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1. Formation of the central ethical review system

D To establish a main research organization of record for all clinical trial sites in multi-center
trials, the Nagoya University Hospital organized the "Central Ethical Review Committee
(central ERC)" to be the sole ERC to review which clinical trial to conduct and monitor the
current clinical trials. This ERC system intends to reduce the administrative burden on local
ERCs and investigators, while maintaining high levels of protection for human research
participants.

@ To accomplish this centralized central ethical review, we created a procedure that prescribes

rules and describes how application documents should be prepared.

2. Fundamentals of the central ethic review system

(D The guidelines for central ethical review set forth in this system include a model contract
between institutions, checklists for institutions submitting projects for ethical review, and
the protocols for participating in the taskforce (up to three times) and conducting public
hearings.

@ This system improved the electronic ethical application system. Through these
improvements, investigators, who belong to local institutions, can submit annual progress
reports as well as study conclusory reports provided on the website to promote procedural
efficiency and strengthen the overall governance of the system.

To administer this application system, we designated an assistant professor to be the
exclusive system supervisor and assigned two staff members to manage the system

operations. Moreover, we built the system to promote close contact between institutions.

3. Enforcement of the central ethical review system
@O We advertised our central ethical review to investigators from the clinical research center,
who were leading five projects, requesting that they participate in an introductory ERC
meeting during which we would explain to local institutions how the central ethical review
functions.
@ This central ERC has reviewed two projects submitted by local institutions in January and

February 2017.
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