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Declaracao de conflito de interesse

 De acordo com a Norma 1595/2000 do Conselho
Federal de Medicina e a Resolucao RDC 102/2000 da
Agéncia de Vigilancia Sanitaria declaro que
desempenho as seguintes atividades:

— Gerente de farmacovigilancia da empresa Eli Lilly & Co.

— Professor da Pds-graduacao em Medicina Baseada em
Evidéncias da Escola Paulista de Medicina, UNIFESP

— Pesquisador do Centro Cochrane do Brasil




1. O mercado
2. Normas de conduta

3. Cenario da pesquisa clinica
4. Desafios e oportunidades




Mercado Farmaceutico Mundial

Principais Mercados %0 do total
1. ESTADOS UNIDOS DA AMERICA 45.1
2. JAPAO 9.3

. FRANGA 3 5.6

. ALEMANHA 5.2

. UK 3.4
. ITALIA 3.4
. ESPANHA 2.7
. CANADA 2.5
9. CHINA 1.8
10. COREIA DO SUL 1.5
11. BRASIL 1.4
12. MEXICO 1.3

12 MAIORES 83.2
MERCADO TOTAL 100.0

Fonte: INTERFARMA




Caracteristicas do Mercado
Farmaceutico Brasileiro

US$ 8,4 Bilhoes = 1,4% Mercado Mundial

% VENDAS

Produtos de Prescricao
Produtos de Venda Livre
Produtos Genericos




Empregos
Mercado Farmaceéeutico Brasileiro

130 Distribuidores

50.000 empregos diretos
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50.000 Farmacias Transporte Industria
300.000 empregos diretos 5.000 empregos
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Fonte: INTERFARMA




Estrutura de Precos da Industria
Farmaceutica no Brasil

Margem da Farmacia

Preco de Fabrica

Desconto para Distribuicao

Venda Faturada

ICMS

Frete/Custos

Venda Liquida 100
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Um produto cujo preco de fabrica é
US$1,00 é vendido ao consumidor
por....
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Fonte: MEFA




INDUSTRIA FARMACEUTICA DE PESQUISA
Investimentos em Pesquisa Clinica - ESTIMATIVA
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1994 1995 1996 1997 1998 1999 2000 2001 2002 2003 2004 2005 2006

= US$ Milhdes 15
= Estimativa 55 68 84 104 129 160 198 233

A Industria Farmacéutica poderia ter feito, nos ultimos 8 anos, um investimento
adicional de US$ 613M em Pesquisa Clinica.

Fonte: Pesquisa Interfarma 2007




INDUSTRIA FARMACEUTICA DE PESQUISA
Investimentos em Capital Imobilizado - ESTIMATIVA
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1995 1996 1997 1998 1999 2000 2001 2002 2003 2004 2005 2006

= US$(000) 177 236 256 358 259 217 147 193 109 109 127 131
= US$(000) 395 450 506 561 615 665 720 771

A industria farmacéutica poderia ter feito, nos ultimos 8 anos, um investimento
adicional de US$ 3,3 bilhoes em capital imobilizado

Fonte: Pesquisa Interfarma 2007
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British Medical Journal, 5/31/03 7%




INTERNATIONAL CONFERENCE ON HARMONISATION OF TECHNICAL
REQUIREMENTS FOR REGISTRATION OF PHARMACEUTICALS FOR HUMAN
USE

TCH HARMONISED TRIPARTITE GUIDELINE

(GUIDELINE FOR G0OOD CLINICAL PRACTICE
E6(R1)

Current Step 4 version

dated 10 June 1996

(including the Post Step 4 corrections)

CODIGO DE CONDUTA
- Febrafarma -
Federacgdo Brasileira da Industria Farmaceéutica

This Guideline has been developed by the appropriate ICH Expert Working Group and
has been subject to consultation by the regulatory parties, in accordance with the ICH
Process. At Step 4 of the Process the final draft is recommended for adoption to the
regulatory bodies of the European Union, Japan and USA.




O Livro Vermelho

“Quanto ao futuro desta empresa — ela foi
fundada e cresceu com base em qualidade e
Integridade. Nao devemos fazer nada que a
afaste dessa integridade. Se continuarmos a
trabalhar seguindo esses mesmos principios,
nao ha limites para onde podemos chegar.”

J.K. Lilly, Sr., fitlho do fundador da empresa
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Terapias sob medida e genoma
As limitacoes dos tratamentos medicamentosos

Therapeutic area Rate of efficacy with standard drug treastment
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Terapias sob medida e genoma

A revolucao da
biotecnologia e do
genoma:

Alvo preciso
Medicacao precisa
Paciente especifico

Prescricao precisa




Visao Lilly

Entender as
necessidades
nao atendidas
dos pacientes

Fornecer Criar
resultados Inovacgao
financeiros cientifica

Melhorar
significativamente
a saude
aos pacientes




Pesquisa clinica — Cenario Nacional

<% Otimo potencial de alocacdo de pacientes (gene pool)
» Perfil populacional (transicao epidemiologica)

¢ Pessoal qualificado — industria e centros de pesquisa
¢ Custo competitivo

*+ Boa qualidade — auditorias

* Setor regulado — compliance

¢ Imune a corrupcao

< PROBLEMA — PRAZOS DE APROVACAO
* PROBLEMA — LIT e PATENTES




Visao - ANVISA

e E de interesse que pesquisa clinica de boa
qualidade seja realizada no Brasil

— Agéncia reguladora:
e Oferece dados pré-registro em brasileiros

— Investigadores:
e Treinamento
e Acesso a novas opcoes terapéuticas

——!;\I— Agéncia Nacional

—~F de Vigilancia Sanitaria
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Visao - ANVISA

— Profissionais de saude:
e Emprego
e Treinamento

— Instituicoes
e Recursos

— Pacientes

e Acesso a novos tratamentos
e Atendimento ‘diferenciado’

x=!;\|— Agéncia Nacional

—~F de Vigilancia Sanitaria
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O gue € pesquisa clinica ?

Pesquisa clinica é o teste de novas
medicacoes e/ou indicagcoes em humanos
por meio de estudos clinicos para avaliar

seguranca e eficacia

Declaracao de Helsinki




Phase | Clinical Trials

* “first human dose”:

% establish preliminary safety of the drug;

*»* short duration:;
* small number of healthy volunteers (10-100);

¢ single dose/multiple dose trials.




Phase |l Clinical Trials

¢ establish putative efficacy (trends) of the drug,
while monitor safety (FED, First Efficacy Dose);

¢ last from days to months;
*» 100s of patients with targeted disease;

** may be conducted at more than one site or in more
than one country.




Phase lll Clinical Trials

*» designed to meet registration requirements;

% powered to definitely establish safety and efficacy;

*+ 1000s of patients, at many sites, in many countries

may last for several years;

*» special patient population: elderly, children,
patients with multiple diseases, organ impaired.




Phase IV Clinical Trials

¢ support a drug already approved and launched,;

“* may vary in length and number of patients;

s+ are needed to meet local requlatory or market

needs and extend product knowledge regarding

safety and efficacy of the new drug.
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R&D Expenditures in Millions of Dollars
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Source: PhRMA Annual Survey, 2001,

Investimentos em P&D

$30,502.0

19,986.7

18,499.3
17,222.5

11,874.0

1990 1995 1998 1999 2000 2001
(estimated) (estimated)

< Aumento dos custos por
molécula triplicou em 10
anos

s Farmacéuticas: 15 % das
vendas

e computadores 9,3%
e telecoms 5,7%
e aerospacial 3,7%

% Custo/molecula até o
lancamento ~Us$900M -
1.1 Bl




Taxa de sucesso dos compostos

5 aprovados pelo FDA

.250 testes pré-clinicas
25.000-50.000 avaliados




Pipeline Eli Lilly
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1EWED | Debora G. Rodrgues,

Table 2 Regulatory Timelines in Brazil

Steps Timelines Cost (US$)
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Estudos clinicos
Industria de alto valor agregado

INDUSTRIA
FARMACEUTICA

Participacao em estudos
clinicos multinacionais
capacita pesquisadores e
pessoal de suporte em
desenvolvimento de
farmacos

CAPACITACAO

Educacao e
treinamento em
padroes internacionais
de qualidade de
pesquisa clinica

GOVERNO

Possibilidade rigoroso.
de diminuicao
do déficit em
conta corrente

UNIVERSIDADES/CENTROS DE
PESQUISA

Fonte adicional de
financiamento PESQUISADORES
Treinamento com o estado
da arte em medicina e

publicacoes internacionais

PACIENTES

Diagnéstico mais acurado e
seguimento médico mais

Acesso a tratamentos
inovadores




Producao Cientifica e Patentes

O % artigos O % patentes

Brasil Inglaterra Alemanha Francga Italia Israel Coréia

Prof. Marcos Boulos (FMUSP)
25-26 de agosto de 2007




Inducao ao desenvolvimento tecnologico na
area de farmacos e medicamentos




Publicacao de
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\ W todos 0s estudos
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; : Eli Lilly and Company Clinical Trial Registry r = .
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L'I_h‘r_'com_ This site cortains infarmstion about clinical trials sponsored by Eli Lilly and Company. This infarmation is not intended ta C I I n I C OS e I ! ro I eto S
*ClinicalTrials. G ow replace the advice of 3 heafth care professionsl. Only a physician can determine if a specific medicine is the

*Centefiatch.Com correct treatment for a particular patient. if you have questions regarding any information contained in
*ClinicalStudvResults.Org this site, please consult a physician. d e eStu d O S (CO I I l
HFPMA.org —————————————————————————————————

Eli Lilly and Company is committed to meeting patient needs through innovative medicine and clinical excellence. Az part
of the development process for medicines, Eli Lilly and Company conducts s series of clinical trials to help determine

safety and efficacy of various test medications. This information may, of may not, relate to uses that have been studied d e Sfe C h O S

and approved by various regulstory agencies around the world, The information cortained inthis site is not intended to
promote or otherwise commercialize (directly or indirectly) any off-label or unapproved uses of Lilly medicines.

This site reports results only from individual studies. There are many factors beyond individual study results that must be d efl n I d O S)
considered in order to determine whether a drug is =afe, effective, or approgriste for & particular use. When making
prescribing decisions, physicians should always refer to the specific labeling information approved for 0
e s county o reion desenvolvidos
The company's policy of public data dizclosure is provided for your information.
Select any of the followwing links to get information related to clinical trials sponsored by Eli Lilly and Company: p e I O L I I Iy
)
Trial Resultts by Therapeutic Ares: Provides summaries of completed clinical studies andior references to publications or
soientific presentations for marketed products by therapeutic sres. i n d e e n d e nte d a
Trial Results by Product: Provides summaries of completed clinical studies andior references to publications or scientific p
presentations for marketed products by product.
Initizted Trialz: Provides a list of inttisted and on-going clinical studies identified by their unigue numerical code. faS e e d O S

Independent Audit: Provides a summary of results from an independent third party audit verifying Eli Lilly and Company's
resultados.

adherence to the Clinical Trial Registry standards defined in the policy of public data disclosure.
Terminology: Provides definttions and explanations of terms commonly used in drug discovery and development.

Education: Provides information describing the proceszes involved in the discovery and developmert of new medicines.

Copyright @ 20042006 Eli Lilky and Company | All rights reserved | Privacy Statement | Site Map


http://www.lillytrials.com

OBRIGADO!!

bgos@terra.com.br

Farmacovigilancia BR
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