
The Declaration of Helsinki states that participation by individ-
uals in medical research as subjects is voluntary, and consent
must be obtained after adequate provision of information
about the aims, methods, sources of funding, any possible con-
flicts of interest, institutional affiliations of the researcher, the
anticipated benefits and potential risks of the study and the dis-
comfort it may entail, post-study provisions and any other rele-
vant aspects of the study [1]. Moreover, the potential subject
must be informed of the right to refuse study participation or
to withdraw consent at any time without reprisal. For medical
research using identifiable human material or data, physicians
must seek informed consent for its collection and/or reuse.
However, in exceptional situations in which consent would be
impossible or impractical to obtain, such as retrospective stud-
ies using old existing materials, the research may be done only
after approval by a research ethics committee.

In the randomized controlled trial by Ikeda et al., informed
consent was obtained by an opt-out method [2]. The protocol
for this study was approved on December 20, 2018 by the hos-
pital Ethics Committee, so the Ethical Guidelines for Medical
and Health Research Involving Human Subjects in Japan issued
in 2014 [3] applied to this study. According to the Japanese
guideline, obtaining informed consent is based on invasiveness
of medical practice in the study, study design, and use of bios-
pecimens. In the case of an observational study involving a non-
invasive medical practice using non-biospecimen (i. e., medical
data), informed consent can be obtained with an opt-out meth-

od, otherwise opt-in informed consent is necessary. Of course,
informed consent for retrospective studies can be obtained
with an opt-out method or even be waived for studies using
anonymized existing medical material or data. In this regard,
this study did not comply with the guideline. However, we
were aware that the content of this study was important for
endoscopic practice around the world, and recognized that ap-
proval by the hospital ethics committee (H30–51) was priori-
tized. Accordingly, we made the decision to accept this manu-
script.

We receive many manuscripts about clinical studies in diges-
tive endoscopy for publication in Endoscopy International
Open. Although almost all of them indicate that these studies
were conducted in accordance with the Declaration of Helsinki,
whether a study is truly prospective or retrospective and in-
formed consent was adequately obtained or not often is un-
clear. The authors commonly describe studies as having used a
prospective database. Although the data were prospectively in-
put, studies that use existing data should be clearly described
as retrospective. Data for a prospective study are collected
after initiation of the study. Given this, information about a
prospective study should be entered in a clinical study registry,
and the dates of Ethics Committee approval, study registration,
and the beginning and the end of the study should be docu-
mented in the manuscript. Whether informed consent was ob-
tained specifically for study participation or for sole perform-
ance of an endoscopic procedure is unclear in some manu-
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scripts. If a study was truly prospective, informed consent
needs to be obtained for study participation after the above-
mentioned items are described to potential participants. In
most countries, informed consent for retrospective studies
using anonymized existing data is abjured; therefore, it may be
described as it was, and only Ethics Committee approval is sta-
ted in the main text. An unclear description of details such as
these makes it difficult for individual readers to assess the level
of evidence represented by a clinical study and if such a study is
included in systematic reviews that are part of guidelines, it
could eventually result in confusion about the body of scientific
knowledge.
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