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米国における臨床試験規制と研究対象者保護規制
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Abstract
Background：In the United States (U.S.), human subject protection regulations, called “Common Rule”, 
were fully revised in January, 2017. Meanwhile, as for the clinical trial regulations under the Food, Drug 
and Cosmetic Act, a new regulation to require clinical trial information including its results information to 
be submitted to publicly available database was implemented on January 18, 2017. In Japan, a new law for 
clinical research was established in April 2017 and will be implemented in a year.
Objective：To overview U.S. research regulations to identify key information for the Japanese research 
community to find the way how to manage the new law for clinical research.
Method：Narrative, non-systematic literature review.
Results：U.S. regulations for clinical trial were established in the 1960s responding to the Thalidomide 
drug disaster and established since this era with the framework now internationally known to be Good 
Clinical Practice, along with the investigational new drug (IND) application system. Additionally, new 
regulations requiring clinical trial registration are prominent as they make detailed results open to the 
public. U.S. regulations for human subject protection were established in the 1970s for governing federally 
funded research. Most important changes are (1) to define “broad consent” which makes possible 
secondary use of bio-specimen and information of humans; (2) to make informed consent document of 
clinical trial open to the public; (3) to make it mandatory to rely on a single IRB (institutional review board) 
for multi-center study.
Conclusion：It is useful to learn U.S. research regulations from the above-mentioned points to find the 
best way to manage the new Japanese law for clinical research.

Key words
Good Clinical Practice (GCP), investigational new drug (IND), human subject protection, U.S. Food and 
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Rinsho Hyoka Clinical Evaluation



－456－

Ⅰ　緒言

Ⅱ　方法
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Ⅲ　 結果・Part 1：
米国における臨床試験規制

1．GCP規制体系の成立経緯 と
基本骨格

1.1　GCP規制体系：安全性と有効性の確保

Fig. 1　Comparison of regulations of clinical trial and clinical research 
between the United States and Japan
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Table 1　 GCP regulatory framework constructed through the 1960s to the 70s 
and developed afterward in the U.S., responding to the thalidomide disaster
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1.2　GCP規制体系：データの信頼性

Table 2　Most recent construction of GCP framework regulated by U.S. FDA
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1.3　会計検査院と観察総監室等による外部評価

2．IND規則の成立と運用

2.1　IND規則の成立背景
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2.2　IND規則における適用免除
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2.3　Investigator-IND
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3．臨床試験登録公開

3.1　臨床試験登録公開制度の背景

Table 3　Main categories of clinical research exempted from IND regulation
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Table 4　Regulations and procedures of “investigator-initiated IND” explained in FDA’s web-site
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3.2　臨床試験登録公開制度の内容
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3.3　データ共有化の今後の方向性

Table 5　Brief points of the items of clinical trial results information defined 
by the CFR by the U.S. FDA
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Ⅳ　 結果・Part 2：
米国における研究対象者保護規制

1．研究対象者保護規則の成立経緯と
基本原則

1.1　国家研究法と研究対象者保護規則
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1.2　 ベルモント・レポートと研究対象者保護
規則の構成

Table 6　The points to be considered in the process of development of the U.S. national policy and 
guidelines for human subject protection, defined by the 1974 National Research Act



－469－

Table 7　Construction of the Belmont Report: Boundary of practice and research; 
three principles of research ethics and its applications

Table 8　Construction of the Code of Federal Regulations for human subject protection 
in the United States
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2．研究対象者保護規則改正の内容

2.1　規則改正の背景

Table 9　U.S. Departments and agencies that are signatories 
of the final rule of human subject protection
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2.2　 適用範囲，インフォームド・コンセント
と「広範囲な同意」

2.3　「1つの IRB」による審査
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Ⅴ　考察

1．米国制度に対する考察

Table 10　Main points of revised policies of Human Subject Protection Regulations in the U.S.
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Table 10　Main points of revised policies of Human Subject Protection Regulations in the U.S.（cont’d）
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2．日本の制度運用に向けた課題
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Ⅵ　結論
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