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CLASSIFICACAO DE DOENCAS:
Oficial: CID 10 “Classificacao Estatistica Internacional
de Doencas e Problemas Relacionados a Saude”

Pela “origem”: (1) transmissiveis (incluindo doencas
de mulheres e criancas, além de desnutricdo); (2)
doencas cronicas nao-transmissiveis; (3) causas
externas ou “injurias” (violéncia e trauma)

Doencas dos grupos |, Il e lll, que sdo equivalentes a
doencas globais, negligenciadas e muito
negligenciadas de organismos como Médicos Sem
Fronteiras (MSF).

Esta ultima é impregnada por um sentido
confusamente humanitario misturado com forte
presenca de uma analise economicista. Novo conceito:
a“carga da doenca” (Burden of Disease, BoD),
traduzida por “anos de vida util perdidos” (DALYS).

Conceito de PATOCENOSE (Mirko Grmek): (1) conjunto
de todos estados patolégicos num contexto
tempol/espacial; (2) frequéncia e distribuicdo de UMA
doenca depende de todas as outras; (3) tendéncia para
estado de equilibrio com expressdes matematicas
simples.
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Um pouco de historia

— Anos 70

» Kenneth Warren e a Fundacédo Rockefeller: “The Great Neglected
Diseases of Mankind”

 TDR: Doencas Tropicais:pesquisa em doencas da pobreza (PNUD,
OMS, UNICEF, WB)

— Anos 90
* Global Forum for Health Research (Hiato 10/90)
— 2000-2001

» Objetivos de Desenvolvimento do Milénio: 8 jeitos de mudar o mundo
(4.mortalidade infantil; 5. saude da mulher; 6. aids, malaria e outras d.)

» Meédicos Sem Fronteiras (MSF) & DNDi (Drugs for Neglected Diseases
initiative)
 Comissao de Macroeconomia e Saude, OMS: Investindo em saude

para o desenvolvimento econdmico (Brundtland, Agenda 21, Rio 92)
(Murray, Frenk, Bobadilla)

» Diversas outras Iniciativas: publicas (FR, 30 anos) e privadas (GAVI)
* Perspectivas atuais

16.maio.2010



MSF & DNDI: Doencas globais,
negligenciadas e mais

The world pharmaceutical markat

Figure 1B

such as cancer, cardiovascular diseases, mental illness and neurological disorders,
which constitute the major focus of the R&D-based pharmaceutical industry.
Although affecting developed and developing countries, most people in developing
countries who have needs for drugs to treat these diseases cannot afford them,
and are thus not covered by the pharmaceutical market.

B represents Neglected Diseases,

such as malaria and tuberculosis (TB), for which the R&D-based pharmaceutical industry has
only marginal interest. Although also affecting people in wealthy countries, for example TB
patients or people who get malaria while travelling, these illnesses primarily affect people in
developing countries.

C represents the Most Neglected Diseases,

such as sleeping sickness, Chagas disease and leishmaniasis, which exclusively affect people
in developing countries. Because most of these patients are too poor to pay for any kind of
treatment, they represent virtually no market and for the most part fall outside the scope of
the drug industry's R&D efforts, and thus outside the pharmaceutical market.

Z represents the part of the pharmaceutical market for products addressing conditions other
than those which are purely medical (such as cellulite, baldness, wrinkles, dieting, stress and
Jjet-lag), which nonetheless represent a highly profitable market segment in wealthy countries.

03.maio.2010




OMS: Comissao de Macroeconomia e
Saude

* Type | diseases are Iincident in both rich and poor
countries, with large numbers of vulnerable
population in each

» Type ll diseases are Iincident in both rich and
poor countries, but with a substantial proportion of
the cases in the poor countries

« Type lll diseases are those that are
overwhelmingly or exclusively incident in the
developing countries

 Type Il diseases are often termed neglected
diseases and Type lll diseases very neglected

diseases

WHO Commission on Macroeconomics and Health. Macroeconomics and
Health: Investing in Health for Economic Development. Report of the

03.maig2010 . . : -
ma'(a)zommlssmn on Macroeconomics and Health. World Health Organization,
2001 1-200




OMS: Doencas Tropicals
Negligenciadas

 Neglected tropical diseases are a symptom of
poverty and disadvantage. Those most affected
are the poorest populations often living in remote,
rural areas, urban slums or in conflict zones. With

ittle political voice, neglected tropical diseases

nave a low profile and status in public health

oriorities

« Although medically diverse, neglected tropical
diseases share features that allow them to persist
In conditions of poverty, where they cluster and
frequently overlap. Over 1 billion people — one
sixth of the world's population — suffer from one or
more neglected tropical diseases

03.maio.2010



PLOS NEGLECTED
TROPICAL DISEASES

a peer-reviewed open-access journal published by the Public Library of Science

 PL0S Neglected Tropical Diseases is an open
access journal devoted to the pathology,
epidemiology, prevention, treatment and control of
the neglected tropical diseases (NTDs), as well
as public policy relevant to this group of diseases.

« The NTDs are defined as a group of poverty-
promoting chronic infectious diseases, which
primarily occur in rural areas and poor urban areas
of low-income and middle-income countries. They
are poverty-promoting because of their impact
on child health and development, pregnancy, and
worker productivity, as well as their stigmatizing
features.

03.maio.2010 9



Doencas Tropicals Negligenciadas,
segundo PLoS-NTD

 Protozoan infections

— Amebiasis

— Balantidiasis

— Chagas Disease

— Giardiasis

— Human African
Trypanosomiasis

— Leishmaniasis

« Viral infections
— Dengue
— Japanese encephalitis
— Jungle yellow fever
— Other arboviral infections
— Rabies
— Rift Valley fever
— Viral hemorrhagic fevers

03.maio.2010

Helminth infections

Taeniasis-Cysticercosis
Dracunculiasis
Echinococcosis
Food-borne Trematodiases
Loiasis

Lymphatic Filariasis
Onchocerciasis
Schistosomiasis

Soil-transmitted Helminthiases
(Ascariasis, Hookworm
Diseases, Trichuriasis,
Strongyloidiasis)

Toxocariasis and other Larva
Migrans

10



Doencas Tropicals Negligenciadas,
segundo PLoS-NTD

 Bacterial infections

Bartonella

Bovine Tuberculosis in
Humans

Buruli Ulcer
Cholera
Enteric pathogens

(Shigella, Salmonella, E.

coli)

Leprosy
Leptospirosis
Relapsing Fever
Trachoma

Treponematoses (Bejel,
Pinta, Syphilis, Yaws)

03.maio.2010

* Fungal Infections

— Mycetoma
— Paracoccidiomycosis

« Ectoparasitic Infections

— Scabies
— Myiasis

11



Evolucao do conceito “Doencas
Negligenciadas”

» Conceito inicial: Rockfeller, TDR

— Recursos insuficientes para pesquisa (biomeédica)

— Definidas globalmente ( = lista das doencas do TDR)
 Conceito MSF/DNDi & OMS

— Doencas negligenciadas pela industria farmacéutica (ha 2 tipos:
dos “have nots” e dos “haves”)

— Distribuicdo geografica: Paises em desenvolvimento (dos “have
nots”)

— Resultantes: da pobreza (“have nots”); ou da frequéncia (pode
ser dos “haves”, menos que 200 mil, ha fundos de investimento)

« Conceito atual
— Doencas promotoras da pobreza
— Cada pais define suas prioridades

03.maio.2010 12
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Consultative Expert Working Group on Research
and Development: Financing and Coordination

Sixty-t
adopted

May 2010
nird World Health Assembly
Resolution WHAG3.28 on the

establis

nment of a consultative expert

working group on research and

developm

ent: financing and coordination.



Mandate and Terms of Reference of
the CEWG




Resolution WHA63.28
Examination of practical details of...

...4 Innovative Sources of Financing

1. A new indirect tax

Voluntary contributions from businesses and
consumers

3. Taxation of repatriated pharmaceutical industry profits
4. New donor funds for health research and development



Review of ...

Resolution WHA63.28

...D promising proposals

kWb

Open source

Patent pools (UNITAID model)
Health impact fund

Priority review voucher
Orphan drug legislation



Resolution WHA63.28

Further exploration of...

...0 proposals that were not shortlisted by the EWG

ok WNER

Transferable intellectual property rights
Green intellectual property

Removal of data exclusivity

Biomedical research and development treaty
Large end-stage prizes (impact-based rewards)
Neglected disease tax breaks for companies.



Resolution WHAG63.28
Proposals in the EWG report...
...but not mentioned in the WHAG63.28

5 Funding Allocation Proposals

1. Product development partnerships

Direct grants to small companies and for trials in
developing countries

3. ‘Milestone’ prizes
4. ‘End’ prizes (cash)
5. Purchase or procurement agreements.



Resolution WHAG63.28
Proposals in the EWG report...
...but not mentioned in the WHAG63.28

2 Proposals to improve effeciency

1. Regulatory harmonization
2. Precompetitive research and development platforms



because health equity is a priority

I

GlobalForlim amms

FOR HEALTH RESEARCH www.globalforumhealth.org —

Submitted by the Global Forum for Health Research (GFHR), Geneva, Switzerland

Comments on the Report of the WHO Expert Working Group on R&D Financing,
under the Global Strategy and Plan of Action for Public Health, Innovation and
Intellectual Property

New investment strategy: innovative developing country research awards




Einancing and Coordination of R&D
- P Consultative Expert Working Group
glected dis@as@8: and Development

.. Open Forum
)es and opportunities

6 April 2011
WHO, Geneva

Dr. Bernard Pécoul
Executive Director, DNDI



Pipeline now begins to be filled
143 candidates

104 biopharmaceutical candidates in .. and 39 diagnostic & vector control
development... candidates

Diagnostics

Pre Clinical 59
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Notes: Includes products not funded by Gates Foundation. .
Biopharmaceutical candidates in development Include: 1AVI, IPM, IVI, GATB, Aeras, MMV, MVI, MVP, PVS, DNDi, iOWH, PDVI, HHVI. # CandldateS

Source: PDPs
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DNDI

A patient needs driven & innovative R&D model

Deliver 6 - 8 new treatments by 2014 for sleeping sickness,
Chagas disease, leishmaniasis and malaria

Establish a robust pipeline for future needs

Use and strengthen existing capacity in disease-endemic
countries




The role of the
pharmaceutical R&D
based industry in

addressing diseases
of the developing
world (DDW)

Jon D. Pender

Vice President, IP & Access, Global Health Government Affairs, Public Policy and Patient Advocacy, GSK
Chair, Global Health Committee, IFPMA

CEWG Open Forum | Geneva | 6 April 2011



Industry commits resources to R&D

R&D for DDW is conducted through multiple channels

Independent efforts Partnerships/academia Dedicated R&D facilities
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*(Current industry involvement & partnerships
- illustrative only - not comprehensive)


http://en.wikipedia.org/wiki/Image:JohnsonandJohnsonLogo.svg
http://www.sigmatau.com/index.asp
http://www.roche.com/index.html
http://www.novartis.com/
http://images.google.com/imgres?imgurl=http://www.chemistry.ucsc.edu/mnpr/Eisai.jpg&imgrefurl=http://chemistry.ucsc.edu/mnpr/COLLABORATORS.htm&usg=__NzxZwB2qASSwzkUQ6UGOmSZKvhs=&h=181&w=300&sz=65&hl=en&start=2&um=1&tbnid=0-ul915Mk8O6kM:&tbnh=70&tbnw=116&prev=/images?q=eisai&um=1&hl=en&rls=RNWE,RNWE:2006-47,RNWE:en&sa=N
http://www.oneworldhealth.org/index.php
http://www.dndi.org/
http://www.ivi.org/
http://www.who.int/tdr/
http://www.iavi.org/

”' MEDECINS
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CAMPAIGN FOR ACCESS TO ESSENTIAL MEDICINES

The de-linkage of the cost of research and
development and the price of health products

Michelle Childs
Director Policy Advocacy



CAMPAIGN FOR ACCESS TO ESSENTIAL MEDICINES

d) MEDECINS
SANS FRONTIERES
£ ' i L

Conclusions

«  De-linkage Is a key concept that enables reconciliation of
Innovation and access

« De-linkage Is a key criteria to assess proposals for
stimulation of R&D related needs for developing
countries

« Implementation of de-linkage is uneven among push
mechanisms and not yet implemented for pull financing

 De-linkage should be included as one of the principles in
the design of a needs driven R&D global framework



The importance of public-sector research
INR&D

Johanne lversen and Unni Gopinathan

IFMS A

International Federation of
Medical Students' Associations




UNIVERSITIES ALLIED FOR ESSENTIALMEDICINES

[ P Sy U
S e e el ol el w LR Al & e B w S
o

(GLOBAL ACCESS LICENSING FRAMEWORK

Every university-developed technology with potential for further development into a drug,
vaccine, or medical diagnostic should be licensed with a concrete and transparent strategy to
make affordable versions available in resource-limited countries for medical care. Licenses
are complex and each will be unique. Universities should therefore implement Global Access
Policies that adhere to the following six principles:

(Goals

1. Access to medicines and health-related technologies for all is the primary purpose of
technology transfer of health-related innovations. This includes protecting access to
the final end product needed by patients (e.g. formulated pills or vaccines).

b3

Technology transfer should preserve future innovation by ensuring that intellectual
property does not act as a barrier to further research.

Strategies

3. Generic competition 1s the most efficient method of facilitating affordable access to
medicines in resource-limited countries. Legal barriers to generic production of these
products for use in resource-limited countries should therefore be removed. In the
cases of biologic compounds or other drugs where generic provision is forecast to be
technically or economuically infeasible, “at-cost™ or other provisioning requirements



The Pharmaceutical Companies understanding of the
Health Impact Fund

Marcelo Liebhardt
August 30t,, 2010



Of course more is always needed:

Proposals are not lacking.

"Affinity" credit cards

ETF (Exchange traded funds) by the Global
Fund

IAccelerated approval

IAdvance Market Commitment (AMC)

EU Emissions Trading Scheme (ETS)

Minimum Volume Guarantee (MVG)/Access|
Reproductive Health

Scientific risk insurance

Airline solidarity contribution

European Union MDG contract

Mobile Phone Voluntary Solidarity
Contribution

Seeding Drug Discovery

Airline Ticket Voluntary Solidarity
Contribution (VSC)

Excise duty on tobacco and alcohol
consumption

More funding from existing donors (e.g. US)

Small Business Innovation Research
(SBIR)

More funding from State and Local govts

Anti-trust exemptions for joint biopharma
collaborations

Fast-track option (FTO)

Biomedical R&D Treaty

Fast-track review

National Health insurance scheme to raise
funds for R&D

Small Business Research Initiative
(SBRI)

EMEA's initiative for SME's

Brazil's CPMF (Provisional Contribution on
Financial Transactions)

Fund for R&D in Neglected Diseases
(FRIND)

Neglected Disease Innovation Fund

Sovereign Wealth Funds

Neglected Disease R&D tax breaks

Synaptic Leap

Cancer Prize Fund

Funding from new donor countries

New Global Fund for R&D

Tax on arms trade

Cap 2 Fund (C2F)

Global Development Bonds

Open source databases

Orphan drug legislation

[Tax on polluters and other "bad"
businesses (Carbon tax)

Chagas Disease Prize Fund for the
Development of New Treatments,
Diagnostics and Vaccines

Global Premium Bonds

Paediatric medicines legislation

GSK patent pool

Patent fees ("Green IP")

Taxation of company profits
(telecommunications, banks)

Cost sharing for clinical trials

Currency Transaction Development Levy
(CTDL)

Guarantees by public, bilaterals or IFls
Donor firstloss funds

Pediatric exclusivity act

Taxation of pharmaceuticalindustry
profits

Pharmaceutical Company Taxation (Brazil)

[TB Diagnostic Prize Fund

Hatch-Waxman exclusivities

Debt2Health

Health Impact Fund (HIF)

Priority Medicines and Vaccines Prize Fund
(PMV/pf)

Tobin tax

De-Tax

Developing country focussed regulatory
harmonisation

IAVI Innovation Fund

Priority review

Transferable Intellectual Property
Right (TIPR)

Priority Review Voucher (PRV)

IMF gold sales

Private Giving Campaign

Translation Awards

Diaspora Bonds

Income tax donation

Digital tax, "bit" tax

Diversion of money recovered from drug
dealers or corruption cases

Industry R&D Faciliation Fund (IRFF)

Prize Fund to Support Innovation and
lAccess for Donor Supported Markets

Traveller's Tax

UNITAID patent pool

Double bottom line investing

Initiatives to reduce tax evasions and tax
havens

Product Development Partnership
Financing Facility (PDPFF)

Incubator for companies focused on
neglected diseases

Product Development Partnerships

Innovation promotion funds

European Commission -Innovative
Medicines Initiative (EC-IMI)

InnoCentive

Red

Economic Prize Systems

International Finance Facility for neglected
diseases (IFFnd)

Regional Health R&D coordination offices

Electronic billing based fundraising

Internet - advertising

Revolving fund to finance R&D for NTDs

KEI Prize (Innovation Inducement
Prize with Proportional Reward
System)

Endowments

Life Science Convergence Platforms

Risk pooling mechanisms/ portfolio
investment vehicle for neglected diseases

Redesigned 'AMC' model

\Waiving of regulatory fees

Lottery/games of chance

SBIR for IDCs (Wessner)

+ SBIRI
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Instituto Nacional de Ciéncia e Tecnologia de Inovagao em Doengas Negligenciadas
National Institute of Science and Technology for Innovation on Neglected Diseases
Instituto Nacional de Ciencia y Tecnologia de Innovacion en Enfermedades Olvidadas



inct-idn

instituto nacional de
ciéncia e tecnologia
de inovacao em
doencas negligenciadas

José da Rocha Carvalheiro

Coordenador do Eixo de Politicas
INCT-IDN

Centro de Desenvolvimento Tecnolégico em Saude (CDTS)
Fundacéo Oswaldo Cruz




Instituto Nacional de Ciéncia e Tecnhologia de Inovacao
Doencas Negligenciadas

I.A. Gestio da Informacdo em C&T
Coordenagédo: Eduardo Martins

[ IB. Laboratorio Virtual de Inovagio e
[ Propriedade Intelectual em Saude
| Coordenagdo: Claudia Chamas

5 . |.C. Monitoramento e antecipagédo de
i o | trajetdrias tecnologicas para o fortalecimento
/ | do Sistema Nacional de Inovagéo em Saude
3 \ Coordenacdo: Ester Dal Poz

[I.A. Formulagao de Politicas de Inovacgio e

- : 5 e Produgdo em Salde
Instituto Nacional £ — . Coordenagdo: José da Rocha Carvalheiro
Areas de atuagao | Il. Politicas —
b : _ e i e 0 B e e Lo e e L A e e e LR e L L R
e 1A Plataforma computacional
Y Coordenacdo. Wim Degrave
& .B. CDT&/Fiocruz: Plataforma
N\ expearimantal de inovagao em salde

_ Coordenacdo. Ana Paula Brum

Pesquisa Clinica na Regido Amazonic
Coordenagio; Marcus Vinicius Guimaries de Lacerda

' w_{ ll. Implementagdo || 111.C. Fortalecimento de Centro de Referéncia em

1.0, Parcerias e redes de inovagdo em saude
| Coordenagao: Carlos Morel

em
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Formulacao de Politicas de Inovacao e Producao em
Saude

OBJETIVO:
Implementar o conhecimento a respeito da formulacéo de politicas na area da
saude, em particular as relacionadas com o desenvolvimento de inovagcao em

doencas negligenciadas, através de estratégias de consulta e sensibilizacdo
dos principais atores envolvidos no ciclo de inovacéao (“stakeholders”).

ANTECEDENTES

Projeto Inovacdo em Saude. Presidéncia / Fiocruz
Setores Estudados — (vacinas & soros; farmacos & medicamentos)
Metodologia — Processo Consultivo (estudos verticais e horizontais)

Resultados: Documentos Técnicos, Instrumentos Juridicos, Producéo
Académica.

Parcerias institucionais — (participacdo em colegiados)
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de ciéncia e tecnologia Conselho Nacional de Desenvolvimento um PAis DE TODOS

Clentifice e Tecnoldgico GOVERNO FEDERAL

Formulacao de Politicas de Inovacao e Producao em
Saude

-

INTERAGCAO COM 0OS INTERAGCAO COM A POS-
PROGRAMAS DE POS- GRADUACAO DOS
GRADUAGCAO FIOCRUZ LABORATORIOS ASSOC. AO

INSTITUTO

Stricto Sensu, Latu Sensu

FORMACAO DE -

RECURSOS HUMANOS ( )
ESTUDOS DE CASO NACIONAIS

SISTEMATIZAGAO PROCESSOS — ELABORAGAO DE TESES

~ Y
COMITE NACIONAL GECIS - GRUPO CONSELHO
DE EXECUTIVO ESTADUAL DE
BIOTECNOLOGIA COMPLEXO C,T&I EM SAUDE
INDUSTRIAL DA I
Formulaggo Politica SAUDE Difuséo da
; ) Inovagdo / SP
. Industrial Complexo Produtivo
TRANSFERENCIA DE Biotecnoldgica e 0SUS

CONHECIMENTO K j K / -

DISCUSSAO DE PROPOSTAS DE POLITICAS E ESTRATEGIAS

DESENHO DE INSTRUMENTOS DE GESTAO ESTRATEGICA
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Formulacao de Politicas de Inovacao e Producao em
Saude

EDUCACAO
E

DIVULGAGC
AO

Interlocucdao com trés instancias de
formulagao de Politicas: CNB; GECIS e
Conselho Estadual de C,T&l em Saude SP

Acompanhamento de reunides Comité Nacional de
Biotecnologia -GT Saude

Acompanhamento de reunides do Grupo Executivo
do Complexo Industrial da Saude (GECIS)

Acompanhamento de reunides do Conselho Estadual
de C,T&l em Saude SP

Organizacao de Cursos de curta duragao
relacionados ao INCT

Elaborar proposta de cursos de curta duragao
presencial ou virtual em Congressos, instituicdes e
orgaos oficiais

Organizar e ministrar os cursos de curta duragdo

Estabelecer relacionamento com os canais de
divulgacao de Fiocruz: Radis, Canal Saude, assim
como, com unidades de reconhecido trabalho em
comunicacao em saude: ICIT, ENSP, COC, entre outros

Estabelecer colaboragdo com os canais
de divulgacao da Fiocruz e externos

Estabelecer relacionamento com instituicdes que
trabalham em jornalismo cientifico, especificamente:
Lab Jor do Programa de pds-graduacao da Unicamp

Estabelecer relacionamento com a Rede de Radios
Comunitarias em Saude (Oboré), entre outras

Implementagao de um Workshop sobre
estratégias de Pesquisa em Gestdo da
Inovagao

Organizacao do Workshop




42 CNCTI

Conferéncia Nacional de

Ciéncia, Tecnologia e Inovacao
fara o desenvolvimenty sustentive




Brasilia, 27 de maio de 2010

Sesséao Tematica Desafios da Saude:
Farmacos, Vacinas e Reagentes para
Diagnosticos

Num Sistema Universal de
Saude como o SUS: inovacéao
@ acesso.

Autores

Carvalheiro, J.R. & Romero, C.N.P.
Instituto Nacional de C&T- Inovacéo em
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NOVAS IDEIAS

® “The Health Impact Fund” o open access , “The last

mile problem (cable TV)” e 0 acesso a
medicamentos; a “reinvencao” do capitalismo.

 Determinantes sociais das Doencas Negligenciadas
e 0 “social offset” (“carbon offsets”); a “reinvencao”
do socialismo utopico.

* [Inovacao, na saude do SUS, e
acesso.

 INNOVATIVE MECHANISM FOR Ré&D FOR
DEVELOPING COUNTRIES - Brazil's
Proposal
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