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CHAPTER 9

THE INTEGRITY OF RESEARCHERS IN JAPAN:
WILL ENFORCEMENT REPLACE RESPONSIBILITY?

Tohru Masui

Scientific integrity and research ethics have been essential issues of scien-
tific research. As a research bioresource manager and a researcher I have
been observing the way in which these issues have played out in the course
of establishing guidelines on research conduct for biomedical sciences in
Japan. In this paper I would like to discuss the behaviour of researchers
in the course of the establishment of research ethics guidelines on human
materials and information, and during the passing of data protection legis-
lation in Japan. These cases show the role of external regulatory frames on
the behaviour of the research community and researchers. They also demon-
strate that the nature of difficulties in ensuring integrity among researchers
depends on the form and nature of external regulation.

1 DISCUSSION ONTHE RESEARCH ETHICS GUIDELINES

In Japan, substantial discussion on the research ethics guidelines for
biomedical science especially on the use of human materials and information
started in 1998, and was initiated by the Ministry of Health and Welfare.
The discussion started abruptly and the research communities were not
prepared. Members of the Kurokawa Committee, chaired by Dr. Kiyoshi,
Kurokawa who were discussing medical research practices claimed that
informed consent was already obtained as part of standard research prac-
tices. However, a survey conducted a few years later (Yasuhara and Kurata,
2002) on the same medical research areas reported that less than half of the
laboratories were seeking informed consent for the use of leftover clinical
samples. This shows us how the top rank research leaders were unaware of

49
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50 Tohru Masui

the practices of their colleagues. It also raises suspicions about the validity
of the discussion in the Committee, although it resulted in a unique report
on the use of human materials and information in biomedical research and
development.!

2 OUTCOMES OF INITIAL DISCUSSIONS

As described, the resulting Kurokawa Report, which was produced as a for-
mal and political report, was reasonable and included wide-ranging views on
the issue. The report made recommendations on the standard of informed
consent and the conduct of research ethics reviews by committees. However,
it was not taken seriously by research communities or universities.

Back in the early 1980s, some medical schools were aware of the need to
establish research ethics committees, since international medical journals
required ethics approval as a mandatory process before the publication of a
paper. Yet the Kurokawa Report did not go further to ensure that ethical
review processes would be implemented. As a consequence, examples of
unethical conduct have occured; a typical case is the article reported in
Science about an incident of misconduct in biomedical research at Tokyo
University.?

3 HUMAN SUBJECT RESEARCH IN JAPAN

In 2000 Prime Minster Keizo Obuchi initiated millennium projects for
enhancing Japanese competiveness in science and technology (http://www.
kantei.go.jp/jp/mille/). Substantial funding was made available for human
genome research on causative traits for diseases. To begin with, the Ministry
of Health and Welfare established a committee on human genome research
projects. This resulted in the first guidelines on human subject research in
Japan. They were finalised and published in April 2000.

The genome research guidelines were strongly associated with the fund-
ing scheme and awardees were required to carefully follow the guidelines.
Research ethics committees were thereby established in almost all universi-
ties and research institutions. The guidelines were developed further in the

'http://www1.mhlw.go.jp/shingi/s9812/s1216-2_10.html, visited on 10 August.
2Science (2008), 321: 324.
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following years, and we now have three major ethics guidelines on human
subject research: for genomic, epidemiological, and clinical research.?

4 RESEARCHERS’ CONDUCT UNDER THE ETHICS
GUIDELINES

While I was observing research practices during this period of establishment
of guidelines, I started to be involved in ethics committees as a review
member. This experience made me realise that researchers do care a great
deal about the guidelines, but they are not fully convinced. Of course,
a function of the guidelines is to protect researchers by setting standard
requirements, yet this function is not fully appreciated by the researchers
or their communities.

The researchers and their communities are constantly complaining that
the guidelines are unsuitable and impractical in their application. This is a
natural consequence of the functioning guidelines, since they add complex-
ity and inconvenience to research practices. Instead of simply complaining,
it would be more useful if the researchers made suggestions for revising the
guidelines in specific areas where they have issues with compliance.

5 JAPANESE DISCUSSION OF DATA PROTECTION
LEGISLATION

From the end of the 1990s, the Japanese government initiated debate about
the introduction of data protection legislation. This process took much
longer than expected. As the Bill was being discussed, biomedical research
communities, especially epidemiologists, together with newspapers and
other mass media, actively appealed to be able to use personal data as part
of freedom of expression in scientific research. This seemed to be successful
and the Bill was amended to incorporate an exemption for academic use of
personal data.? The exemption was granted in the legislation as enacted,
but it also stated the need for self-regulation of the research community on
the issue of data protection. However, the academic domain was satisfied

3http://www.mhlw.go.jp/general/seido/kousei/i-kenkyu/index.html.
“http://www.kantei.go.jp/jp/it/privacy/houseika/hourituan/.

109



52 Tohru Masui

with the exemption and did not move forward to discuss or establish
self-regulation concerning the use of personal data in academic research.

6 WHAT DO THESE CASES MEAN FOR RESEARCH
INTEGRITY?

I have presented the cases of establishment of research ethics guidelines
and data protection legislation in Japan. In these cases research commu-
nities were very active until the establishment of the regulatory frames —
they appeared to lose interest after the establishment of the regulations.
However, the implementation of these regulations, especially in scientific
research, requires self-control, since research needs to be carried out by
individual researchers, even if working in a large team.

There is an interesting definition of science by Jonathan Rauch. It con-
sists of these two phrases: no one has personal authority, and no one gets
the final say. These phrases mean: it is totally contrary to science to say
that “it is true, because I said so.”® In other words, researchers are inter-
ested in continual, never-ending discussion. Of course in the real world, at
some point we should stop discussing and start acting. But in this sense,
what we do is never final and unchallengeable.

Another difficulty in the area of biomedical research is that biomedi-
cal science is more immediately concerned with clinical practice than other
fields. This may need to be given close attention because there are essen-
tial differences between science and medicine. This point was made by
R.H. Shryock in Modern Medical History (1937):

“Physicians were the only scientists who, because they were also prac-
titioners of a vital art, were constantly being pushed to hasty and careless
conclusions. Other research men, uncertain in the face of new problems,
could suspend judgment and proceed with due caution. Practitioners con-
fronted with dying patients did not dare to wait; they must act quickly and,
if necessary, ‘take chances.’ Even during hours stolen for research, they were
still under pressure to get practical results as soon as possible.”

Given these thoughts, biomedical researchers and communities should
develop their own independence, freedom, flexibility and responsibility
when they conduct research using patients’ materials and information.

®Kindly Inquisitors: The New Attacks on Free Thought (1993).
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7 WHAT IS THE IDEAL SITUATION?

In the above cases, during the establishment of research ethics guidelines
and personal data protection legislation, researchers appear to have become
reactive and acquired characteristics of obedience and rigidity. These are
the opposite qualities of what research integrity requires: freedom, flexibility
and responsibility.

The Japanese legislation and the research ethics guidelines demand obe-
dience, but it is very difficult to achieve simple obedience while still main-
taining freedom, flexibility, and responsibility. We should therefore revise
the roadmap of research integrity in Japan. We should reframe the functions
of the external regulatory frameworks that affect research integrity.

Recently I encountered a shocking incident. A large Japanese biological
research institute wished to establish a Brain Bank, and the researchers
first asked legal scholars, to set the framework for their activity. This seems
opposite to what I have in my mind. The researchers should first put all their
effort into thinking, planning and developing an image of what they want to
achieve. Only then should they consult legal scholars to make suggestions.
It is essential that the process happens in this sequence, so that researchers
can properly think about the scientific conduct of their research.

8 WHAT SHOULD HAPPEN NOW?

We need an informal exchange of opinion on what scientists need in practice
and then move to a negotiation process about ethical requirements. Espe-
cially in Japan, researchers are socialised into obedience and seem to like to
do as they are asked. It is the least economic and efficient way of doing sci-
ence. The research communities seem to be afraid of the costs of being free,
flexible and responsible. The incident at the University of Tokyo that I cited
was considered as a kind of scientific misconduct, because researchers used
unauthorised human materials in research. However, other important points
should also be discussed, i.e. applicability of present guidelines on the legacy
samples and the relationship between journal editors and researchers. These
are the issues discussed in Science.® The concluding report was published
by the Institute of Medical Sciences, University of Tokyo, and it was too
reactive to the newspapers’ views. It did not mention the scope of science

6Science (2008), 321: 474.
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governance. It revealed precisely the sorts of discussion that could not be
had on the bases of freedom, flexibility, and responsibility. The Institute
was overwhelmed by mass media opinion. However, at that time, the scien-
tific community should have taken the opportunity to show its integrity and
engage in constructive discussion on the issue of the scientific misconduct.
Because of its ingrained obedience, rigidity, and reactiveness, the scientific
community of Japan could not achieve its mission. This should be remem-
bered together with other incidents I cited in this report as efforts are made
to establish research integrity in Japan.
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