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1. Introduction

The Ministry of Education, Culture, Sports, Science and Technology, the Ministry of Health, Labour and
Welfare, and the Ministry of Economy, Trade and Industry partially amended the “Ethical Guidelines for
Medical and Biological Research Involving Human Subjects” (the "Amendment”) and announced the
Amendment on August 27, 2026. The Amendment will come into effect on December 1, 2026.

The Ethical Guidelines for Medical and Biological Research Involving Human Subjects (the “Guidelines”)
applies broadly to “any medical and biological research involving human subjects that is conducted by a
Japanese investigator, etc., or is conducted in Japan,” except for research conducted pursuant to laws and
ordinances, such as clinical trials, and clinical researches covered by the Clinical Trials Act (Part 3.1), and the
Guidelines also require principal investigators to prepare research protocols, to have such protocols be
subject to review by an ethical review committee, and to obtain informed consent (“IC") from research
subjects.

This article presents the key points under the Amendment that may be important in practice.

2. Overview of the Amendment
2.1. Rearrangement and Clarification of IC Procedures

(1) Unification of concepts and alignment with the Act on the Protection of Personal Information

Under the Guidelines prior to the Amendment, consent procedures included written IC, oral IC, and
appropriate consent. These consent procedures have now all been unified under the term “IC" (Part 2(23)).
In addition, while pseudonymized personal information, anonymized personal information, and
information related to personal information were partially required to be handled in a special manner
provided in the Guidelines prior to the Amendment, such information will “not be included in information
used for research,” and it will be sufficient to handle such information in accordance with the Act on the

Protection of Personal Information (Part 8.1(1)).

(2) Rearrangement of IC procedures

"o

Research has now been reclassified into “research involving invasiveness or intervention,” “research utilizing
specimens,” and “research not utilizing specimens,” and IC procedures have been established according to
the risk to research subjects, etc. arising from each type of research (Part 8.2(1)-(3)).

Specifically, the procedures are organized as shown in the table below:

Type Procedures

Research involving invasiveness or intervention (Part | IC
8.2(1))
Research to be conducted by acquiring new specimens | IC
(Part 8.2(2)(A))

Research to be conducted | The institution internally | No procedure required

utilizing existing | utilizes existing specimens,

specimens (Part 8.2(2)(B)) | the existing specimens are

already incapable of




Type Procedures

identifying a specific
individual, and no personal
information is  obtained
utilizing the specimens

Existing  specimens are
provided to another
institution in an
unidentifiable form, and the
receiving institution will also
not obtain personal
information

The institution internally | Opt-out (method under which

utilizes existing specimens | the research subjects, etc. are

and any item of Article 18, | informed of certain information

Paragraph 3 of the Act on | or such information is made

the Protection of Personal | easily accessible by the

Information is applicable research subjects, etc., and an

The institution internally | opportunity for rejection by the

utilizes existing specimens | research subjects, etc. is

and has already obtained | ensured in principle)®

consent to future use
thereof at the time of
acquisition of such

specimens

The institution internally | The research subjects, etc. are
utilizes existing specimens | informed of certain information
which it had only obtained | or such information is made
consent at the time of | easily accessible by the
acquisition  for  another | research subjects, etc.

research, but the consent is
substantially relevant to the

present research

Existing  specimens are | Opt-out
provided to another
institution and any item of
Article 27, Paragraph 1 of the
Act on the Protection of
Personal  Information s

applicable

Existing  specimens are | Opt-out
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Type Procedures

provided to another
institution and consent to
future research and
provision has been obtained
at the time of acquisition of

the specimens

Other than the above

IC

Research not utilizing

specimens and acquiring

General rule

IC

An opportunity for rejection

Appropriate measures such as

utilizes existing information
and has already obtained
future

consent to use

thereof at the time of

new sensitive personal | is ensured, certain | announcement or subsequent
information (Part | requirements are met, and | explanation
8.2(3)(A)) any item of Article 20,

Paragraph 2 of the Act on

the Protection of Personal

Information is applicable
Research not utilizing specimens and acquiring new | Opt-out
information other than sensitive personal information
(Part 8.2(3)(B))
Research not utilizing | The institution internally | Opt-out
specimens and  only | utilizes existing information
utilizing existing | and any item of Article 18,
information (Part 8.2(3)(C)) | Paragraph 3 of the Act on

the Protection of Personal

Information is applicable

The institution internally | Opt-out

acquisition of such
information
The institution internally | The research subjects, etc. are

utilizes existing information
which it had only obtained
consent at the time of
acquisition  for  another
research, but the consent is
substantially relevant to the

present research

informed of certain information
or such information is made
the

easily accessible by

research subjects, etc.

Existing  information is

provided to another
institution and any item of

Article 27, Paragraph 1 of the

Opt-out




Type Procedures

Act on the Protection of
Personal Information s

applicable

Existing  information is | Opt-out
provided to another
institution and consent to
future research and
provision has been obtained
at the time of acquisition of
the information

Other than above IC

(3) Rearrangement of procedures to be taken by “persons, etc. who only provide existing specimens and/or
information”
Based on the requirement that “the research protocol and other materials have undergone an ethical review

at the receiving research institution,”

if the existing specimens and/or information to be provided are in
a "state incapable of identifying any specific individual,” it is sufficient for a report to the chief executive of
the affiliated institution to be made. However, in all other cases, an ethical review must be conducted and
permission from the chief executive of the affiliated institution must be obtained (Part 8.2(4)(A)). Prior to
the Amendment, the Guidelines had stipulated various exception requirements and corresponding
procedures. Following the Amendment, the amended Guidelines now provide clearer requirements based

on whether individuals can be identified.

(4) Additional case of permitting overseas provision based on opt-out

As an additional exceptional case where the provision of information to persons located abroad is
permitted through the opt-out procedure rather than through IC, the following condition has been newly
added: (i) with respect to existing samples or existing information to be used in research, consent has been
obtained at the time of acquisition of the existing samples/information for the possibility that they may be
used for future research or provided to other research institutions, including provision to persons located
in foreign countries, (ii) the details of the research and the recipient have thereafter been identified, (iii) an
opinion of the ethical review committee has been obtained, and permission has been obtained from the
chief executive of the institution (Part 8.2(6)(A)(D)).

2.2. Additional Mandatory Comprehensive Review in Some Multi-
institutional Joint Research

Before the Amendment, the Guidelines, in principle, required a comprehensive review of general research
protocols for multi-institutional joint research by a single ethical review committee (Part 6.2(2) of the
Guidelines before the Amendment), whereas the Guidelines after the Amendment now requires a

comprehensive review by a single ethical review committee of research protocols for “research involving
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invasiveness (excluding minor invasiveness) or intervention” conducted as multi-institutional joint research.
In addition, even for research not falling under the foregoing category, as was the case with the Guidelines
before the Amendment, research protocols for multi-institutional joint research are in principle required to
be submitted to a comprehensive review by a single ethical review committee (Part 6.2(2)).

3. Conclusion

Since the Amendment has clarified the necessary procedures for each type of research with focus on IC, it
is important to correctly understand the required procedures for future research. In addition, as the
guidance of the interpretation regarding the Guidelines following the Amendment as well as the points
to note regarding the specific procedures is scheduled to be revised, it is recommended that you refer
such revised guidance when it is issued.
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