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1.   Survey  on  Public  Awareness  of  Medical  Re-
search Terminology and the Accuracy of Phy-
sicians’ Predictions regarding that Awareness 
in Japan 

Ayako Kamisato, Hong Hyunsoo 

One of the ethical principles of medical research 
involving human subjects is obtaining proper in-
formed consent (IC). However, if the participants’ ac-
tual awareness of medical research terminology is 
lower than the researchers’ prediction of that aware-
ness, it may cause difficulty obtaining proper IC.  
Therefore, this study aims to clarify the presence of 
“perception gaps” and then discuss IC-related issues 
and measures based on the insights obtained. We con-
ducted two online surveys: a “public survey” to un-
derstand the Japanese public’s awareness of 11 medi-
cal research terms and a “physicians’ survey” to 
investigate physicians’ predictions regarding public 
awareness. In the “public survey,” for each term, re-
spondents were instructed to select their situation 
from “understand,” “have heard,” or “have never 
heard.” In the “physicians’ survey,” respondents 
were asked to estimate the proportions of the general 
public who would “have understood,” “have heard,” 
or “have never heard” by using an 11-step scale. We 
analyzed separately in two age groups to understand 
the age-related difference. We received 1002 valid re-

sponses for the “public survey” and 275 for the “phy-
sicians’ survey.” Of the public respondents, more 
than 80% had never heard of terms such as interven-
tional study, prospective clinical study, cohort study, Phase 
I clinical trial, or double-blind study. Concurrently, phy-
sicians overestimated general public awareness of the 
terms placebo, cohort study, double-blind study, and ran-
domized clinical trial (in the group of people under 60). 
The results revealed the perception gap between the 
general public and physicians which raises serious 
concerns about obtaining proper IC from clinical re-
search participants. 

2.   Research on the Japan’s clinical research re-
view system 

Ayako Kamisato

As of the end of 2023, clinical research is being 
conducted under four laws, orders based on them, 
and eight guidelines. All of these laws and guidelines 
have in common that they require researchers to cre-
ate a research protocol and get it reviewed by a re-
view body established at the research institution 
(hereinafter referred to as a local committee). Howev-
er, on the other hand, there are many differences on 
the review system between laws and guidelines, such 
as whether additional review is required by a review 
body set up by the government or whether there is a 
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local committee certification system. Therefore, we 
examined the examination system of all laws and 
guidelines and considered the issues that emerged 
from this and the future system design.

3.   Ethical support for “The Center of Well-being 
Regional Society Innovation project.”

Ayako Kamisato, Kazuyo Arisawa, Yoshiko Taka-
hashi

“The Center of Well-being Regional Society Inno-
vation project,” promoted by Hirosaki University 
(Hirosaki COI-NEXT), is one of the projects of the JST 
Program on Open Innovation Platform for Indus-
try-Academia Co-Creation. The goal of this project is 
to build and utilize a big data platform on medical 
and health. To achieve this goal, one of the wide-rang-
ing efforts of Hirosaki COI-NEXT is the implementa-
tion of a large-scale health survey called the “Iwaki 
Health Checkup Project” (hereinafter referred to as 
“Iwaki Health Checkup”), targeting residents of the 
Iwaki district of Hirosaki City.  In this checkup, Hi-
rosaki University collaborates with companies and 
research institutes to collect 2,000 to 3,000 items of 
health and medical data per person. The aim is to 
quickly find preventive and therapeutic methods for 
dementia and lifestyle-related diseases by analyzing 
such big data from multiple angles. Our laboratory is 

in charge of ethical support for the Iwaki health 
checkup. As part of our support, in 2023, we estab-
lished an ethics review committee dedicated to this 
project. We began reviewing it to promote the use of 
health checkup data for research and development.

4.   The  REC  Education  program  (RECs)  for  Re-
search  Ethics  Committees  (REC)  members 
and researchers

Ayako Kamisato, Kazuyo Arisawa, Hong Hyunsoo, 
Yoshiko Takahashi

We have constructed the REC Education program 
for Research Ethics Committees (REC) members with 
support from the Japan Agency for Medical Research 
and Development (AMED) since FY 2016. So far, we 
have produced fifteen video programs and released 
them on our website. Two thousand two hundred fif-
ty-two members and 778 institutions have registered 
with our program as of 31 May 2022. Also, we have 
constructed the REC Education program for research-
ers and produced five video programs with support 
from the AMED since FY 2019. Currently, we have 
2,939 members registered with this program as of 31 
May 2022.

In 2023, we revised the video programs following 
revisions of the “Ethical Guidelines for Medical and 
Biological Research Involving Human Subjects.”
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