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The possibility for Japanese to participate in multi-regional clinical trials (MRCTs) may $A T“ @ % I *E = ‘E
e I 10 Japan in casee H FILBR 2 B A

significantly affect the success or failure of introduction of drugs to Japan in cases

where early clinical development is preceding outside Japan and Japan’s participation in %ﬁﬁj‘ % M\g ‘i fé: L A\
global development begins to be considered at the start of MRCTs. This document

provides basic principles for the necessities of conducting phase 1 studies in Japanese

prior to initiating MRCTs including Japan for drugs in such a situation to ensure the

safety of Japanese participants in MRCTs and to minimize the disadvantages of patients
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ICCC (In country Clinical Care-taker BEREINEEAN)

https://www.jcroa.or.jp/english/essential-considerations-for-iccc/

Essential Considerations for Requesting 5@% EBP ﬁ H— (/: N El ZIK @D |CCﬁ7t|J }_E

a Clinical Trial In-Country Representative =4 g
<For Foreign Sponsor> % IIIEE H

Safety Operations for ICCC EI ZIKC ROJ[ h < 5[] H&Webs ite C

in Clinical Trials J\
Explanation to Sponsors I Fﬂﬁ

Japan CRO Association

We assume no responsibility whatscever for any troubles, losses, or damages
arising from the use of this document. Additionally, when quating any part or
the entirety of this document, please clearly indicate the source as the Japan
CRO Association and include the website.

Date of Issue: June 30, 2017
Date of Revision: March 01, 2020

Second Edition Revision: January 27, 2025 Introduction ) .
In 2023, the Japan CRO Association established a new working group to PV
including exploring issuss and standardization related to safety operations for the In- ~Country Clinical Caretaker
{ICCC). As part of this effort, we have created = P to explain Japan-specific safety
s to
Pleass nate that this decument is based en information =5 of January 2025. Cantents may be subject ta change
due to new n or ather devel ts, so please keep this in mind when referencing.

We assume no responsibility whatsoever for any troubles, losses, or damages
arising from the use of this document. Additionally, when quoting any part or
the entirety of this document, please clearly indicate the source as the Japan
CRO Association and include the website.

Prepared in February 2025
Japan CRO Association (General Incorporated Association)
PV Working Group

Japan CRO Assoc|
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