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1．ブラジルの状況

2．人を対象とする研究に関する仮説
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5．ヘルシンキ宣言2000年版から2013年版に至る議論

5.1　試験終了後アクセス

Table 1　臨床試験終了後に負うべき義務



－42－



－43－

5.2　プラセボ使用

Table 2　「ヘルシンキ宣言」における「試験終了後アクセス」と「プラセボ使用」
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5.3　2005年のThe Lancet

6．2005年UNESCO「生命倫理と人権に関する世界宣言」

Table 3　2005年UNESCO「生命倫理と人権に関する世界宣言」における一般規定及びベネフィット共有条項
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7．2016年CIOMS指針

7.1　2016年版に向けた改訂経緯と諸批判

7.2　CIOMS指針2016年版－指針6
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Table 4　CIOMS指針における研究参加者の健康ニーズに対するケア及びその解説

7.3　CIOMS指針2016年版－指針6に対する解説6
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8．2007年UNAIDS/WHOガイダンス

Table 5　2007年UNAIDS/WHOガイダンス「生物医学的HIV予防試験に関する倫理的考察」
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9．2010年WHOガイダンス
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Table 6　2010年WHOガイダンス「結核予防，ケア，管理における倫理に関するガイダンス」

Table 7　生物医学的臨床試験が実施されることが望ましくない状況（WHO 2010）
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10．ケーススタディ：研究倫理に対する国際的な圧力に対するブラジルの対応
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Table 8　ブラジル国家研究倫理委員会決議466/2012＊

Table 9　ブラジル医学評議会（CFM）決議1885/2008

Table 10　人権の保護
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11．研究倫理の未来

12．ユニバーサル・パブリックヘルスシステムvsユニバーサルヘルス・カバレッジ
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Fig. 1　1988年ブラジル連邦共和国憲法と統一保健システムにおける実数
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13．ブラジルAIDSプログラムと統一保健システム

Table 11　The Lancet  2011年5月号のブラジル特集
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14．結語

14.1　結語としてのメッセージ

14.2　成熟（Emancipation）

Table 12　Empowermentからemancipationへ
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Abstract
　　Clinical trials have seen a constant expansion since the second half of the 20th century. This increase 
has been especially related to the need to perform large-scale phase III efficacy trials, usually originated in 
developed countries, with the globalization of pharmaceutical industries expanded worldwide. The first 
objective of this presentation is a review of the past, present and a glimpse at the future possibilities of 
human research. There has been many unethical issues in the past history of human research even with 
the existence of many international ethical guideline. And one of our roles as researchers and bioethicists 
is to understand the implications of this past history, critically evaluate the present and join efforts to 
construct an international infrastructure to ascertain that future research involving humans is ethical and 
protect human rights.
　　The evaluation of the risks of such an expansion especially in developing, more vulnerable countries 
will be discussed. Many contentious concerns have emerged with this expansion. These include the risks 
of double standards in clinical trials, especially in developing countries: for example, trials not permissible 
in industrialized countries may and actually have been performed in the developing world, where local 
vulnerability may facilitate pressures to water down prior gains, such as the clear statement in the 2000 
version of the Declaration of Helsinki related to post trial access and restrictions to placebo use.
　　As a second objective, it will be considered that these concerns have provided an unique opportunity 
to discuss the role of health research in the much more important issue of universal public health care 
access for all.
　　Universal public health care access for all: it will be defended that the debate whether clinical trial 
participants anywhere in the world should have access to adequate and equal medical care is dated. The 
unequivocal rights of trial participants to post-trial access must be substituted with a more urgent objective 
of providing access to all efficacious products of research in public health.
　　In conclusion, I argue for the approval of an unique research ethics document, which should sanctioned 
and ideally embedded in an international covenant and/or resolution, issued by the United Nations – it must 
include the right to access post-trial to efficacious and effective research products.
　　I also argue for a joint effort to achieve, not only an universal health coverage but to a really universal 
public health system for all, asserting that the status quo of inequality must not be an immutable fact. This 
would make it crystal clear that Health is human right and not an economic commodity.

Key words
vulnerable population, post-trial access, placebo-controlled clinical trial, human right, emancipation
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