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In this project, our goal is to speed up and optimize ethical reviewing process in order to develop a
centralized review application management system from the following point of view;

(1) Collaboration between conflict of interest (COI) committee and Institutional Review Board (IRB)
in research ethics review (development of COI management system)

(2) Confirmation method of researcher's COI in central IRB

(3) Collaboration between research ethics education accounting history management system and

ethics review management system

(1) Collaboration between conflict of interest (COI) committee and IRB in research ethics review
(development of COI management system)

At the time of ethical review of the research, it is necessary to review the COI status of research
organizations and investigators. In the research institution with their own COI committee, since
the review of the IRB is carried out after the review by the COI committee, the ethical review may
have been delayed.

In the guidance of "Ethical Guidelines for Medical and Health Research Involving Human
Subjects" (medical guidelines), it is proposed to provide COI information from the COI Committee to
the IRB in self-declaration form, abstract and opinion sheet. However, taking into consideration
that COI information corresponds to sensitive information, we set the comprehensive format named
"COI Abstract" to exchange the necessary information to share between these 2 committees and
include it in the document of ethical review materials in NCC.

Therefore, in this project, we developed a COI management system with electronic conversion of
COI declaration, form-output of COI abstract, various aggregation functions on researcher's COI,
etc.

Until now, in COI self-declaration, signature or name stamping on self-declaration form was
necessary, but by introducing COI management system with personal identification function and
system check function of input contents, the process efficiency of both researchers and the COI
committee has been improved, while the relative workload reduced. In particular, it makes possible
to spend more time on COI management by reducing the operational tasks such as input and COI
summary preparation by the COI committee. Meanwhile, the IRB was able to obtain an accurate
COI abstract in the timely manner, which led the speedy review of the research ethics. This may

result in shortening of the review period when using central IRB in NCC.

(2) Consider of confirmation method of researcher's COI in central IRB

Since the head of the research institution is responsible for COI management, after conducting the
COI management of the researcher, we should relied on another IRB for the researcher who may
possibly have COI problem. Nonetheless, there are cases where researchers with COI situations
affecting research cannnot help to participate in that research. In such a case, we investigated how
to obtain what kind of information in some ways from relying institution, but we could not conclude

within the project period, so we will continue to investigate.



(3) Collaboration between research ethics education accounting history management system and
ethics review management system

According to the medical guidelines, researchers are required to take necessary education before
the study started, and once a year the educational obligation is stipulated even during the research.
In this project, by linking research ethics education accounting history management system and
ethics review management system, we developed a mechanism that allows researchers themselves to
confirm the status of educational studies corresponding to medical guidelines when applying for
research permission. As a result, the IRB office is unnecessary for researchers to encourage
education, and by putting more focused on original assignment as IRB office operation task, it is

expected that the period from research application to start reviewing will be shortened.
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