rights: towards a global intellectual property research and Research and intellectual property.
strategy and plan o . . Development: Overall program review
ac tiongy p f development: financing Financ ”"1 g and prog
and coordination Coordination
Commission on Intellectual Intergovernmental ;’;’:::X:‘;:‘;"g:;‘:;‘g;:nt_ g‘:;‘z:‘:)a:i;:si’g:‘z:‘t::g’ki"g WHO Governing WHO Governing
Property‘nghts, Innovation Working Group Financing and Coordination Development: Financing and Bodies (EB/WHA) Bodies (EB/WHA)
and Public Health Coordination
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