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Letter to the Editor

Current policies on informed consent in Japan
constitute a formidable barrier to emergency
research

@ CrossMark

Sir,

Emergency medicine research is mired in an ethical dilemma:
Do researchers discontinue valuable research when unable to
obtain informed consent or include patients in clinical trials with-
out their informed consent?! During emergency treatments (e.g.,
resuscitative care), patients are unable to sign informed con-
sent forms when admitted. The United States has had guidelines
since 1996 concerning the steps researchers can take when prior
informed consent cannot be obtained in clinical trials.” Further-
more, the European Commission introduced rules regarding clinical
research for European countries in 2001, although consensus was
not reached then on how researchers should act when prior
informed consent cannot be obtained®; in 2010, however, new
regulations were established, and it was hoped that these would
stimulate clinical research in emergency medicine across Europe.*

In Japan, no reported emergency clinical studies with inter-
ventions have been conducted without first obtaining informed
consent. This may be because ethical guidelines regarding clinical
studies in Japan differ from those in Europe and the United States,
where clinical studies are reviewed by institutional review boards
(IRBs) in accordance with internationally accepted good clinical
practice (GCP) guidelines. In Japan, clinical studies can be broadly
classified into “clinical trials” and “clinical studies.”

Clinical trials are conducted to gain regulatory approval to man-
ufacture and sell new medicines, or to expand indications and
additional or altered dosages or amounts of established medicines.
Clinical trials are reviewed by the Ministry of Health, Labour and
Welfare (MHLW), and are conducted in accordance with GCP guide-
lines.

Conversely, clinical studies involve prospective research and
interventions, and are conducted to improve diagnoses and treat-
ments by using confirmed diagnostic techniques or medicines.
Additionally, clinicalstudiesareconductedinaccordancewithgov-
ernmentalethicalguidelinesand donotfollow GCPguidelines, thus
differing from clinical trials. Clinical studies can further be classi-
fied into two types: with and without interventions. Confusion has
arisen in researchers because of the subtle differences in the ethical
guidelines between study types. In addition, despite having ethics
committees in relevant institutions, there is still a lack of legal reg-
ulation and government monitoring of clinical studies. Thus, in the
future, itis anticipated that all clinical studies in Japan will be sub-
jecttothe GCP guidelinesand bereviewed by IRBs, justasin Europe
and the United States.

Nevertheless, itis currently impossible in Japan to conduct clin-
ical trials and clinical studies with interventions in emergency
medicine when informed consent cannot be obtained; researchers
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may only proceed with trials by obtaining consent from a legal
representative of the patient. The Japanese Association for Acute
Medicine proposed revision of these ethical guidelines to the
MHLW on 12 December 2012; discussions regarding these revi-
sionsare currently underway.

If these guidelines are revised, it would be particularly impor-
tant to gain the trust of the general public so that clinical studies
in emergency medicine can be conducted even when informed
consent cannot be obtained.” Accordingly, it would be necessary
to conduct information sessions and awareness campaigns for the
general public regarding their participationin clinical studies.
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