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総合科学技術会議 基本政策推進専門調査会
「科学技術の振興及び成果の社会への還元に向けての制度改革について」

平成18年12月18日
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安心して臨床研究を実施するには

被験者保護 と

臨床研究振興 の

ふたつ（ブレーキとアクセル）の

整備が必要
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米国 National Research Act : 

被験者保護を重視

この後、“コモン・ルール”と呼ばれる連邦規則ができ、

詳細な臨床研究倫理規準が示されて、

それにもとづいた研究がなされている

1974年7月
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米国 Clinical Research Enhancement Act

公的研究費にもとづく臨床研究環境整備をうたった

ＮＩＨによる臨床研究助成の振興内容を細かく規定

2000年11月
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Types of INDs
An Investigator IND is submitted by a physician who both initiates and
conducts an investigation, and under whose immediate direction the 
investigational drug is administered or dispensed. A physician might submit 
a research IND to propose studying an unapproved drug, or an approved 
product for a new indication or in a new patient population. 

• Emergency Use IND allows the FDA to authorize use of an experimental 
drug in an emergency situation that does not allow time for submission of an 
IND in accordance with 21CFR , Sec. 312.23 or Sec. 312.34. It is also used 
for patients who do not meet the criteria of an existing study protocol, or if an 
approved study protocol does not exist. 

• Treatment IND is submitted for experimental drugs showing promise in 
clinical testing for serious or immediately life-threatening conditions while the 
final clinical work is conducted and the FDA review takes place.

There are two IND categories:
• Commercial. These are applications that are submitted primarily by 

companies whose ultimate goal is to obtain marketing approval for a new 
product. 

• Research (non-commercial)
Emergency and Treatment INDs are also known as "Compassionate" INDs, but 

the term "Compassionate" is not in the IND regulations.

http://www.fda.gov/cder/about/smallbiz/faq.htm#Types%20of%20INDs
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http://www.fda.gov/ohrms/dockets/98fr/04-7734.pdf
http://frwebgate.access.gpo.gov/cgi-bin/get-cfr.cgi?TITLE=21&PART=312&SECTION=23&YEAR=1999&TYPE=TEXT
http://frwebgate.access.gpo.gov/cgi-bin/get-cfr.cgi?TITLE=21&PART=312&SECTION=34&YEAR=1999&TYPE=TEXT
http://frwebgate.access.gpo.gov/cgi-bin/get-cfr.cgi?TITLE=21&PART=312&SECTION=34&YEAR=1999&TYPE=TEXT

