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Response to the New Ethical Guidelines at
National Center of Neurology and Psychiatry -
Focusing on the Case of the Mental Illness Registry

Hideki O1

Department of Clinical Data Science, Clinical Research & Education Promotion Division,

National Center of Neurology and Psychiatry

The new ethical guidelines came into effect on June 30, 2021. The main revisions are as
follows : (1) the introduction of the principle of “central ethical review” (one research, one
review),(2) the establishment of “research collaborating institutions,” and (3) the estab-
lishment of “e-consent” (electronic informed consent).

Regarding (1), a central ethical review could be conducted based on a request from the
head of the research institution, and the operation of such a review was limited to cases where
the institution did not have its own ethical review committee. In addition, the ethical review
committee was positioned as an advisory body to the head of the research institution who then
had the final responsibility. Under the new ethical guidelines, as in the case of the Clinical Tri-
als Act, the principal investigator will apply to the ethical review committee, and after its
review, the head of the research institution will grant permission for the research to be conduct-
ed at each research institution.

Concerning (2), when new samples and information were obtained for research purpos-
es, it was necessary to develop a system similar to that of a researcher/research institution,
such as applying for ethical review, attending research ethics education, and managing con-
flicts of interest. Under the new ethical guidelines, it is possible for an institution to be posi-
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tioned as a research collaborating institution, which is not a researcher/research institution,
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even in cases where samples and information are newly obtained or provided.

As for (3), the new ethical guidelines recognize the use of information and communica-
tion technology to obtain informed consent for research participation. It is expected that multi-
media-based explanations and electronic signatures would facilitate research participation
from remote locations.

In this paper, I would like to introduce the response to the new ethical guidelines at
National Center of Neurology and Psychiatry, focusing on the case of the Mental Illness Regis-
try, and to consider strategies for the smooth implementation of the new ethical guidelines and

further promotion of non-interventional clinical trials.

Author’s abstract

Keywords mental illness registry, ethical guidelines, central ethical review,
research collaborating institutions, e-consent

INE L EIZEW - MRERMEL Y Y —I28175 [EaflE - EXERIEH] AW

471


http://www.tcpdf.org

