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APRESENTAGAO DO MODULO

Ola!

Seja bem-vindo(a) ao médulo “Controle social no Sistema CEP/Conep: representantes de participantes
de pesquisa” do Projeto “Educagdo continuada dos Comités de Etica em Pesquisa”. Aqui, vocé vai
conhecer a importancia da atuagao do representante de participante de pesquisa (RPP) para o Sistema CEP/
Conep. Nesse contexto, sdo apresentados, por exemplo, as atribuicdes e responsabilidades do RPP.

Assista ao video de apresentagao do médulo.

Receba as nossas boas-vindas!

Clique na imagem abaixo para assistir ao video.

Ou acesse pelo link:
https://youtu.be/vX_rfGPleqw


https://youtu.be/vX_rfGPIeqw
https://youtu.be/vX_rfGPIeqw
https://youtu.be/vX_rfGPIeqw
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PLANO DE ENSINO

Médulo: Modalidade/tipo:
Controle social no Sistema CEP/Conep: representantes de EAD autoinstrucional
participantes de pesquisa

Carga Horaria:
Projeto: 2 horas

Educagdo Continuada dos Comités de Etica em Pesquisa

O moddulo apresenta a importancia da participacdo dos representantes de participantes de
pesquisa (RPPs) e do papel exercido pelo controle social para o Sistema CEP/Conep. Nesse
contexto, apresenta o perfil, a importancia e as atribuicbes dos RPPs no processo de analise
ética do protocolo de pesquisa pelo Sistema CEP/Conep.

Objetivo geral

Conhecer o conceito, os requisitos para indicagdo, o perfil, a importancia, as atribuicdes e as
responsabilidades dos RPPs, bem como as contribuicdes dos RPPs e do controle social para o
Sistema CEP/Conep.

Objetivos especificos

»  Definir e discutir aimportancia do papel exercido pelo controle social para as politicas publicas
de maneira geral e para a analise ética no Sistema CEP/Conep de maneira especifica;

» caracterizar de que forma a experiéncia e vivéncia dos RPPs podem contribuir para a
minimizacgao de riscos para os participantes de pesquisa;

»  verificar os requisitos para indicagao de RPPs e conhecer o perfil das instituicdes indicantes;

» caracterizar o perfil dos RPPs e das instituicbes que os indicam;

» compreender as responsabilidades do CEP no que tange ao fomento do controle social;

* entender as atribui¢cdes e responsabilidades dos RPPs.
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Procedimentos didaticos

O mddulo é autoinstrucional e foi estruturado para que vocé percorra as unidades e construa seu
conhecimento de forma auténoma.

Os conteudos estao organizados em unidades, de forma estratégica, e cada uma delas representa
uma etapa de estudo. Assim, espera-se que esta apresentacdo auxilie o seu aprendizado e
facilite a sua organizagéao.

Entre os recursos disponiveis, destacamos:

e Videos: o médulo possui videos produzidos com o intuito de exemplificar os topicos do
conteudo;

* Fluxogramas e infograficos: os fluxogramas foram utilizados para simplificagdo de
processo e exemplificacdo de prazos, e os infograficos sintetizam etapas e demonstram o
seu encadeamento logico;

* Material educativo (conteiildo complementar): disponibilizamos materiais educativos para
download, como artigos e resolugdes.

Toépicos abordados

Unidade 1 - Conceitos fundamentais
» Definigbes e normas

Unidade 2 - Requisitos e perfil
* Processo de indicagdo do RPP

Unidade 3 - Atribui¢6es e responsabilidades na atuagdao do RPP

*  Atribuigdes e responsabilidades do RPP

» Atribuigbes e responsabilidades do CEP e de sua instituicdo mantenedora
» Atribuigdes e responsabilidades da entidade indicante

Unidade 4 - Contribuicoes do RPP e do controle social para o Sistema CEP/Conep
* Deliberagéo transdisciplinar
+ Enfoque no participante
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Este é um arquivo PDF navegavel. Sempre que desejar retornar para o indice,
clique no botéo situado no rodapé a esquerda da tela. No sumario, clique no
capitulo desejado para ser direcionado diretamente ao destino.
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UNIDADE 1- CONCEITOS FUNDAMENTAIS

1.1 Definigbes e normas

Nesta unidade, iremos apresentar os conceitos basicos e a importancia do papel exercido pelo controle social

para o Sistema CEP/Conep.

Para contextualizar o que é controle social e sua contribuicdo para o Sistema CEP/Conep, desenvolvemos

ilustragdes que abordam o conteudo. Veja na historia abaixo:

1.1.1 O que é controle social?

Vocé sabe o que é controle social?

Historicamente, a definigdo de controle social compreende uma série de praticas e principios que podem
tornar seu entendimento ambiguo. Por essa raz&o, € importante destacar que o uso de controle social
neste modulo esta associado ao aprofundamento de mecanismos que fortalecem a participacdo cidada,
a melhoria na transparéncia de agOes estatais ou de interesse publico e o aprofundamento de medidas
voltadas para o empoderamento da sociedade civil e sua capacidade de intervir, direta ou indiretamente, em
dimensdes da esfera publica anteriormente gerenciadas de forma exclusiva pelo estado.

<— Sumario
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Mas para que serve o controle social?

Por estar fundamentada na “entrada” da sociedade civil em espagos relacionados ao monitoramento, a
fiscalizagéo e atomada de decisdo em questdes de interesse publico, a participagdo cidada propiciada pelo
aperfeicoamento dos mecanismos de controle social possibilita, em ultima instancia, o aprofundamento
da democracia. Dessa forma, o exercicio do controle social pela sociedade civil pode se configurar em
acOes capazes de incidir diretamente em questdes que vao desde a aplicagao mais eficiente de recursos
publicos voltados para a saude até a articulagdo de grupos e movimentos para alterar uma legislacao
ambiental, por exemplo.

Considerando que a Comissao Nacional de Etica em Pesquisa (Conep) &€ uma das comissdes que integram o
Conselho Nacional de Saude (CNS), é possivel afirmar que o Sistema CEP/Conep, pelo menos do ponto de
vista institucional, se encontra em localizagao privilegiada para trabalhar de forma articulada para fortalecer
o controle social, principalmente na area da saude e das pesquisas cientificas com seres humanos.

O desenvolvimento do controle social, portanto, € mais um instrumento para que o cidadao possa fiscalizar
as acoes do Estado e ser um agente atuante e presente nas decisdes e discussdes de interesse publico.

VOCE SABIA?

A ideia de participagdo popular na administragdo publica também foi reconhecida na Declaragao
Universal dos Direitos Humanos, que considera a participagao politica um direito fundamental de todos
os individuos. Diz, em seu artigo 21, item 1, que “..todo ser humano tem o direito de fazer parte no
governo de seu pais” e, no item 3, que “a vontade do povo sera a base da autoridade do governo...”.

<— Sumario
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O Sistema CEP/Conep possibilita o desenvolvimento de estratégias e acdes voltadas para a inclusédo
do controle social no processo de analise ética e no acompanhamento de pesquisas cientificas com
seres humanos, podendo, inclusive, fortalecer a importancia social do conhecimento cientifico e de sua
contribuigcdo a sociedade.

Alguns fundamentos juridicos do controle social e da participagao cidada no Brasil

A Constituicao brasileira abriu possibilidades importantes para a criagdo de novas regulamentacdes
e normas para fortalecer processos e mecanismos de insergdo da sociedade civil na gestao publica,
disponibilizando a populagdo um importante instrumento juridico para disciplinar e ampliar o leque de
prerrogativas legais.

Em consonancia com essa prerrogativa presente na Constituicdo de 1988, de fortalecer o leque de
previsdes legais que disciplinam e ampliam a participagao social, vale destacar algumas outras normas
juridicas importantes, como:

v/ Estatuto da Crianga e do Adolescente.
Disponivel em: http://www.planalto.gov.br/ccivil_03/leis/I8069.htm
v/ Lei Orgéanica da Assisténcia Social.
Disponivel em: http://www.planalto.gov.br/ccivil_03/leis/I8742compilado.htm
v/ Estatuto das Cidades.
Disponivel em: http://www.planalto.gov.br/ccivil_03/LEIS/LEIS_2001/L10257.htm

Considerando a filiagdo da Conep ao CNS, é de especial importancia destacar algumas das principais
normas juridicas que fundamentam o controle social na area da saude, sendo elas:

v/ Lei Organica da Saude.

Disponivel em: http://www.planalto.gov.br/ccivil_03/leis/I8080.htm
v/ Lein®8.142, de 28 de dezembro de 1990.

Disponivel em: http://www.planalto.gov.br/ccivil_03/leis/L8142.htm
v/ Decreto n° 5.839, de 11 de julho de 2006.

Disponivel em: http://www.planalto.gov.br/ccivil_03/_Ato2004-2006/2006/Decreto/D5839.htm

<— Sumario
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Em relagdo as competéncias do CNS no exercicio do controle social, vale destacar dois pontos
especialmente relevantes. O primeiro diz respeito a composi¢do do CNS, que deve contar com metade
de seus membros provenientes de entidades da sociedade civil e movimentos sociais de usuarios do
Sistema Unico de Satde (SUS). O segundo diz respeito as competéncias do CNS, descritas no artigo 2°
do Decreto N° 5.839, de 11 de julho de 2006, uma vez que nele fica explicitado que aquilo que se espera
do CNS esta nitidamente entrelagado a um permanente dialogo com diversos segmentos e organizagoes
da sociedade civil.

Vocé sabia?

Em 2020 a Conep elaborou a Cartilha dos Direitos dos Participantes de Pesquisa,
um importante documento que sintetiza de forma clara e robusta um conjunto
de informagdes sobre as garantias que devem ser informadas e asseguradas aos
participantes de pesquisa.

Disponivel em: https://conselho.saude.gov.br/images/comissoes/conep/img/boletins/
Cartilha_Direitos_Participantes_de_Pesquisa_2020.pdf

1.1.2 Controle social e o Sistema CEP/Conep

Com a publicagao da Resolucdo CNS n° 196/1996 - atualmente revogada pela Resolugdo CNS n°® 466/2012
- 0 CNS formalizou a criacdo da Conep, assim como suas atribuicdes e as dos Comités de Etica em Pesquisa
(CEPs). A atuacao conjunta da Conep e dos CEPs configura o chamado Sistema CEP/Conep, que
tem por objetivo a protegao aos participantes de pesquisa em territério nacional. O participante de
pesquisa é o individuo que, de forma esclarecida e voluntaria, ou sob o esclarecimento e autorizagao
de seu(s) responsavel(eis) legal(is), aceita ser pesquisado.

Com excegdo da Fase | de pesquisas clinicas ou de bioequivaléncia, os participantes de pesquisa ndo
podem ser remunerados por aceitarem fazer parte de uma pesquisa. A pesquisa com seres humanos
deve garantir o respeito ao participante da pesquisa em sua dignidade e autonomia, reconhecendo sua
vulnerabilidade, assegurando sua vontade de contribuir e permanecer, ou ndo, na pesquisa, por intermédio
de manifestagdo expressa, livre e esclarecida.

Considerando a atuagdo da Conep e dos CEPs na avaliagdo e no monitoramento de pesquisas cientificas
com seres humanos, é importante ressaltar que o controle social exerce papel relevante para que o
desenvolvimento cientifico no pais ocorra de acordo com os padrdes éticos estabelecidos nas normas que
regulam o Sistema CEP/Conep.

<— Sumario
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Assim como o Decreto N° 5.839, de 11 de julho de 2006, prevé a presenga de representantes de movimentos
sociais na composi¢cdo do CNS, normas e resolugdes do CNS regulam a participacdo e a atuagdo de
representantes do controle social na composi¢cao dos CEPs e da Conep.

As Resolugbes CNS n° 196/1996 e 240/1997 (ambas ja revogadas), por exemplo, estabeleciam a
necessidade de todo CEP possuir em sua composigdo pelo menos um membro indicado por entidade
de controle social, membro esse denominado “representante de usuarios”. De acordo com o artigo 16 da
Resolugdo CNS n° 647/2020, todos os CEPs com até 14 membros deverdo possuir, no minimo, dois RPPs
em seu colegiado. Para os CEPs com um colegiado formado por um numero superior a 14 membros,
devera ser respeitada a proporcionalidade de um RPP para cada sete membros.

Para atualizar e esclarecer os varios pontos relacionados a atuagdo do membro de CEP indicado por
entidade de controle social, foi publicada a Resolugdo CNS n° 647/2020. Nela, consta uma série de
informacdes que detalham as atribuigdes e responsabilidades dos CEPs, das entidades de controle social
responsaveis pela indicagao e do préprio membro do Comité indicado pelo controle social, o qual passa a
ser designado como “representante de participante de pesquisa” (RPP).

Além da atuagao direta do RPP no cotidiano do CEP, o exercicio do controle social para o bom funcionamento
do Sistema CEP/Conep também se da pela agéo articulada entre o CEP e as entidades de controle social.
Essa cooperacéo é principalmente significativa para o monitoramento de pesquisas em desenvolvimento.

Nesse sentido, a atuagao do controle social no Sistema CEP/Conep € essencial para monitorar, garantir e,
em alguns casos, até pautar o fortalecimento da protecdo ao participante de pesquisa. Essa atuagao pode
focalizar desde a necessidade de maior transparéncia no desenvolvimento de pesquisas com uma determinada
populagéo até a denuncia de infragdes éticas graves contra participantes de uma pesquisa especifica.

REFLITA!

Por que priorizar
determinadas areas
em detrimento de
outras?

Por que pesquisar
O que pesquisar? um determinado

assunto?

Mesmo um membro de CEP pode se descuidar de aspectos relevantes relacionados ao respeito e a
dignidade do participante de pesquisa ao realizar a analise ética de um protocolo de pesquisa. Por essa
razéo, além dos aspectos gerais relacionados a importancia do controle social no sistema de analise ética
ja mencionados, existem também elementos operacionais e praticos derivados da participagao efetiva do
RPP que contribuem para o melhor funcionamento do Sistema CEP/Conep.

A participagdo ativa do RPP, devidamente integrado e capacitado ao trabalho do CEP, possibilita que
perspectivas relacionadas as vivéncias dos participantes de pesquisa possam ser consideradas de forma
mais significativa no processo de analise ética.

<— Sumario "
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1.1.3 0 CEP e o RPP

As Resolugdes CNS n° 466/2012 e n° 510/2016 estabelecem um conjunto de diretrizes e normas a serem
cumpridas em pesquisas com seres humanos para a aprovagao ética pelo Sistema CEP/Conep. Ambas
resolugdes apresentam uma redagao profundamente principioldgica, fundamentada em textos consolidados
nos campos da bioética e dos direitos humanos, como a Declaragéo Universal dos Direitos Humanos, de
1948, e a Declaragéao Universal sobre Bioética e Direitos Humanos, de 2005.

E importante conhecer o arcabougo que fundamenta algumas das principais resolugdes que regulamentam
o Sistema CEP/Conep, pois nele ficam explicitados valores como o respeito e a garantia da autonomia, ndo
maleficéncia, justica, equidade e beneficéncia dos participantes de pesquisa. Essa “demarcacgéao” filosofica
contribui para o entendimento de que a missao do Sistema CEP/Conep nao corresponde a uma atuagéo
estritamente focada na avaliagéo ética de pesquisas cientificas. Esse trabalho é apenas uma das agoes
desenvolvidas para garantir a protegcao do participante de pesquisa.

Uma nogéo expandida da atuacédo do Sistema CEP/Conep, ou seja, para além da avaliagédo ética em si,
fica evidenciada, por exemplo, no trecho da Resolugdo CNS n° 466/2012, em que conta como uma das
atribuicdes da Conep o dever de:

estimular a participagdo popular nas iniciativas de Controle Social das Pesquisas com Seres Humanos,
além da criagdo de CEP institucionais e de outras insténcias, sempre que tal criagdo possa significar o
fortalecimento da protegao de participantes de pesquisa no Brasil.

Ou, para citar outro exemplo, quando se |é entre os aspectos operacionais do CEP na Norma Operacional
CNS n° 001/2013 que:

os CEPs devem articular-se entre si, bem como buscar estabelecer articulagbes fora do Sistema CEP/Conep
para o cumprimento de sua missdo protetiva dos participantes de pesquisa. De sua rede de articulagbes,
destacam-se: 0s movimentos sociais, as instituicbes de ensino, as entidades de representagao de usuarios
e trabalhadores em satde, as instancias do Controle Social como Conselhos e Conferéncias, e 6rgdos de
comunicagéo.

<— Sumario
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Assista ao video sobre o Comité de Etica em Pesquisa (CEP) e o representante de participantes de
pesquisa (RPP).

Clique na imagem abaixo para assistir ao video.

Ou acesse pelo link:
https://youtu.be/VokE8quTfOg

<— Sumario


https://youtu.be/VokE8quTfOg
https://youtu.be/VokE8quTfOg
https://youtu.be/VokE8quTfOg

| —_—
| PROJETO UNIDADE 2- REQUISITOS E PERFIL

EDUCA CEPs

UNIDADE 2- REQUISITOS E PERFIL

2.1 Processo de indicagcao do RPP

Nesta unidade, iremos conhecer como deve ser o perfil do membro RPP e verificar os requisitos necessarios

para sua indicagao, além de identificar os tipos de entidades que podem realizar a indicagdo do RPP ao CEP.
Conforme estabelecido na Resolugdo CNS n° 647/2020, todo CEP deve contar com no minimo dois RPPs.

Para os CEPs com mais de 20 membros, o quantitativo de RPPs deve seguir a proporcionalidade de um RPP

para cada sete membros no CEP.

Dessa forma, independentemente de o CEP possuir sete ou 20 membros, no seu colegiado devem constar
pelo menos dois RPPs. Ja para Comités que possuem mais de 20 e menos de 28 membros, devem constar
pelo menos trés membros RPPs; em CEPs com mais de 27 e menos de 35 membros, devem constar pelo

menos quatro RPPs; e assim por diante.
A indicagdo do RPP deve ser solicitada, pelo CEP, a uma entidade de controle social. A indicagéo deve ser
oficializada em forma de carta, que deve ser datada e assinada pela autoridade maxima/representante legal

da entidade responsavel pela indicagao.

E essencial que também conste uma breve descricdo da entidade que esta realizando a indicacdo e do

histérico de participagédo social e/ou comunitaria do RPP indicado.

<— Sumario
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Quantitativo de RPP por CEP

CEP

Até 20 membros Mais de 20 membros

Um RPP para cada

No minimo dois RPPs
sete membros

Indicagdao de RPP

Por carta

CEP

Conter o histérico de
participacao social e/ou
comunitaria do RPP

Datada e assinada pela autoridade maxima/representante
legal da entidade indicante

Descrigdo da entidade
indicante

Quando a pessoa indicada for a autoridade maxima/representante legal da entidade indicante, deve ser

anexada a carta de indicagdo uma copia da ata da reuniao em que foi realizada a deliberagéo.
Apobs o recebimento da carta de indicagao, o CEP deve encaminhar o documento a Conep, para validagao,

em formato PDF (para maiores informagdes, contatar a Conep pelo e-mail conep.cep@saude.gov.br). O fluxo

para a nomeacao de um RPP ao CEP, portanto, pode ser resumido da seguinte maneira:

<— Sumario
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Fluxo para nomeagao de RPP ao CEP

O CEP solicita a indicag@o a uma entidade

A entidade envia a carta contendo a indicagdo para o CEP

O CEP encaminha a carta a Conep para validagao.

2.1.1 Perfil das entidades indicantes

Entende-se por entidade indicante a organizagdo ou movimento social, preferencialmente conselho de
politicas publicas, responsavel pela indicagdo do representante de participantes de pesquisa ao Sistema
CEP/Conep.

Nesse sentido, a indicagao do RPP deve ser realizada, preferencialmente, por conselho de politicas publicas
no exercicio do controle social, como os da saude, educagdo, meio ambiente, etc., ou outra instancia
colegiada de controle social. E muito importante, porém, ndo confundir preferéncia com obrigatoriedade.

Devido a elevada heterogeneidade existente no perfil das pesquisas analisadas pelos Comités que
integram o Sistema CEP/Conep, é perfeitamente possivel e aceitavel que a entidade indicante do RPP
mais apropriada para um CEP néo seja um conselho formalmente instituido, seja ele municipal, distrital ou
estadual. E natural que a demanda de pesquisas analisadas por um CEP concentre parte significativa dos
seus participantes em um bairro/localidade. Nesse caso, por exemplo, é aceitavel - e, em alguns casos,
até desejavel - que o CEP busque a indicagdo de um RPP em um movimento ou associagdo estabelecida
naquela regido, ao invés de um Conselho Municipal de Saude.

Caso o CEP prefira priorizar uma indicacéo pelo Conselho de Saude, recomenda-se que, nesse caso, a
pessoa indicada seja do segmento “usuarios”.

Como a entidade indicante deve necessariamente ser uma entidade de controle social, ndo é aceito que a
indicagdo do RPP seja realizada pela instituicdo mantenedora do CEP.

Vale destacar que todas as indicagbes dos RPPs a um CEP nao precisam ser realizadas pela mesma
entidade indicante. Dessa forma, um mesmo Comité pode solicitar e contar com membros RPPs indicados
por entidades com perfis distintos. Por exemplo, nada impede que, em um CEP com dois RPPs, um seja
indicado pelo Conselho Municipal de Saude e o outro seja indicado pelo Conselho Estadual de Educacéo.

Outro ponto importante quanto a entidade indicante diz respeito ao fato de que a entidade possui autonomia
para definir o método de escolha do RPP indicado ao CEP. Dependendo do perfil e do niumero de pessoas
que integram a entidade indicante, a definicdo da pessoa indicada pode ser, por exemplo, por nomeagao
ou por eleigao entre os pares. A entidade indicante também pode, se assim decidir, acatar nomes sugeridos
pelo préprio CEP.

<— Sumario



I —_—
| PROJETO UNIDADE 2- REQUISITOS E PERFIL
EDUCA CEPs

Caso a indicagédo realizada pela entidade indicante encaminhada a Conep pelo CEP néo seja aceita, devido
ao fato de o perfil da entidade indicante ndo atender os critérios previstos na Resolugdo CNS n° 647/2020,
o CEP deve buscar nova indicagéao de outra entidade.

A seguir, sdo exemplificadas algumas entidades que normalmente realizam a indicagéo dos RPPs:

Entidades
representativas

Conselhos de Movimentos

Saude sociais ..
de usuarios

Conselhos de Saude: podem ser nacional, estadual, distrital ou municipal. Sdo formados
por representantes do governo, dos profissionais de salde, dos prestadores de servigos e
dos usuarios do Sistema.

Movimentos sociais: o conceito de movimento social designa a acado coletiva de
setores da sociedade ou organizagdes sociais para defesa ou promogéo de objetivos ou
interesses. A categoria € ampla e pode abranger desde a agdo de grupos sociais voltados
a promogao de interesses morais, éticos e legais até as a¢gdes mais radicais. Via de regra,
os movimentos surgem da iniciativa publica, tendo sua motivacdo e origem em aspectos
sociais, promovendo a agdo coletiva de um grupo organizado, que tem como objetivo
transformagdes sociais.

Entidades representativas de usuarios: podem ser associagbes, organizagbes da
sociedade civil para interesse publico ou até coletivos nao institucionalizados. As entidades
representativas de usuarios sdo coletivos normalmente constituidos e articulados para
defender os interesses e as necessidades no ambito do Sistema Unico de Saude de
individuos que compartilham uma enfermidade especifica.
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2.1.2 Perfil dos RPPs

Conforme a Resolugdo CNS n° 647/2020, os individuos indicados ao CEP para ocupar a fungdo de RPPs
devem possuir algumas caracteristicas para que possam integrar o colegiado do Comité.

Em primeiro lugar, o RPP deve ter 18 anos completos. Também é necessario que o RPP possua histérico
de participagdo em movimento social e/ou comunitario. E importante esclarecer que essa experiéncia
nao precisa:

i) necessariamente estar atrelada a entidade indicante;
ii) necessariamente estar vinculada a area da saude.

E essencial que o RPP seja capaz de expressar pontos de vista e interesses de individuos e/ou dos
grupos de participantes de pesquisas, a fim de representar, junto ao Sistema CEP/Conep, os interesses
coletivos de publicos diversos.
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N&o é necessario que o RPP possua experiéncia prévia como membro de CEP, nem que possua titulagao
académica. Caso o RPP possua experiéncia em pesquisa e tenha titulagdo académica, esse aspecto ndo
o impede de assumir sua fungao como representante do controle social dentro do CEP.

Outro aspecto relevante, mas as vezes negligenciado, corresponde a disponibilidade. Como o RPP sera
indicado por uma entidade independente da instituicdo mantenedora do CEP, é essencial que a pessoa
indicada ao Comité tenha tempo e interesse de se envolver nas atividades do CEP. Por essa razao,
inclusive, ndo é permitido que um mesmo individuo desempenhe o papel de RPP em mais de dois CEPs
durante o mesmo periodo.

Finalmente, quando se considera a dificuldade do CEP em conseguir a indicagdo de um RPP, uma opgéo
a ser considerada é a consulta do Comité a Conep ou a outros CEPs localizados na mesma regiéo, a fim
de identificar potenciais individuos e entidades indicantes para o desempenho da funcdo de RPP.
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UNIDADE 3 - ATRIBUICOES E RESPONSABILIDADES
NA ATUACAO DO RPP

3.1 Atribuicoes e responsabilidades do RPP

Fundamentalmente, o papel desempenhado pelo RPP nas atividades do CEP engloba os aspectos operacionais

relativos as atividades regulares do Comité e a aproximagao do CEP as entidades de controle social.

E possivel, portanto, resumir que a atuagdo do RPP compreende, mas nao se limita a:

Comparecer as reunioes, capacitagdes e eventos organizados pelo Sistema CEP/Conep.

Ter voz e voto nas deliberagbes do CEP.
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Fomentar, junto aos demais membros do Sistema CEP/Conep, questdes especificas relacionadas aos
interesses e direitos dos participantes de pesquisa.

Contribuir na avaliagao ética dos protocolos de pesquisa.

Considerando o fato de que, em muitas ocasites, o RPP pode chegar ao CEP sem possuir experiéncia em
analise ética ou conhecimento das resolu¢des e normas que regulam o Sistema CEP/Conep, sua integragao

a rotina de trabalho do CEP pode se dar de forma gradual.
Uma opgao adotada por alguns Comités e que pode ser reproduzida, respeitando-se as especificidades de
cada CEP, corresponde ao envolvimento progressivo do RPP na avaliagao ética, iniciando-o pela analise dos

processos de consentimento e assentimento, especialmente pela leitura atenta do TCLE.

E importante destacar que as mesmas regras relacionadas a conflitos de interesse e confidencialidade
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aplicadas aos membros do CEP que n&o sao indicados por entidades de controle social, também se aplicam
ao RPP. Nesse sentido, o RPP deve manter absoluto sigilo sobre todo o conteudo tratado no decorrer da
analise ética dos protocolos avaliados no CEP, ndo podendo compartilhar com ninguém, nem com a sua

entidade indicante, as informagdes contidas nos protocolos de pesquisa.

Em relagéo aos potenciais conflitos de interesse, cabe destacar o que esta previsto na Norma Operacional

CNS n° 001/2013, que estabelece que é vedado a todos os membros do Sistema CEP/Conep:

exercer atividades nas quais interesses privados possam comprometer o interesse publico e sua
imparcialidade no exercicio de suas atividades no Sistema CEP/Conep. As relagbes financeiras levam
aos conflitos mais facilmente reconhecidos e incluem relagbes de emprego, consultoria, propriedade de
acbes ou opgbes, honorarios e patentes com instituicbes ou organizagdes financiadoras de pesquisa.
Também podem surgir conflitos de interesse caracterizados pelo exercicio do poder dentro da instituigdo
mantenedora do CEP.
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3.2 Atribuicoes e responsabilidades do CEP e de sua instituicao
mantenedora

Assim como ocorre para os demais membros do CEP, a integragéo do RPP as atividades regulares do Comité

depende de uma série de medidas adicionais voltadas para garantir a sua participacéo.

E essencial, portanto, que o Plano de Capacitagdo Permanente do CEP inclua contetdo direcionado e
acessivel ao RPP. Um ponto a ser considerado pelos CEPs nesse processo de capacitagao é a possibilidade
de buscar apoio e trabalhar de forma conjunta com outros Comités e seus respectivos RPPs na capacitagao

de RPPs recém integrados ao colegiado.

Considerando que o RPP usualmente se encontrara em “minoria” no CEP, uma vez que o seu perfil de
representante indicado pelo controle social destoa do perfil eminentemente académico dos demais membros
do CEP, é importante que o Comité estimule a participagao e o protagonismo do RPP. Esse maior envolvimento
compreende desde acgdes simples, como a integragao nas capacitagdes oferecidas aos demais membros
do CEP e o cadastro do RPP na Plataforma Brasil, até medidas que podem exigir uma mobilizagdo mais

complexa junto a instituicdo mantenedora do Comité.

Conforme ja estabelecido na Resolugdo CNS n°466/2012, os membros de CEPs n&o podem ser remunerados
no desempenho de sua fungdo no CEP. Entretanto, cabe a instituicdo mantenedora ressarcir gastos dos
membros em casos de despesas de transporte, hospedagem e alimentagcao quando no desempenho de suas

funcdes no Comité.

A Resolugcdo CNS n° 647/2020 explicita essa necessidade de ressarcimento para os RPPs. No caso dos
RPPs, a garantia de apoio financeiro da instituigdo mantenedora do CEP para deslocamento e alimentagao
€ ainda mais importante pois, diferentemente do que ocorre em larga medida para os demais membros do
CEP, que trabalham no mesmo local onde sao realizadas as reunides do Comité, a participacédo do RPP
nas reunides e capacitagoes, por exemplo, demanda, em muitas ocasides, o deslocamento do seu lugar
de trabalho ou moradia ao local onde esta situado o CEP, exclusivamente para participar dessas atividades

regulares do Comité.

A atengdo do CEP, em especial da sua coordenacao, a essas particularidades que permeiam a atuagao do
RPP ¢ de extrema importancia, uma vez que questdes desse tipo muitas vezes precisam ser pautadas junto a
gestéo da instituicdo mantenedora do CEP. A garantia da participacao de todos os membros do CEP e, nesse
caso especifico, do RPP n&o é uma questao secundaria, mas elemento essencial para o bom funcionamento

do Comité.
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A Saiba mais

Tomando em especifico as agdes que podem ser desenvolvidas pelo CEP para promover a
capacitagao e integragdao do RPP, é possivel sintetizar alguns pontos essenciais:

v/ manter parcerias estreitas com os segmentos que sdo designados para indicar os(as) representantes
(CMS, féruns e outras associagdes);

compartilhar documentos e material educativo relevantes para o Sistema CEP/Conep;

garantir apoio financeiro da instituicdo mantenedora do CEP para seu deslocamento e alimentagéo;
acolher o RPP, especialmente nas suas primeiras reunides no CEP, a fim de ajuda-lo a melhor entender
desde os principios que norteiam o Sistema CEP/Conep até as atividades operacionais da rotina de
trabalho do CEP.

NN
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3.3 Atribuicoes e responsabilidades da entidade indicante

Apods a indicagdo do RPP ao CEP e a validagdo da indicacdo pela Conep, cabe a entidade indicante
acompanhar o desenvolvimento das atividades do RPP no Comité. E importante destacar, porém, que o RPP
nao podera revelar qualquer informacgao referente aos protocolos de pesquisa avaliados e discutidos nas

reunides do CEP a sua entidade indicante.

Compete a entidade indicante também consultar o préprio CEP sobre a participagédo do RPP indicado nas
atividades do Comité. Por meio desse acompanhamento, a entidade indicante também podera exercer sua
prerrogativa de retirar a indicagao, seja pela identificagcdo de um descompromisso do RPP indicado, ou até

mesmo pelo desinteresse da entidade pelo trabalho desenvolvido pelo CEP.

Ao retirar a indicagao realizada, a entidade indicante, se assim desejar, em comum acordo com o CEP, pode
realizar a indicagao de outra pessoa para a fungao de RPP no Comité. Caso ocorra essa substituicao, a nova

indicacao também necessitara de validagao pela Conep.

Assim como a presenga do RPP no CEP oportuniza uma maior aproximagao do Comité aos principios, as
discussbes e as praticas que permeiam o controle social, a entidade indicante, principalmente se for uma
entidade representativa de usuarios, pode utilizar a solicitagdo de indicagdo de RPP por um CEP para se

aproximar do Sistema CEP/Conep.
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UNIDADE 4 - CONTRIBUICOES DO RPP E DO
CONTROLE SOCIAL PARA O SISTEMA CEP/CONEP

4.1 Deliberagao transdisciplinar

A transdisciplinaridade em um CEP envolve integragéo, dialogo e um entrelagamento entre as diferentes

areas do conhecimento dentro de um trabalho de equipe, estabelecendo uma troca de conhecimento efetiva.

A transdisciplinaridade supera os limites da interdisciplinaridade, coordenando varias areas em um sistema

l6gico de conhecimento, com livre transito de um campo de saber para outro.

Multidisciplinaridade Pluridisciplinaridade

Sem relacdo ou cooperagado entre as disciplinas. Existe uma tematica em comum estudada
simultaneamente por varias disciplinas.

BT T

Interdisciplinaridade Transdisciplinaridade
Transferéncia de conhecimento de uma disciplina para a outra. Cooperacgédo entre todas as disciplinas e interdisciplinas.

Representagéo esquematica de multidisciplinaridade, pluridisciplinaridade,
interdisciplinaridade e transdisciplinaridade.

A continua transformacado intelectual e tecnolégica tem demandado a especializagdo de diferentes
profissionais, exigindo que cada profissional tenha um conhecimento cada vez mais aprofundado acerca da
sua area do saber. E dentro de cada area de conhecimento que uma equipe transdisciplinar deve partilhar e

somar saberes para dar respostas efetivas e eficazes aos problemas.
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A Saiba mais

Promogao da transdisciplinaridade no CEP

Os RPPs possuem o dever, assim como os demais membros, de orientar suas opinides e decisdes dentro
do CEP para a protegéo dos participantes de pesquisa. Entretanto, diferentes vivéncias e experiéncias,
sejam elas pessoais ou profissionais, criam vieses inescapaveis aos mapas mentais que determinam o
entendimento de questdes complexas e a tomada de decisao dos individuos.

Ao integrar um RPP a sua rotina de avaliagdo ética, o CEP esta se abrindo a possibilidade de trazer uma
vivéncia potencialmente diferente daquela predominante entre seus membros. Tomando como premissa
que a experiéncia da maioria dos membros do CEP esta fundamentada em uma rotina de ensino e
pesquisa, muitas vezes, os direitos fundamentais do participante de pesquisa podem ser obscurecidos
em detrimento da pesquisa em si. Por essa razéo, a presenga do RPP, ainda que minoritaria, pode
contribuir para equilibrar leituras e interpretacées que marginalizam o processo de consentimento e os
direitos dos participantes de pesquisa.

Deliberar sobre aspectos éticos de um protocolo de pesquisa constitui tarefa delicada e de grande
responsabilidade, pois o CEP deve avaliar minuciosamente os fatos e suas consequéncias. Isso requer
habilidade para contemplar os diferentes pontos de vista e uma reflexdo aprofundada que considere os
interesses e as vulnerabilidades dos envolvidos, principalmente dos participantes de pesquisa.

Nesse cenario, a deliberagéo resultante de uma equipe transdisciplinar resulta da identificagdo e da promogao
de uma analise ética amplamente informada de todos os aspectos relevantes ao desenvolvimento da pesquisa,
que compreendem desde questdes administrativas e orgcamentarias, passando pelo desenho metodoldgico e
riscos envolvidos na pesquisa, até todo o processo de consentimento do participante da pesquisa.
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4.2 Enfoque no participante

Ainda que a protegdo do participante de pesquisa seja o principal objetivo do Sistema CEP/Conep, a
aproximacao de Comités e da Conep a realidade e experiéncia dos participantes corresponde a um elemento

que precisa ser aperfeicoado.

Esforgos como o desenvolvimento de aplica¢des on-line para a tramitagao e avaliagdo de pesquisas cientificas,
como a Plataforma Brasil; arealizacéo de treinamentos e encontros por todo o territdrio nacional, como o proprio
ENCEP (Encontro Nacional de Comités de Etica em Pesquisa); e a publicacéo de resolugbes e normas para
a regulamentacao de aspectos importantes para a avaliagao ética, como as Resolugdes CNS n° 510/2016,
n® 563/2017 e n°® 580/2018, correspondem a agdes indispensaveis para o avango e aperfeigoamento da
protecao do participante de pesquisa. Porém, essas agdes promovem uma aproximagao entre o participante

de pesquisa e o Sistema CEP/Conep apenas de forma marginal.

O contexto, as especificidades e, principalmente, as vulnerabilidades dos participantes de pesquisa necessitam
ser melhor compreendidas pelo Sistema CEP/Conep. Esse aprendizado depende diretamente da capacidade
dos CEPs e da Conep em desenvolver estratégias que aproximem as “pontas” do Sistema. A relagéo entre

Comités e participantes ndo pode ser mediada exclusivamente pela avaliagédo ética dos protocolos de pesquisa.

E nesse contexto de necessidade de aproximacdo entre as “pontas” que o RPP pode agregar elementos
valiosos para o aperfeicoamento do CEP. O enfoque no participante de pesquisa toma como central a
relevancia que as especificidades de grupos ou individuos desempenham na avaliagdo ética. Esse aspecto

fica principalmente evidente no caso das pesquisas com populagdes em situagao de vulnerabilidade.

Em ampla definicdo, a vulnerabilidade é a situagdo na qual uma pessoa ou um grupo de pessoas tém
capacidade reduzida de tomar decisdes e opor resisténcia na situagdo da pesquisa em decorréncia de fatores

individuais, psicolodgicos, econémicos, culturais, sociais ou politicos.

Participantes vulneraveis tém sua autonomia de deciséo sujeita, em maior nivel, a situagbes de coergao,
inadequagao do consentimento livre e esclarecido, exploracdo e exclusdo da pesquisa e de seus beneficios. E
importante salientar que toda pesquisa tem o potencial de causar danos, e todo participante é potencialmente
vulneravel em certa medida, principalmente aqueles com saude debilitada que participam de estudos na

expectativa de receber algum beneficio terapéutico.

Os danos potenciais também incluem danos fisicos, psiquicos, morais, intelectuais, sociais ou culturais, e
todo participante, ndo apenas aquele em situagéo vulneravel, deve estar ciente desses potenciais riscos ao

aceitar participar de uma pesquisa.
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Tipos de vulnerabilidades

E possivel estabelecer uma tipificacdo basica proposta para a classificagéo de vulnerabilidade em participantes

de pesquisa:

Vulnerabilidade intrinseca

Vulnerabilidade extrinseca Advém de caracteristicas especificas dos proprios
individuos ou populagdes, tais como doenca
mental, deficiéncia intelectual ou doenga grave que
apresente risco de morte. Grupos extremos de
idade (criangas e idosos) sdo intrinsecamente
vulneraveis devido a sua autonomia reduzida,
deixando a tomada de decis&o sob
responsabilidade de terceiros.

Ocasionada por circunstancias externas
decorrentes do contexto socioecondmico no qual
vivem os participantes de pesquisa, como pobreza,
falta de escolaridade ou caréncia de recursos e de

acesso aos cuidados de saude.

Os tipos de vulnerabilidade podem ocorrer de maneira isolada ou concomitante. Ambos os tipos de
vulnerabilidade, extrinseca e intrinseca, levantam questbes éticas delicadas em relagdo a participagéao
em pesquisa e, em muitos casos, aprofundam a hierarquia e o poder do pesquisador sobre o participante

de pesquisa.

Independentemente de como surge a desigualdade de poder, pesquisadores ou patrocinadores podem,
intencional ou inadvertidamente, tirar proveito da autonomia reduzida de populagdes vulneraveis no momento

de recrutar individuos para participarem de uma pesquisa.
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VULNERABILIDADE RISCOS POTENCIAIS

Falta de poder socioeconémico. Coercgéao, consentimento inadequado.
Desvantagem educacional. Coercgéao, consentimento inadequado.
Falta de acesso a cuidados de saude. Coercao, exploragéo.

Coercgéao, consentimento inadequado,
exploragéo, excluséo.

Vulnerabilidade intrinseca.

A fim de garantir que a pesquisa responda as necessidades e prioridades da populagdo do estudo, os
investigadores devem, sempre que possivel, dialogar com as comunidades ou grupos organizados associados
aos individuos que serdo convidados a participarem da pesquisa. Sempre que possivel, representantes
desses grupos devem ser integrados ao processo de planejamento da pesquisa, tornando-os parceiros ativos
na execucgao do estudo. Tal abordagem, além de promover um entendimento mais claro sobre a pesquisa
por parte dos participantes, também pode oferecer beneficios cientificos na medida em que os desenhos de

pesquisa, ao levarem em consideragao o contexto cultural, podem ter resultados mais efetivos.

A Saiba mais

Modelos de efetivas pesquisas participativas com comunidades foram apresentados em estudos
com populagdes indigenas.

v/ Quigley D. A review of improved ethical practices in environmental and public health research: case
examples from native communities. Health Education and Behavior. 2006; 33(2): 130-47.
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Perspective

A Review of Improved Ethical Practices
in Environmental and Public Health Research:
Case Examples From Native Communities

Dianne Quigley

This article presents a review of 14 case studies and articles of research ethics issues in the conduct of envi-
ronmental and public health research with Native American and other indigenous populations. The purpose of
this review is to highlight new practices in the ethical conduct of research with native community populations.
The findings from this review can promote more dialogue and policy development on the issue of community
protections in research. Formal guidelines exist in ethical codes for individual rights as human subjects, but there
is a lack of development on community rights in the ethics of research. This review illustrates how community-
based participatory research practices can provide working guidelines that can overcome past research harms.
More important, the compilations of guidelines offer tested field methods for improving the ethical conduct of
research with native community populations.

Keywords: research ethics; community-based participatory research; environmental health; Native American;
community informed consent

This article seeks to promote improved ethical decision making for research
protections with community populations. A review of ethical improvements to health
research practices is provided to highlight new practices in the ethical conduct of research
with native community populations that overcome past research harms in these cross-
cultural settings. Formal guidelines exist in ethical codes for individual rights as human
subjects in research (Beauchamp & Childress, 1994, p. 67). These include beneficence,
nonmaleficence, respect for autonomy, and justice. Meara, Schmidt, and Day (1996,
p- 15) have characterized these as principle ethics, which have been derived from a West-
ern individualistic tradition. In extending these rights to group or communal contexts,
more ethical reflection is needed. Wallwork (2003) states that there is poverty of thinking
on establishing “group and community rights” to guide institutional review boards
(IRBs) and principal investigators. Many moral complexities emerge in these contexts,
such as
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How do we measure harms and benefits when the interests of individuals clash with those of
a group? How should informed consent guidelines be modified to take account of particular
group characteristics . . . ? What moral qualities constitute a genuine research partnership
with a group? Who best represents the group? And how do we think about various kinds of
representation. . . . Does a community have a right to demand confidentiality? . . . When
groups become research partners, who owns the data and results? What does the researcher
do when his or her commitment to the intrinsic value of truth conflicts with the values of a
community, for instance, protection of its reputation? If community representatives have
access to research data, how is the confidentiality of individual research subjects protected?

(p-D

Meara et al. (1996) emphasize that virtue ethics be integrated with principle ethics to
improve such complex ethical decision making, particularly in cross-cultural contexts:

Proponents of virtue ethics believe that motivation, emotion, character, ideals and moral
habits situated within the traditions and practices of a culture or other group present a more
complete account of the moral life than actions based on prescribed rules or principles of
practice that can be detached from individuals, their aspirations and their communities.”
(p. 24)

Meara et al. (1996) state the importance of defining the ethical from the commonsense
standards of communities (p. 65) and that the integration of principle and virtue ethics
based on community wisdom, practice, or tradition can enhance practical ethical decision
making (p. 12). The field of anthropology was recently rocked by a public scandal in
Amazonia, where anthropologists were alleged to have spread a measles epidemic
(Sahlins as cited in Gold, 2001). Though this was refuted, much debate has ensued over
extending ethical guidelines and creating training materials. Gold (2001, p. 3) writes that
when outsiders with huge resources study human subjects in less empowered settings, the
potential for ethical abuses is huge. Pels (2000, p. 295) and Gold (2001, p. 8) critique the
adequacy of existing codes and precepts based on principle ethics to remedy this. They
write about the need for ethics to emerge from conversations and negotiations with tribal
members more than ethical prescriptions, taking into account historical and political real-
ities and skewered power relationships. Pels (2000, p. 163) calls for emergent ethics,
locating ethics in these communal negotiations.

In this review, case studies are presented that document the common health research
harms that can occur without guidelines or policy development on community research
protections. Multiple communities here are adopting new ethical arrangements that stress
community collaboration, partnership, capacity building, and mechanisms of commu-
nity control; these strategies can be characterized as community-based participatory
research (CBPR) strategies. CBPR has been defined as a collaborative approach to
research that equitably involves all partners in the research process and recognizes the
unique strengths that each brings (Minkler & Wallerstein, 2003, p. 4). Macaulay et al.
(1998, p. 105) add the importance of the collection of local knowledge in CBPR to
improve research interventions and the use of research results to improve quality of life.

This review draws on 14 case studies and articles in the literature that stress CBPR
approaches. Both academic and community researchers engaged in CBPR are struggling
with the complex ethical issues that Wallwork (2003) brings forward, such as recruiting
representative community advisory committees (CACs), establishing equitable research
arrangements, the risks and burdens of community-informed consent, community
knowledge production, and control and ownership of research data. The CBPR strategies
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adopted by the research teams are informative for all community research investigators
and community members. Most important are the reports of benefits to the community
from the research interventions and improvement of research results. The types of
research investigations reviewed range from diabetes (Herbert, 1996), cancer screening
(Matsunaga et al., 1996), and genetics (Foster, Bernstein, & Carter, 1998; Foster et al.,
1999) to environmental health topics of management of nuclear risks (Quigley, Sanchez,
Goble, Handy, & George, 2000) and fish contamination (Fitzgerald et al., 1995; Fitzger-
ald et al., 1999). Most of the studies had a primary focus on the relationships between
researchers and community members in their design and implementation of ethical
research activities. As such, this review should assist community health researchers con-
ducting both environmental and public health activities and IRB members in their ethical
decision making for reviewing health research investigations in communities. This
review will also assist community members, as it can serve as an important tool for them
in securing research arrangements that will have sustaining benefits to the community.

PAST OCCURRENCES OF RESEARCH HARMS
IN NATIVE AMERICAN COMMUNITIES

Several of the case studies begin with a justification for adopting CBPR guidelines
with indigenous communities. These justifications include discussions about the need to
overcome research harms and exploitation of native communities by certain inappropri-
ate research approaches. The authors detail the range of research harms that they have
witnessed or have heard from community members; they center on types of abuses that
can occur with community or group research, particularly in a culturally diverse setting.
These harms lead to community demands for collaborative research. Minkler and
Wallerstein (2003) support those demands for collaborative research:

Many of the complex health and social problems that have accompanied us into the twenty-
first century . . . AIDS, homelessness, environmental injustice, and violence—have proved
ill suited to traditional “outside expert” approaches to research and the often disappointing
community interventions they have helped spawn. (p. 3)

Davis and Reid (1999) comment on the unconsciousness on the part of scientific re-
searchers who focus on goals of benefiting humanity, expanding scientific knowledge,
and advancing their careers without being aware of the potential exploitation of their
research subjects: “Along with success stories as the clinical trials . . . to treat tuberculosis
and Haemophilus influenza type B vaccine in the 1980’s, research has also brought
Native peoples harm and stigmatization” (p. 755).

In reporting on some harmful consequences of research to native communities, they
report several cases of stigmatization. This included the ostracization of some native fam-
ilies because of a syphilis study, an adverse credit rating to a reservation because of an
alcoholism study, and problems resulting from the naming of Indian communities in a
Hantavirus study:

As tribes have asserted their rights of sovereignty and established laws, policies and regula-
tions for outside researchers working on their reservations have been established. Research-
ers have begun to respond within increased awareness of and sensitivity to the wishes of
Native people. (Davis & Reid, 1999, p. 755)
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Maddocks (1992), who conducted research with Australian Aborigines, wrote the
following:

Some part of the anger which Aboriginal Australians express with increasing clarity centres
on their interpretation of many past scientific expeditions and surveys studying Aboriginal
people. These studies were seen as insensitive, intrusive, exploitative, and conferring no
benefit on the communities at all. (p. 553)

Maddocks (1992) describes how uncomfortable scientists are in the face of such
charges because they see themselves as liberal, objective, upholding a view of science as
value free, and fearlessly adding to the sum of human knowledge. In his recommended
guidelines, he warns against such practices as scientists recruiting individuals in commu-
nities for opportunistic reasons and violating the group solidarity of the community:

Some scientists are worried about the types of partnership arrangements and guidelines that
are being instituted. These scientists see that these guidelines have the potential to prevent
the pursuit of important scientific questions or to stop the publication of scientific findings;
stopping the free-flow exchange of information, which is the life-blood of science. (p. 554)

The Akwesasne Research Advisory Committee (RAC; 1996, p. 94), which has written
about its research experiences with three Superfund sites along the St. Lawrence River in
New York, Quebec, and Ontario, reported that Akwesasne has been a hot spot for envi-
ronmental research because of the advent of the Superfund Cleanup. Many university
institutions thrived on environmental research there, and external agencies conducting
research were swamping Akwesasne with projects already approved and funded. This
research often was overlapping and did not benefit the real needs of the community.
Macaulay (1994), who worked with Mohawk communities, wrote the following:

Outside research teams swoop down from the skies, swarm into town, ask nosy questions
that are none of their business and then disappear, never to be heard from again. . . . These
researchers will never know . . . the degree of hurt and anger felt by the community as a result
of these actions. (p. 1888)

Herbert (1996, p. 110) and Matsunaga et al. (1996, p. 1583), describing public health
research projects in native communities, expressed similar concerns about the lack of
reporting back to the community with research results. They also report the following
complaints: (a) a lack of cultural appropriateness in research models, resulting in poor
participation in studies, and (b) the raising of difficult health issues for a community by
researchers without any further follow-up to assist them.

The Quigley et al. (2000, p. 306) article, reporting on nuclear risk management with
native communities, elaborates on a number of research abuses in the field of environ-
mental health. They identify concerns such as reductionist science, which relies heavily
on hypothetical quantitative models to determine disease excesses in communities with
environmental contamination, whereas community knowledge about health impacts and
environmental abnormalities is excluded. Community members are also not included in
scientific decision-making bodies that set standards of exposure and risk to community
members. Quigley et al. also cite the research harms of not including native lifestyle
scenarios in exposure assessment studies. Native people need to be involved in data
collection and interviewing to gain accurate information on models for exposure path-
ways (p. 317).
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GUIDELINES AND RECOMMENDATIONS FOR
PARTNERSHIPS AND COLLABORATIONS BETWEEN
RESEARCHERS AND NATIVE COMMUNITY MEMBERS

In conducting this review of ethical practices, Table 1 lists the studies’ authors and the
key ethical issues addressed by each study. Where indicated, these articles provide a spe-
cific discussion of these issues from field experiences to recommendations.

These key ethical issues are summarized below:

1. preparing for research in a native community;

2. developing the collaboration or partnership: CACs, collaborative agreements,
equity issues, and cultural sensitivity;

3. informed consent issues: education on risks and benefits, autonomy, and
voluntariness;

4. community knowledge collection;

5. research data management: confidentiality, control and ownership, interpretation,
dissemination, and publication; and

6. sustainability of research efforts.

Preparing for Research in a Native Community

Several authors recommend areas of preparation that should be considered before
seeking cooperation from native communities in research proposals. These activities
should assist the researcher in determining whether the researchers’ goals and the com-
munity needs are compatible. Davis and Reid (1999, p. 756) discuss the importance of
preparation in terms of understanding cultural contexts. They note that many Native
Americans feel that researchers do not recognize the rich diversity of tribal heritages that
remain vital today or the uniqueness of the tribe with which they work. Researchers can
become exploitive of information and reductionist by dismissing the important role of
spiritual beliefs, the sacredness of information, and cultural norms for respecting the
sacred.

Beauvais (1999, p. 176) states that conducting good applied research requires a thor-
ough knowledge of the populations that are involved in the research. He highlights a list
of contextual conditions to be considered in both the design and feasibility of conducting
good research. These include state and tribal legal relationships, tribal infrastructure con-
ditions, tribal consent procedures, and the need to fund tribal participation in research
studies. Beauvais warns that research designs that do not take into account the social and
political realities and the culture of the population will only yield uninterpretable results.

Developing the Collaboration
or Partnership With the Community

After the initial preparation for research in a native community, these authors describe
common CBPR arrangements. These arrangements address the need to work with a CAC
and to conduct shared decision making, financial equity arrangements, and cultural sensi-
tivity training. These collaborative processes allow for the community-specific negotia-
tions based on current social and political realities and community traditions that Pels
(2000) and Meara et al. (1996) recommend.
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CAC. Most of the case studies stress the importance of a CAC in developing community-
researcher partnerships. Maddocks (1992, p. 554) states that the first requirement of con-
sultation is to discuss the research aims with an aboriginal ethics committee. The commit-
tee can provide input on the feasibility, methodology, and acceptability of the community.
With the committee, the researcher can determine the benefit of the research to the com-
munity and can be educated on cultural sensitivity issues. The Akwesasne Task Force on
the Environment (Akwesasne RAC, 1996, p. 94) developed an RAC for the burgeoning
number of research initiatives being proposed for its community. Specifically, the
Akwesasne RAC seeks to protect the community from the potential exploitation of
researchers. It has defined the purpose of its committee as the following:

The Purpose of the Research Advisory Committee—The RAC is guided by several key prin-
ciples: Skennen (peace), Kariwiio (good mind) and Kasastensera (strength) as related to the
community by oral tradition from their ancestors. . .. Within this context, the overall purpose
of the RAC is to review and comment on all scientific and/or environmental research propos-
als to be conducted in the Mohawk Nation community of Akwesasne. The RAC was given
authority to do this by the community. This will ensure the establishment of a good research
agreement that is both culturally sensitive and relevant to the participant and the community.
A minimum of five people serves on the committee and the Akwesasne RAC as a whole de-
cides the merit of the proposal. (p. 95)

Quigley etal. (2000, p. 314) stressed the development of a CAC as their first goal with
the community. The university subcontracted a portion of the research budget to a com-
munity organization that then recruited an 18-member CAC. As the research effort was
for tribes affected by nuclear fallout, the committee represented nine tribes from Nevada,
Southern California, and Utah. Representatives included those tribal members who were
active in environmental organizing, representatives from local tribal councils, and elders
who held much local knowledge. The formation and ongoing implementation of meet-
ings for the committee was a significant portion of the community budget, but it was a
critical mechanism for community partnership, collaboration, and empowerment.
Matsunaga et al. (1996) described the CAC as an essential feature for conducting cultur-
ally appropriate research. A community health center initiated a planning process that
created the research project:

This experience stimulated the formation of a community research committee composed of
community representatives, health professionals, and scientific researchers that worked for
two years to develop and seek funding for the Wai’anae Cancer Research Project. The result-
ing proposal for a five year breast and cervical cancer control research project received fund-
ing from the National Cancer Institute in 1990. (p. 1583)

Community residents were chosen to participate on a CAC based on their involvement
with community health activities, their knowledge of Hawaiian culture, and their under-
standing of the local community. Elders were asked to participate because they are con-
sidered the keepers of cultural knowledge and wisdom. CAC members volunteered dur-
ing a 7-year period, as they were often very busy.

In the Macaulay et al. (1998, p. 106) research effort, the native Mohawk community of
Kahnawake had a community advisory board (CAB) consisting of 40 volunteers. Foster
etal. (1998, p. 697) invested much effort on community review for genetic research. The
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researchers conducted 150 ethnographic interviews to learn from the community. This
process led to the creation of a community review board (p. 698).

The interview included questions about who was consulted in making health-care decisions
to identify private and public units . . . considered by the community as the most appropriate
entities to consult about the collective implications of genetic research. Appropriate is
defined as the population’s process for reaching communal consensus. The project relied on
the survey and the input of the Apache elders. Members of the community were very aware
of the issues of representativeness . . . and were able to guide us in including specific social
units. (Foster et al., 1998, p. 697)

Collaborative Research Agreements. In conducting collaborative research, commu-
nity members and researchers have adopted a variety of agreements guiding their work-
ing relationship. The agreements include either partnership agreements on principles of
research or community-generated and community-controlled arrangements.

Herbert (1996, p. 110) writes that even before letters of intent were submitted by the
research team to funders, a set of working principles of research were established be-
tween the researchers and the community. These principles assured that this was a part-
nership project with provisions of accountability that the researchers would have to the
community. Similarly, Macaulay et al. (1998, p. 106) developed a code of research eth-
ics among three partners involved in research in the native Mohawk community of
Kahnawake (the academic partners, the community-based researchers, and the CAB).
The first review took 8 months but was well worth the time because it gave everybody the
opportunity to define their roles. The code contains a policy statement that includes prin-
ciples of participatory research; the obligations of all the partners, not just the research-
ers; and provisions regarding control of data and dissemination of results.

Quigley et al. (2000, p. 314) discuss a set of participatory research principles guiding
the interactions between the researchers and the community. These address the assurance
of community participation in all stages of the research process: the need for qualitative
research processes and data as well as quantitative analyses. Davis and Reid (1999,
p. 757) highlight the need for the community to be involved in the execution of the
research effort, noting respect for native philosophies of cyclical time and consensus rule.

Community-Generated Guidelines and Agreements. In a separate article, Macaulay
(1994, p. 1889) recommends that communities develop a separate checklist for their
working arrangements with researchers. The checklist would assist them in determining
if they truly understand the nature of the research: the question being researched, the
expected benefits, the risks, terms of confidentiality, ownership of data. The Akwesasne
RAC (1996, p. 97) has a more formalized process that requires all researchers interested
in pursuing research in Akwesasne to submit a five-page proposal to the Akwesasne
RAC. The guidelines for writing this proposal ask the researcher to describe his or her
plans for 12 items: research question, benefit to community, methods, confidentiality,
disposition of data, risks, funding, cultural sensitivity training, equity, empowerment,
intellectual property rights, and data ownership and archive. The RAC has a review pro-
cess in which it either grants approval or withdraws approval for a project.

Most of the authors cited here stress the importance of the community being involved
from beginning to end in any research project. Macaulay et al. (1998, p. 105) state that
both partners should be involved in research design, implementation, data analysis, and
publication of results. In the case of the Akwesasne RAC (1996, p. 96), it is actually
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involved in the earlier stage of approving the research proposals and the researchers that
come into their community. The Akwesasne RAC then requires progress reports to be
given to it as the research is progressing. Davis and Reid (1999, p. 158) recommend feed-
back sessions during the research process to ensure correct collection and interpretation
of the data and ongoing project evaluation. Additionally, Native American professionals
in the field of study should be invited in for peer review with the project. In a number of
cases, the CAC serves as the vehicle for ongoing reporting of the research effort. Herbert
(1996, p. 111) makes a similar point that analyses and interpretations be discussed with
community health representatives through focus groups or community celebrations to
ensure accuracy and avoid misunderstandings. Quigley et al. (2000, p. 319) provided two
3-day workshops a year for the CAC to assist them in understanding concepts of environ-
mental health research and the various technical research activities undertaken by the
technical staff. With improved understanding, they were able to deepen the quality of
their review and feedback and gain skills in environmental health research review.

Financial and Resource Equity With the Community. Most of the authors discussed
the important issue of equity with the community in the conduct and execution of the
research project. By including community-based expenses in their budgets, they strive
for fairness and justice in ethical arrangements that overcome community exploitation.
Maddocks (1992, p. 554) writes that the community has the full right to recompense of
expenses that it might incur in the research process, such as assistants, travel, utilities, and
so forth. Community equity is implied in Macaulay et al.’s (1998, p. 108) findings as the
project is using community-based staff and the researchers are obliged to transfer skills to
the community. Herbert (1996, p. 110) states that equity in research refers to building an
empowered community with equity of resources, capacity to solve problems, ability to
identify problems and solutions, increased participation in community activities, and a
stronger sense of efficacy. This project used community-based research staff as well.
Quigley et al. (2000, p. 314) include sharing research funding with the community
through a subcontract to a community-based organization, recruiting and training local
native staff and consultants, the recruitment and training of the CAC, and an ongoing pro-
cess of building community control and shared leadership. Shared authorship and com-
munity acknowledgments are evident in the article. Matsunaga et al. (1996, p. 1585) pro-
vide evidence of the economic benefits: The community health center benefited from the
sponsorship of the grant. Data analysis, scientific expertise, and some data collection ser-
vices were obtained by the health center through subcontracts, providing jobs and train-
ing for community members at all levels of the research.

Cultural Sensitivity Training. The Akwesasne RAC (1996, p. 96) stipulates that re-
searchers are required to participate in cultural sensitivity training at their own expense.
Maddocks (1992, p. 554) states that sensitivity toward Aboriginal culture should be rec-
ognized and demonstrated in the methodology (e.g., awareness of the need to have female
workers for studies involving Aboriginal culture, the special status of blood, problems
likely to be encountered in using photographic material).

Informed Consent Issues

Faden and Beauchamp (1986) describe informed consent as essential to respect for
autonomy when considering elements of beneficence:
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Personal autonomy leads directly to the right of informed consent. Fundamental to the con-
cept of informed consent are (1) disclosure (2) comprehension (3) voluntariness (4) compe-
tence and (5) consent. They argue that these are the basic conditions of autonomous actions
and that actions are autonomous by degrees. A person can have an abundant or limited un-
derstanding of information but the more understanding a person has, the higher their degree
for autonomy. (p. 238)

These biomedical ethical principles, however, apply to individuals, and as of yet, no
commonly applied principles exist for the consent of communities in research. The fol-
lowing case studies offer ethical practices being applied in considering the need for com-
munities to have consent over research by comprehension through community education
on the risks and benefits of proposed research, anonymity, and voluntariness.

Community Education on Risks and Benefits of Proposed Research. The stress of the
need for community members to be aware of the risks and benefits of proposed research
is a strong theme that occurs frequently in all of the case studies. Community members
may engage in research only to find that it has ultimately brought them harm from stig-
matization, disruption of community relations, or other unintended results. The IRBs
for academic research institutions require statements of potential harm or risks to par-
ticipants, but these are usually framed in terms of individual participants’, not collec-
tive or community-based, risks. Beauvais (1999, p. 180) stresses the importance of pro-
viding an adequate description of the research. The value of the research information
should be explained at both the tribal and individual levels. This will lead to much less
resistance and a higher level of cooperation and collaboration with the community. The
Akwesasne RAC (1996, p. 97) and the Indigenous Peoples Council on Biocolonialism
(2000, p. 7) require prospective researchers to explain in a proposal exactly what the
intent and benefit of the research will be. It requires a separate statement to be made about
the risks, including potential legal, financial, social, physical, or psychological risks and
how these risks will be explained to the community and the study participants. Quigley
et al. (2000, p. 321) discuss the need to provide community training on the benefits and
the problems with various health study methodologies so that the community members
can make informed decisions about which methodologies are appropriate for them.
Often, communities remain at risk for contaminant exposures because scientists con-
ducted crude studies with inconclusive or negative findings and no further follow-up was
provided. Macaulay etal.’s (1998, p. 106) code of research ethics and Scott and Receveur
(1995, p. 752) explicitly require a discussion of the benefits of the research to the commu-
nity. The Apache Business Council sponsored five community meetings for the team to
explain its research goals and the potential risks and benefits to the community (Foster
etal., 1998, p. 697). Foster et al. (1999, p. 1720) warn that collective risks, such as cultur-
ally specific risks, are a major concern for many native communities. As such, communal
consent becomes necessary along with individual consent. Communities must communi-
cate with researchers to be able to identify risks. This area of informed consent needs
more development for communities, IRBs, and funding agencies. Foster et al. (1998)
address two other key areas of informed consent: anonymity and the avoidance of
coercion.

For anonymity,

existing ethical standards recognize the collective risks entailed in the publication of family
or kindred names in pedigree studies. We consider limitations on the use of the Apache name
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to be an extension of established protections and continuing concerns of collective risks. . . .
By agreeing to allow Apaches to review research manuscripts prior to publication and to
request that the population be made anonymous . . . we obtained communal consensus that
will allow us to recruit a sufficient number of Apaches to our study. (p. 699)

For coercion,

throughout our negotiations, we emphasized that our study would be based on individual
volunteers. A communal consensus in support of a research project constitutes collective
willingness to promote the research, not acommitment of individual participation. One safe-
guard for individual autonomy is to provide privacy in collection procedures. (p. 700)

Voluntariness on the community level has come up in several articles. Macaulay et al.
(1998, p. 106) comment that communities need a way to suspend research activity if the
project becomes unacceptable. The Akwesasne RAC (1996, p. 99) reserves the right in its
research protocol to withdraw approval from a project through a grievance procedure.

Community Knowledge Collection

In addition to periodic reviews and community feedback sessions, the researchers
emphasize the importance of incorporating the local knowledge of the native community
members as part of the research process. This was usually accomplished by involving
community members as project staff for community-based outreach or community-
based research. In their general terms of participatory research, Macaulay et al. (1998,
p. 105) included a focus on the production of local knowledge to improve interventions
and professional practices. Herbert (1996, p. 111) encouraged community-based re-
searchers to draw on the experience of community members so research interventions
would be relevant and acceptable to the community. Research interventions, such as gath-
ering traditional foods, then, were more culturally appropriate. Matsunaga et al. (1996,
p. 1554) used extensive networks of community staff and volunteers for their cancer
research project. Traditional Hawaiian values and communication models were used to
develop curriculum for promoting breast and cervical cancer screenings. Local knowl-
edge about community organizing amplified the project’s ability to reach 500 women
in the research service area. A number of environmental health studies carried out
in Akwesasne involved community-based researchers who used culturally appropri-
ate methods that improved interview recruitment and results (Fitzgerald et al., 1995;
Fitzgerald, 1999).

Similarly, Quigley et al. (2000, p. 318) trained and hired community-based research-
ers for local knowledge collection about personal and environmental exposures from
nuclear testing. The native researchers were able to have access to the elder population for
interviews, which was critical to understanding the conditions in the 1950s. Moreover,
the community produced important data for exposure assessment analyses, such as
dietary and lifestyle information that was much different from mainstream assumptions
about what people ate and how people lived, leading to higher estimates of exposure to
radiation contamination than was previously assumed. Local information and oral histo-
ries were integrated into culturally relevant presentations and educational materials. Scott
and Receveur (1995, p. 752) stress that the knowledge and experience of the people guide
research questions and data collection. More work is needed in this area to ensure cul-
turally appropriate research designs.
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Research Data Management Issues

Issues of data control, confidentiality, interpretation of results, ownership, publication
of results, and dissemination procedures are often the most difficult areas of research eth-
ics in these communities. The following discussions demonstrate creative arrangements
negotiated by the teams to avoid misuse of results, exploitation of community data, harm
from stigmatization, and violation of privacy.

The Akwesasne RAC (1996) proposal submission guidelines include a provision for
ensuring confidentiality:

Describe how confidentiality will be protected. Indicate the circumstances in which the obli-
gations of the researcher will constitute a breach of confidentiality. Describe how individual
participants will be informed of the degree of confidentiality that will be maintained
throughout the study. It should be remembered that unless otherwise specified, only aggre-
gate data, not individual data, shall be published or released to the general public. All indi-
vidual identifiers such as names, addresses and phone numbers must be kept confidential
and no sale or transfer of data-bases outside the specific research project shall be allowed.
You must state in your summary if the community of Akwesasne will be identified in any
data released to the general public. (p. 97)

Among the Apaches, individuals may be prohibited from discussing community-
specific issues outside the collective decision-making processes of the tribe (Foster et al.
1998, p. 699). In discussing community confidentiality, Beauvais (1999, p. 180) states
that it is essential for personal data to be guarded in Indian communities because those
communities are small and this data could easily become public. Often, findings from
research in Native American communities can perpetuate negative stereotypes. As such,
there is an absolute policy that school or community level data are not released to anyone
but the collaborators at the local level. If information is requested from the outside, we
require written permission from all the collaborators before it is released. The identities
of schools or reservations are not released in aggregate publications.

Norton and Manson (1996, p. 858) discuss community confidentiality and the need for
protecting the community as well as the individual. These authors agree that specific
communities should not be identified in professional publications. They also state that
confidentiality is also an issue within the generally small and close-knit communities
that characterize this special population. They recommend that in tribally sponsored pro-
jects, all employees sign agreements of confidentiality and receive training regarding
confidentiality.

Maddocks (1992) stresses six points regarding data ownership and publication:

(1) researchers have an ethical obligation to report findings to community (2) raw data
belongs to the community (3) no publication should identify the community or individuals
without permission (particularly photographs) (4) acknowledgement of aboriginal assis-
tance; co-authorship is encouraged (5) permission should be sought by researchers from
community before comments are made about research to media to avoid derogatory or stig-
matizing remarks (6) a process for resolving disputes should be included. (p. 554)

Macaulay (1994, p. 1889) states that the trickiest issue in the community-researcher
relationship is the ownership of data and publication of results. In participatory research,
researchers need to work within the political realities, fully disclose potential pitfalls at
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the beginning, and listen to advice of the community; it takes longer but will be more sat-
isfying. Macaulay et al. (1998, p. 106) firmly put forward in their code of research ethics
that the community controls the data both during the research process and after the
research has ended. During the project, the academic partners are appointed guardians of
the research data. At the end of the project, the data must be returned to the community,
which will decide on the future uses of the data. During the research, any new researchers,
such as graduate students or established investigators, must apply to all three partners and
be accepted by all three partners and must consent to follow the code’s guidelines.
Another requirement of the code guides the dissemination of results:

There is continued sharing of power and control in the dissemination of results; including
publication in scientific journals. In the case of a disagreement, the partner who disagrees
with the interpretation of the data must be invited to communicate their own interpretation of
the data as an addition to the main data, be it oral or written. All partners agree to withhold
any information if the alternative interpretation cannot be added and distributed at the same
time, providing the disagreeing partners do not unduly delay the distribution process.
(Macaulay et al., 1998, p. 107)

Macaulay et al. (1998) conclude that community ownership of data, both during and
after the process, prevents misuse of the results. Managing dissent at the time of publica-
tion is an innovative feature that provides a framework for discussion and negotiation and
aims to avoid extreme solutions and unresolved disagreements.

Herbert (1996, p. 110) writes that if the community opposes the publication of any of
the results (data or analyses and interpretations), the project team will not publish mate-
rial beyond its reporting requirements to the funding agency. The research team will
ensure that any health or social issues that are raised by the research are addressed respon-
sibly so they do not cause a burden for the community.

Beauvais (1999, p. 181) recommends a prior agreement regarding publication
wherein the community members have the right to review manuscripts prior to publica-
tion and can suggest modifications that protect the reputation of the community and its
members. Collaboration with community members in the writing of the manuscripts can
be extremely valuable; the community can provide interpretations of results that can
enrich the research outcomes.

The Akwesasne RAC (1996, p. 97) requires in its research protocol a description of the
disposition of data and intellectual property rights. Specific items include the following:

how individuals will be informed about how the data will be used;

how individuals will receive their own personal results;

how the community will be educated or empowered by this study;

what manner will aggregate data and progress reports be shared with the RAC;

how data are to be shared within the community before they are released outside the commu-

nity, (i.e., plans for publication and commercialization of research results);

® how coauthorship will be shared, and how the community will have access to data for its own
use; researchers must inform the RAC of all journals, publishing houses, conferences, and so
forth where they plan to share results; and

® aprocess must be outlined to incorporate the critiques and reviews from the RAC of the stud-

ies before publication or release of results to the public; the Akwesasne RAC reserves the

right to require deposit of all raw materials, data, working papers, and so forth in a tribal

repository with specific safeguards to ensure confidentiality.
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Matsunaga et al. (1996, p. 1585) state that community ownership of data was so
important that a document called “Protocols for the Publication and Dissemination of
(Project) Data” was developed to guide community participation in data interpretation,
sharing, coauthorship, and peer review. In discussing data management, Foster et al.
(1998, p. 698) provide recommendations on community dissent procedures wherein the
communities have 60 days to raise objections to the tribal name being used in publication.
The researchers can revise the manuscript to resolve concerns, or the tribal name is left
out. Agreements are also made on the donation and storage of biological materials and the
sharing of research royalties.

Sustainability of Research Efforts

Sustainability of the research effort in the community is an important ethical consider-
ation for research teams to plan for in their interventions. Though this may not be seen as
obligatory in research ethics, in communities victimized by environmental injustices
with inadequate research infrastructures, this is important to justice and equity. Beauvais
(1999, p. 182) and Quigley et al. (2000, p. 323) address the need for researchers to assist
the community with extended funding to insure project longevity so that the community
is not left with meager resources to deal with major health and environmental problems.
Several of the participatory research projects highlighted positive long-term impacts
from their community-based research efforts.

Herbert (1996, p. 110) emphasized that in his Hadai Gwai Diabetes Project, research-
ers and community members shared resources, the community showed the capacity to
solve problems, they increased their participation in community activities, and they had a
stronger sense of efficacy to influence social change.

Quigley et al. (2000, p. 323) provide an extensive list of positive outcomes both for
community capacity building (skills building and research administration) and improved
scientific analyses from qualitative research efforts. Matsunaga et al. (1996, p. 1585)
report that all evaluation measures indicated that the project was a success; it served the
population it needed to reach and had community-wide impact on the knowledge, atti-
tudes, and behaviors related to breast and cervical cancer control. The following is a list of
community benefits that were identified:

1. Direct economic benefits—the community health center benefited from the spon-
sorship of the grant. Data analysis, scientific expertise, and some data collection
services were obtained by the health center through subcontracts. This provided
jobs and training for community members at all levels of the research.

2. Improvements in health services and systems—the project provided cancer reduc-
tion and screening and developed a new evening screening clinic program and a
cancer support group. These are now regular services of the health center. Local
funding was obtained for a women’s health network, which will build on enhanced
community capacity building for peer education. The funding will continue these
services for the next 3 years.

3. Improved research capabilities—a document, “Principles and Guidelines for Par-
ticipatory Research,” was developed, published, and piloted during this project. It
is now used for current research requests. The project served as a training ground
for high school and university students; as a result, there is now a cadre of commu-
nity women with research skills and experience, along with health research profes-
sionals who are trained in participatory research.
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These examples provide some key results of participatory planning and research
among community members, researchers, and community staff and advisors. Partici-
patory community collaboration is essential to improving the relationships between re-
searchers and the community and overcoming past research injustices.

CONCLUSION

The CBPR strategies developed under the six ethical practices described offer work-
ing principles for community research protections and elements of community informed
consent in health research. The researchers and community members have worked out
these ethical arrangements in dialogue and negotiation. In stressing community research
protections as the primary emphasis in ethical decision making, this collection of prac-
tices incorporates Meara et al.’s (1996) principle and virtue ethics and Pels’ (2000) emer-
gent ethics of dialogue and negotiation. CBPR as an ethical model provides openness for
emergent ethics as arrangements are community specific and reflect Meara et al.’s (1996)
community commonsense standards and traditions. There is considerable commonality
among the case studies and articles in ethical practices, even though the arrangements
were negotiated separately in each case study. Many practices are drawn from the rich lit-
erature on participatory research, which is discussed in the authors’ articles (Davis &
Reid, 1999; Matsunaga et al., 1996; Quigley et al., 2000). Most essential to all of the rec-
ommendations are having (a) representative CACs that can partner and collaborate at all
stages of the research process and be invested with community decision-making power
and (b) the assurance of community capacity building and benefits to the community
from the research activity. In implementing this practice, community values, cultural
contexts, community knowledge production, and culturally appropriate interview and
educational methods emerge to ensure quality research results. This community research
experience builds sustainability for dealing with ongoing community health problems.
Also important are the recommendations of (c) models for community-researcher agree-
ments on data management and publication and dissemination of research results. Ne-
gotiated agreements provide safeguards to the community that research data will not be
misused or exploited. Last, (d) improved research results from culturally appropriate
interview recruitment methods and community data collection are needed to provide
accurate exposure assessment information and larger sampling of interview participants.
Culturally appropriate methods also improve research interventions. The CBPR strate-
gies offered as improved ethical practices reflect an intent by collaborative research
teams to attain the optimum benefit to the community as described in virtue ethics for
cross-cultural communities (Meara et al., 1996, p. 47). Standard principle ethics are
achieved through beneficence, justice, autonomy, and nonmaleficence. But through dia-
logue and CAC negotiations, innovative arrangements emerge from this deepening of the
ethical relation. These lead to respectfulness, prudence, benevolence, and integrity for all
partners. For example, continued efforts at building community representation for deci-
sion making offer guidance to researchers in the field (i.e., recruiting CACs with elders
and those committed to health and environmental issues over time and the conduct of
community surveys to identify social units for decision making). The questions of who
consents and who is the community are common justice concerns in CBPR; these exam-
ples provide some guidance, and even more field examples would be useful to this ethical
challenge. The methods described for considering elements of community informed con-
sent also demonstrate new ethical approaches. Foster et al.’s (1999) agreements on
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obtaining communal consent along with voluntary individual consent with the Apache
tribe deals with the issue of group solidarity in cross-cultural contexts. Community com-
prehension on risks and benefits, which is achieved through training the community on
health study methods and their risks and benefits, is very important. Engaging the
community in dialogues to identify risks should be instructive. Research teams could
benefit from more educational materials and focus group strategies that assist the com-
munity with understanding responsibilities of informed consent.

The case studies also employ creative approaches in data management (i.e., detailed
protocols and agreements) that respect the community’s need for autonomy and control
of its own data from research abuses. Mechanisms for ensuring community confidential-
ity through training and signed agreements by community staff assist communities in
guarding research data with prudence and integrity.

Allowing communities the right to consent for research purposes and to share control
over research investigations as reflected in CBPR practices are contentious ethical chal-
lenges, but these protections are at the heart of respect for autonomy and voluntariness. It
would seem from these case examples that as long as researchers abide by the CBPR
arrangements described and work in partnerships that strive for principle, virtue, and
emergent ethics, community consent and community research protections will be pro-
vided. Some may argue that CBPR inhibits and restricts Western individualistic freedoms
to pursue scientific truths and to share in the free flow of information. Meara et al. (1996,
pp.- 31, 50) reminds us that we must be accountable for relational, social, and community
aspects of ethics; we are interdependent with the community. The importance of nego-
tiation, comprehension, and voluntariness in research ethics needs to be applied to col-
lections of individuals as social groups or pluralistic communities. These CBPR arrange-
ments provided by the case examples successfully overcome past research harms,
improve research results, and assist in building cross-cultural equitable relationships
between communities and researchers. They also offer a rich opportunity to deepen the
ethical relation with cultural otherness. The end results of the research experience be-
come far more optimum for all involved.

References

Akwesasne Research Advisory Committee. (1996). Akwesasne good mind research protocol.
Akwesasne Notes, 2(1), 94-110.

Beauchamp, T., & Childress, J. (1994). Principles of biomedical ethics. Oxford, UK: Oxford Uni-
versity Press.

Beauvais, F. (1999). Obtaining consent and other ethical issues in the conduct of research in Ameri-
can Indian communities. Drugs and Society, 14(1, 2), 167-189.

Davis, S., & Reid, R. (1999). Practicing participatory research in American Indian communities.
American Journal of Clinical Nutrition, 69(4), 755s—759s.

Faden, R., & Beauchamp, T. (1986). A history and theory of informed consent. Oxford, UK: Oxford
University Press.

Fitzgerald, E., Deres, D., Hwang, S., Yang, B., Bush, B., Tarbell, A., et al. (1999). Local fish con-
sumption and serume PCB concentrations among Mohawk men at Akwesasne. Environmental
Research, 80(2), S97-S103.

Fitzgerald, E., Hwang, S., Brix, K., Bush, B., Cook, K., & Worswick, P. (1995). Fish PCB concen-
trations and consumption patterns among Mohawk women at Akwesasne. Journal of Exposure
Analysis—Environmental Epidemiology, 5, 1-19.



Quigley / Ethical Practices in Environmental and Public Health Research 147

Foster, M. W., Bernstein, D., & Carter, T. H. (1998). A model agreement for genetic research in
socially identifiable populations. American Journal of Human Genetics, 63(3), 696-702.
Foster, M. W., Sharp, R. R., Freeman, W. L., Chino, M., Bernstein, D., & Carter, T. H. (1999). The
role of community review in evaluating the risks of human genetic variation research. American

Journal of Human Genetics, 64(6), 1719-1727.

Gold, A. G. (2001). Research ethics from the cultural anthropologist’s point of view (Report to Col-
laborative Research Ethics Project, Religion Department, Syracuse University). Retrieved
December 5, 2002, from www.researchethics.org

Herbert, C. P. (1996). Community-based research as a tool for empowerment: The Haida Gwaii
Diabetes Project example. Canada Journal of Public Health, 87(2), 109-112.

Indigenous Peoples Council on Biocolonialism. (2000). Indigenous research protection act.
Retrived December 2000 from http://www.ipcb.org/pub/irpaintro

Macaulay, A. (1994). Ethics of research in native communities. Canadian Family Physician, 40,
1888-1890.

Macaulay, A. T., Delormier, A., McComber, E., Cross, L., Porvin, G., Paradis, R., et al. (1998). Par-
ticipatory research with native community of Kahnawake creates innovative code of research
ethics. Canadian Journal of Public Health, March-April, 105-108.

Maddocks, I. (1992). Ethics in Aboriginal research: A model for minorities or for all? The Medical
Journal of Australia, 157, 553-555.

Matsunaga, D. S., Enos, R., Gotay, C., Banner, R., DeCambra, H., Hammond, O., et al. (1996). Par-
ticipatory research in a native Hawaiian community. Cancer, 781, 1582-1586.

Meara, N., Schmidt, L., & Day, J. (1996). Principles and virtues: Foundation for ethical decisions,
policies and character. The Counseling Psychologist, 24(1), 4-77.

Minkler, M., & Wallerstein, N. (2003). Community-based participatory research for health. San
Francisco: John Wiley.

Norton, 1., & Manson, S. (1996). Research in American Indian and Alaskan native communities:
Navigating the cultural universe of values and process. Journal of Consulting and Clinical Psy-
chology, 64(5), 856-860.

Pels, P. (2000). “The trickster’s dilemma: Ethics and the technologies of the anthropological self. In
M. Strathern (Ed.), Audit cultures: Anthropological studies in accountability, ethics and the
academy (pp. 135-172). New York: Routledge.

Quigley, D., Sanchez, V., Goble, R., Handy, D., & George, P. (2000). Participatory research strate-
gies for nuclear risk management for native communities. Journal of Health Communications,
5(4), 305-333.

Scott, K., & Receveur, O. (1995). Ethics for working with communities of indigenous peoples.
Canadian Journal of Pharmacology, 73, 7151-753.

Wallwork, E. (2003). Ethical analysis of group rights for the collaborative initiative of research
ethics in environmental health (Report to Collaborative Research Ethics Project, Religion
Department, Syracuse University). Retrieved December 4, 2003, from www.researchethics.org



PROJETO

EDUCA CEPs

GOVERNO FEDERAL
Conselho Nacional

AR R

UNIAO E RECONSTRUGCAO

Do o@
NS x em
%/ {0, PROADISUS  /~o...,,

MOINHOS DE VENTO




	Sumário
	UNIDADE 1- CONCEITOS FUNDAMENTAIS
	1.1 Definições e normas

	UNIDADE 2- REQUISITOS E PERFIL
	2.1 Processo de indicação do RPP

	UNIDADE 3 - ATRIBUIÇÕES E RESPONSABILIDADES NA ATUAÇÃO DO RPP
	3.1 Atribuições e responsabilidades do RPP 
	3.2 Atribuições e responsabilidades do CEP e de sua instituição mantenedora
	3.3 Atribuições e responsabilidades da entidade indicante

	UNIDADE 4 - CONTRIBUIÇÕES DO RPP E DO CONTROLE SOCIAL PARA O SISTEMA CEP/CONEP
	4.1 Deliberação transdisciplinar
	4.2 Enfoque no participante

	Bibliografia
	crÉDITOS
	ANEXOS

	Button 9: 
	Página 7: 
	Página 8: 
	Página 9: 
	Página 10: 
	Página 11: 
	Página 12: 
	Página 13: 

	Button 13: 
	Página 14: 
	Página 15: 
	Página 16: 
	Página 17: 
	Página 18: 
	Página 19: 

	Button 14: 
	Página 20: 
	Página 21: 
	Página 22: 
	Página 23: 
	Página 24: 
	Página 25: 

	Button 18: 
	Página 26: 
	Página 27: 
	Página 28: 
	Página 29: 
	Página 30: 

	Button 15: 
	Página 31: 
	Página 32: 
	Página 33: 
	Página 36: 

	Button 16: 
	Página 34: 

	Button 21: 
	Página 35: 



