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QUESTIONARIO
TESTES CLINICOS

DEVER DE INFORMAGOES

O Questionario de Avaliagao do Risco é uma série de perguntas que a seguradora faz
para definir o perfil do segurado e, desta forma, poder avaliar melhor o risco que ela ira
assumir, o que tende a impactar positiva ou negativamente no valor do prémio a ser
pago, de acordo com os critérios de avaliagao de risco de cada seguradora.

E dever do Segurado prestar informagées veridicas e atuais e ndo omitir circunstancias
que possam influenciar na aceitacdo do risco. Podera haver perda do direito de
receber indenizagdo em caso de sinistro, além de ficar obrigado a pagar o prémio
vencido, conforme disposto no artigo n® 766 da Lei n® 10.406/2002 (Cddigo Civil).

Se eventualmente as informacgodes fornecidas sofrerem alteracdo ao longo da vigéncia
da apdlice, o segurado deve comunicar a alteracdo para, se necessario, fazer o
endosso, evitando assim o risco de ficar sem cobertura, em caso de sinistro.
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1) Nome, endereco, telefone e fax do pesquisador principal, do Presidente do CEP
(Comité de Etica em Pesquisa) e do laboratério patrocinador, este ultimo
quando for o caso, NA CONTRACAPA DO PROCESSO;

2) Parecer Consubstanciado do CEP da Instituicdo onde sera realizada a
pesquisa, aprovando-a;

3) Declaragao do laboratério patrocinador (se for o caso), assinada pelo Diretor da
area de pesquisa nacional ou internacional e pelo Representante legal da
empresa;

4) Comprovante de que o CEP da Instituicdo onde sera realizada a pesquisa esta
devidamente registrado e aprovado na Comissdo Nacional de Etica e Pesquisa
CONEP, do Conselho Nacional de Saude (cépia da carta de aprovagao do
CONEP);
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5) Protocolo de pesquisa, exclusivamente em Portugués de acordo com a
Resolug¢ao n°® 196 de 10 de outubro de 1996, do Conselho Nacional de Saude e
Resolugdo n° 251 de 07 de agosto de 1997, do Conselho Nacional de Saude,

constando de:

AAAAAAAAAAAAAAAAAAAAAAAAAAAAAAAAAAAAAAAAAAAAAAAAAAAAAAAAAAAAAAAAAAAAAAAAAAAAAAAAAAA
AAAAAAAAAAAAAAAAAAAAAAAAAAAAAAAAAAAAAAAAAAAAAAAAAAAAAAAAAAAAAAAAAAAAAAAAAAAAAAAAAAA
AAAAAAAAAAAAAAAAAAAAAAAAAAAAAAAAAAAAAAAAAAAAAAAAAAAAAAAAAAAAAAAAAAAAAAAAAAAAAAAAAAA
AAAAAAAAAAAAAAAAAAAAAAAAAAAAAAAAAAAAAAAAAAAAAAAAAAAAAAAAAAAAAAAAAAAAAAAAAAAAAAAAAAA
AAAAAAAAAAAAAAAAAAAAAAAAAAAAAAAAAAAAAAAAAAAAAAAAAAAAAAAAAAAAAAAAAAAAAAAAAAAAAAAAAAA
AAAAAAAAAAAAAAAAAAAAAAAAAAAAAAAAAAAAAAAAAAAAAAAAAAAAAAAAAAAAAAAAAAAAAAAAAAAAAAAAAAA
AA

Folha de rosto;

Descrigao da pesquisa (protocolo propriamente dito);

c. Informagdes relativas ao sujeito da pesquisa, incluindo o Termo de
Consentimento Livre e Esclarecido;

d. Curriculum vitae do pesquisador principal e dos demais pesquisadores

participantes quando houver;

T o

6) Termo de compromisso do pesquisador e da instituigao.

AAAAAAAAAAAAAAAAAAAAAAAAAAAAAAAAAAAAAAAAAAAAAAAAAAAAAAAAAAAAAAAAAAAAAAAAAAAAAAAAAAA
AAAAAAAAAAAAAAAAAAAAAAAAAAAAAAAAAAAAAAAAAAAAAAAAAAAAAAAAAAAAAAAAAAAAAAAAAAAAAAAAAAA
AAAAAAAAAAAAAAAAAAAAAAAAAAAAAAAAAAAAAAAAAAAAAAAAAAAAAAAAAAAAAAAAAAAAAAAAAAAAAAAAAAA
AAAAAAAAAAAAAAAAAAAAAAAAAAAAAAAAAAAAAAAAAAAAAAAAAAAAAAAAAAAAAAAAAAAAAAAAAAAAAAAAAAA
AAAAAAAAAAAAAAAAAAAAAAAAAAAAAAAAAAAAAAAAAAAAAAAAAAAAAAAAAAAAAAAAAAAAAAAAAAAAAAAAAAA
AAAAAAAAAAAAAAA

7) A direcdo (endereco, telefone e fax) dos interessados deve estar de forma
correta, completa, clara e legivel e de facil acesso, na contra capa do processo;

AAAAAAAAAAAAAAAAAAAAAAAAAAAAAAAAAAAAAAAAAAAAAAAAAAAAAAAAAAAAAAAAAAAAAAAAAAAAAAAAAAA
AAAAAAAAAAAAAAAAAAAAAAAAAAAAAAAAAAAAAAAAAAAAAAAAAAAAAAAAAAAAAAAAAAAAAAAAAAAAAAAAAAA
AAAAAAAAAAAAAAAAAAAAAAAAAAAAAAAAAAAAAAAAAAAAAAAAAAAAAAAAAAAAAAAAAAAAAAAAAAAAAAAAAAA
AAAAAAAAAAAAAAAAAAAAAAAAAAAAAAAAAAAAAAAAAAAAAAAAAAAAAAAAAAAAAAAAAAAAAAAAAAAAAAAAAAA
AAAAAAAAAAAAAAAAAAAAAAAAAAAAAAAAAAAAAAAAAAAAAAAAAAAAAAAAAAAAAAAAAAAAAAAAAAAAAAAAAAA
AAAAAAAAAAAAAAAAAAAAAAAAAAAAAAAAAAAAAAAAAAAAAAAAAAAAAAAAAAAAAAAAAAAAAAAAAAAAAAAAAAA
AA

8) Cada CEP deve protocolar um processo ainda que o estudo seja multicéntrico;

AAAAAAAAAAAAAAAAAAAAAAAAAAAAAAAAAAAAAAAAAAAAAAAAAAAAAAAAAAAAAAAAAAAAAAAAAAAAAAAAAAA
AAAAAAAAAAAAAAAAAAAAAAAAAAAAAAAAAAAAAAAAAAAAAAAAAAAAAAAAAAAAAAAAAAAAAAAAAAAAAAAAAAA
AAAAAAAAAAAAAAAAAAAAAAAAAAAAAAAAAAAAAAAAAAAAAAAAAAAAAAAAAAAAAAAAAAAAAAAAAAAAAAAAAAA
AAAAAAAAAAAAAAAAAAAAAAAAAAAAAAAAAAAAAAAAAAAAAAAAAAAAAAAAAAAAAAAAAAAAAAAAAAAAAAAAAAA
AAAAAAAAAAAAAAAAAAAAAAAAAAAAAAAAAAAAAAAAAAAAAAAAAAAAAAAAAAAAAAAAAAAAAAAAAAAAAAAAAAA
AAAAAAAAAAAAAAAAAAAAAAAAAAAAAAAAAAAAAAAAAAAAAAAAAAAAAAAAAAAAAAAAAAAAAAAAAAAAAAAAAAA
AA

9) Em caso de estudo multicéntrico, o Protocolo Clinico e o Termo de
Consentimento Livre e Esclarecido devem ser o mesmo para todos os CEP’S
envolvidos;

AAAAAAAAAAAAAAAAAAAAAAAAAAAAAAAAAAAAAAAAAAAAAAAAAAAAAAAAAAAAAAAAAAAAAAAAAAAAAAAAAAA
AAAAAAAAAAAAAAAAAAAAAAAAAAAAAAAAAAAAAAAAAAAAAAAAAAAAAAAAAAAAAAAAAAAAAAAAAAAAAAAAAAA
AAAAAAAAAAAAAAAAAAAAAAAAAAAAAAAAAAAAAAAAAAAAAAAAAAAAAAAAAAAAAAAAAAAAAAAAAAAAAAAAAAA
AAAAAAAAAAAAAAAAAAAAAAAAAAAAAAAAAAAAAAAAAAAAAAAAAAAAAAAAAAAAAAAAAAAAAAAAAAAAAAAAAAA
AAAAAAAAAAAAAAAAAAAAAAAAAAAAAAAAAAAAAAAAAAAAAAAAAAAAAAAAAAAAAAAAAAAAAAAAAAAAAAAAAAA
AAAAAAAAAAAAAAAAAAAAAAAAAAAAAAAAAAAAAAAAAAAAAAAAAAAAAAAAAAAAAAAAAAAAAAAAAAAAAAAAAAA
AAAAAAAAAAAAAAAAAAAAAAAAAAAAAAAAAAAAAAAAAAAAAAAAAAAAAAAAAAAAAAAAAAAAAAAAAAAAAAAAAAA
AAAAAAAAAAAAAAAAAAAAAAAAAAAAAAAAAAAAAAAAAAAAAAAAAAAAAAAAAAAAAAAAAAAAA
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10) Toda documentacdo deve ser assinada, bem como todas as paginas
rubricadas pelo pesquisador ou pelo representante do patrocinador quando
houver, e as paginas relativas ao Protocolo de Pesquisa rubricadas pelo Comité
de Etica em Pesquisa — CEP;

N&o é necessaria a apresentagao da versao original do protocolo clinico em Inglés.

Declaro que as informacgdes fornecidas sao verdadeiras e que estou ciente de que,
em caso de sinistro, se for verificado que os valores base para a fixagao do prémio
de seguro forem inferiores aos contabilizados, a indenizagéo sera reduzida
proporcionalmente a diferenca entre o prémio devido e o pago.

Assinatura
Data:
Local:
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