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RESUMO

A expressdo seguranca sanitaria (SS) tem sido freqlentemente referida no debate
internacional, sobretudo, em fungdo das crises sanitarias emergentes. Todavia, o sentido
conferido a essa expressao ndo se faz claro, sendo tratada como uma nocgédo. A dissertacao tem
por objetivo analisar a nocdo de seguranca sanitaria incorporada na vigilancia sanitéaria
brasileira com a criacdo da Agéncia Nacional de Vigilancia Sanitaria (Anvisa). Para tanto, foi
realizado um estudo de caso, do tipo exploratério, contemplando a analise de documentos de
cunho técnico e normativo emitidos pela Anvisa, referente ao periodo de 1999 a 2004, bem
como a realizagdo de entrevistas semi-estruturadas com informantes-chave que participaram
do processo de formulacdo do desenho institucional. A partir da massa de dados,
identificaram-se situagdes, em que o termo foi utilizado, extraindo os significados associados a
expressao em estudo. Constatou-se que a nogao de seguranca sanitaria, no caso em estudo, gira
em torno dos binémios risco-beneficio ou risco-protecao da salde, apresentando-se tanto como
uma relacdo risco/beneficio aceitavel na perspectiva da protecdo e promocdo da saude
individual e coletiva quanto uma relacéo de obrigacéo do Estado para com a sociedade com
vistas a protecdo da satde. No que concerne a extensdo da noc¢ao, observa-se que ela abrange
produtos e servicos de interesse a satde humana; incorpora ainda, de forma pouco expressiva,
questdes ambientais, incluindo meio ambiente e ambiente de trabalho. As preocupacdes em
relacdo a SS recaem sobre questfes referentes a producdo e ao consumo de medicamentos e
tecnologias de interesse da salde, sobretudo, aquelas que tém como finalidade o diagndstico e
tratamento médico; entretanto, os dados revelam que tem havido uma ampliacdo do escopo da
noc¢do de seguranca sanitaria.

Palavras-chave: seguranca sanitaria, risco sanitario, vigilancia sanitéria, protecéo da salde.
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ABSTRACT

The phrase ““sanitary safety” has often been mentioned in international forums, especially as
related to the emerging sanitary crises. The meaning attached to such a phrase has remained
obscure, as it has usually been understood as a notion. This dissertation is aimed at analyzing
the notion of “sanitary safety” brought into the Brazilian sanitary surveillance upon the
creation of the National Health Surveillance Agency (Anvisa). An exploratory case study was
then undertaken by both analyzing technical and normative documents issued by Anvisa from
1999 to 2004 and carrying out semi-structured interviews with key informants who had taken
part in the process of formulating the body’s institutional design. Contexts in which the phrase
was used were identified in the data and the meanings associated to the phrase were grasped
accordingly. The notion of “sanitary safety’” was found in this study to move within the dyads
“risk-health benefit”” or “risk-health protection™, since it is presented as both an acceptable
risk-benefit relationship from the perspective of individual and collective health protection
and promotion and a State duty towards society aimed at health promotion. The extension of
such a notion was shown to encompass human health-related products and services.
Environmental issues, including the workplace and the natural environment, were also
captured by the notion, although with little intensity. Although *“sanitary safety”” was found to
focus on production and use of drugs and health-related technologies, especially those
designed for medical diagnosis and treatment, data revealed that the scope of the notion has
been widening.

Key words: sanitary safety, sanitary risk, sanitary surveillance, health protection.
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