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1. Identificacao de necessidades medicas nao
atendidas
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% still alive

1. Identificacao de necessidades medicas nao

atendidas
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Policies and guidance for researchers Skip to content  Accessibility

These policies and resources support our good research practice guidelines. Search site Q
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= Guidance on patient consent

* Managing the risk of research misuse

* Open access policy

* Open research data: clinical trials and public health interventions

* Policy on clinical trials regulations governance

= Policy on health departments research governance framework

* Research and governance standards for UK-China research collaborations (CURE

report 2009) (PDF, 1.47MB)

* Research involving animals

* Research involving cohort resources

* Research using human samples

* Sharing research data from population and patient studies (PDF, 763KB)
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2. Recomendacoes de boas praticas de
pesquisa clinica

Teste FINER
FINER  |Explanation

Feasible Adequate # of patients
Adequate expertise
Affordable (time and S)

Manageable in Scope

Interesting Getting the answer intrigues the investigator, colleagues,
patients
Novel Confirms, refutes or extends previous findings

Provides something new

Ethical Able to obtain IRB approval
Relevant To scientific knowledge
To clinical practice and health policy
To future research FORUM 2019
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3. Analise critica de estudos clinicos

Filtro I: Os métodos sao Filtro Il: Resultados
validos ? clinicamente importantes?
* Estudo randomizado? * A magnitude foi grande o
* Randomizac3o cega? suficiente para recomendacao?
* O seguimento longo e * O efeito do tratamento é claro?
completo ? * As conclusdes baseadas na
* Os pacientes analisados questao original e nos
permaneceram no grupo resultados?
alocado?

Recomendacoes da Sociedade Americana de Medicina Reprodutiva.

https://www.asrm.org/globalassets/asrm/asrm-content/news-and-publications/practice-

guidelines/for-non-members/interpretation_of clinical_trial_results-pdfnoprint.pdf redcaaro TR
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3. Analise critica de estudos clinicos

Filtro lll: S3o esses resultados relevantes
para sua pratica ?

* A coorte estudada tem as mesmas caracteristicas
dos pacientes do “mundo real”?

* A intervencao é viavel e reprodutivel na pratica ?

* Quais os riscos e beneficios associados a terapia?
e Quais tratamentos alternativos existem?

Recomendacoes da Sociedade Americana de Medicina Reprodutiva.

https://www.asrm.org/globalassets/asrm/asrm-content/news-and-publications/practice-

guidelines/for-non-members/interpretation_of clinical_trial_results-pdfnoprint.pdf =
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Review Article

Improving Access to High-Cost Cancer Drugs in
Latin America: Much to Be Done

Rossana Ruiz, MD"?®; Kathrin Strasser-Weippl, MD*; Diego Touya, MD®; Carmen Herrero Vincent, MD®;
Abraham Hernandez-Blanquisett, MD?3; Jessica St. Louis*®; Alexandra Bukowski**; and Paul E. Goss, MD, PhD?*?

Lack of access to high-cost medications is a complex issue at the intersection of economics, medicine, politics, and ethics, and it
poses a significant threat to global health care. The problem is even more significant in low- and middle-income countries, such as
those in Latin America, where governments and individuals struggle to pay for products that are priced at several times the level of
their per capita gross domestic product. In this review, we examine the determinants for increasing drug costs and how Latin Ameri-
can countries face this burgeoning crisis. We emphasize that a number of opportunities and strategies to reduce costs and improve
access exist and should be identified and implemented, ideally within a regional approach with multiple stakeholders involved and
based on systematic and transparent cost-effectiveness analyses. Cancer 2017;123:1313-23. © 2077 American Cancer Society.

KEYWORDS: molecular targeted therapy, drug industry, pharmaceutical economics, health care costs, access to health care, cost/
benefit analysis.

http://forum.abhh.com.br/ Ruiz et al. Cancer 2017, 123: 1313-23




Solucoes sugeridas

1. Aumento e redistribuicao do orcamento para o tratamento do cancer

2. Fortalecimento das analises de custo-efetividade e avaliacao de
tecnologias em saude

3. Negociacao Coletiva

Criacao de Fundos de Recursos (Os Estados membros reiunem seus
recursos nacionais e a OPAS atua como agente de compras,
negociando acordos anuais)

5. Politica de precos diferenciada para a regiao

6. Uso de genéricos e biosimilares (flexibilizacao da lei de patentes)

7. Adaptacao baseada em evidéncias de esquemas de
tratamento

''''''

Ruiz et al. Cancer 2017, 123: 1313-23 TR
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Um exemplo

 Joensuu et al (2009) mostrou que trastuzumab administrado por 9
sems concomitantemente com quimioterapia para cancer de mama
no cenario adjuvante (FInHER) teve beneficio semelhante de uma

administracao mais longa.
* Uma metanalise Cochrane reafirmou esse fato.

* Agéncia de Administracao Farmacéutica da Nova Zelandia limitou o
financiamento do trastuzumabe para cobrir apenas um curso de
tratamento de nove semanas.

'''''''

Ruiz et al. Cancer 2017, 123: 1313-23 e g:&
Joensuu et al. J Clin Oncol. 2009;27:568-592. e s




Conclusoes

Analise das praticas
usadas para obtencao
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