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A Pesquisa Clinica pode ajudar o
paciente com cancer?
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Pesquisa Clinica
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Tempo para Aprovacao Medicamento

Drug research Evaluation/ § Phase |V

Approval studies

Clinical trials
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Source: based on PhRMA Profile Phamaceutical Industry 2010

Probability of success from research to market approval: <1%
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Porque fazemos pesquisa clinica?

1 Responder a questdes importantes que melhora a saldé e cura de
* pacientes.

2 Contribuir com os avangos nos procedimentos, métodos e téciﬁicas para o
* cuidado e tratamento do cancer.




Barreiras para Participar em Ensaios

Clinicos

Pacientes 3% with cancer enroll in clinical trials Medico

Informacao dos estudo:s

Falta conhecimento

{ \ Nao quer “perder” o

Medo : ? paciente
/

-

19 " Julga que o
tratamento atual é
melhor

Acesso

Critérios de Inclusao
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Todos ganham
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- o Em ditima anélise, o grupo
, Realizagéo de pesquisa clinica Inclusdo do paciente em colabora para encontrar a cura
. para apoio no desenvolvimento tratamentos de ponta, do céncer, além de educar e
' e aprimoramento de novas prolongando a sua sobrevida e conscientizar os cidadéaos,
) drogas. melhorando a qualidade de vida. ‘ tornando-os ativos no processo ~—

de busca pela cura da doenca.
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|5 B) National Institutes of Health

Turning Discovery Into Health

Health Information

NIH Home

NIH CLINICAL RESEARCH TRIALS AND YOU

Home

The Basics

Finding a Clinical Trial
List of Registries
Personal Stories

For Parents and Children

For Health Care Providers

Educational Resources
Glossary of Common Terms

If You Have a Question

-/(, U.S. Department of Health & Human Services

Grants & Funding News & Events Research & Training

“Why should |
participate in a
clinical trial?”

It's your involvement that
helps researchers to
ultimately uncover better
ways to treat, prevent,

diagnose and understand
human disease.

For Employees

Staff Directory | En Espanol

Institutes at NIH About NIH

Highlights

Working to Prevent
Breast Cancer

», Breast cancer takes a toll
¥ on women and men, as

well as their families and
communities.

NIH Launches Down
Syndrome Registry
Connecting the Down
syndrome community to
information, resources,
and research.

View All Highlights )
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Beneficios
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Beneficios

" > ne L

o tratamento estudado pode ser mais efetivo do que o
tratamento atual, e se for mais efetivo, o participante
pode ser o primeiro a se beneficiar dele
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Beneficios

0s participantes sao monitorados regularmente e
recebem cuidadosa atencao da equipe de pesquisa que
incluem médicos, enfermeiras e outros profissionais da

saude;
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Beneficios Indiretos

Melhora na Qualidade do Atendimento
Hospitalar

* Multidisciplinary tumor board
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AFATINIB*
RANDOMISATION (ErbB FAMILY BLOCKER)

7 N PRIMARY ENDPOINT
Progression-Free
A P Survival (PFS)
PEMETREXED / CISPLATIN
Patients with adenocarcinoma (CHEMOTHERAPY)
of the lung with tumours
harbouring an EGFR mutation FIRST-LINE TREATMENT

Primary endpoint: PFS

Independent review - all randomized patients

1.0 Afatinib  Cis/pem
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£ oa PFS event, n (%) 152 (66) 69 (60)
D o —
k| Median PFS (months)  11.1 6.9
o |
8 Hazard ratio 0.58 (0.43-0.78)
§ 0.64 (95% confidence interval) p=0.0004
e
?
® I
& 047 [
c I
- .
8 |
o 0.2+ !
2 :
- |
I
0.0 T T T T T T T T 1
0 3 6 9 12 15 18 21 24 27

Progression-free survival (months)

Number at risk



Riscos dos Ensaios Clinicos

* Novas drogas podem nao ser melhor que o
tratamento atual.

* O tratamento pode causar efeitos colaterais os quais
0os médicos nao esperam.

 Em estudos randomizados (isto é sorteio) o paciente
nao podem escolher entre o novo tratamento ou
atual.
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