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INTRODUCTION

The promotion of scientific research is an important element achieving a society in
which people can live healthy and fulfilling lives. In this context, human genome/gene
analysis research begun in the latter half of the twentieth century has made significant
contributions to the progress of both life science and health care science and is starting
to play an important role in the development of the health and welfare of humanity and

the growth of new industries.

It is also true that human genome/gene analysis research depends largely on research
activities targeted at individuals, and that genetic information obtained in the course of
research reveals genetic predispositions of both donors (those persons who provide a
human specimen for human genome/gene analysis research) and their blood relatives,
which might cause various ethical, legal or social problems. Therefore, research must
be conducted properly on the basis of respect for human dignity and human rights as
well as understanding and cooperation from society. For these purposes, the protection
of the rights of individual donors should be given priority over scientific or societal
benefits in accordance with ethical standards stipulated in such documents as the
Helsinki Declaration of the World Medical Association. It is also essential that society
be given adequate explanation of the less positive aspects of research and that research
be conducted on the basis of this understanding. As Japan has yet to fully establish
standards regarding overall human genome/gene analysis research that could respond to
the aforementioned demands, it has become an urgent issue to establish such specific
guidelines so that human dignity will be respected, the human rights of donors and their

families or blood relatives will be protected and research will be conducted properly.

The present ethics guidelines to be applied to overall human genome/gene analysis
research were jointly prepared and are presented to society at large by the Ministry of
Education, Culture, Sports, Science and Technology, the Ministry of Health, Labour and
Welfare and the Ministry of Economy, Trade and Industry, as stipulated in the
"Fundamental Principles of Research on the Human Genome" {issued by the Bioethics
Committee of the Council for Science and Technology on June 14, 2000), which in turn

was established based on such documents as the "Universal Declaration on the Human
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Genome and Human Rights" by the United Nations Educational, Scientific and Cultural
Organization {UNESCO), and also with reference to the "Guidelines for Bioethical
Problems Associated with Genetic Analysis Research” (from the Advanced Medical
Technology Evaluation Committee of the Health Sciences Council on April 28, 2000).

Any and all parties who are involved in human genome/gene analysis research are

required to comply with the present Guidelines.

<Note>

With the enforcement of the present Guidelines, the "Guidelines for Bioethical
Problems Associated with Genetic Analysis Research” shall be abolished and replaced
with the present Guidelines.

PART 1: BASIC IDEAS

1. Basic Principles

The present Guidelines were established, based on the special characteristics of human
genome/gene analysis, and are to be applied to all human genome/gene analysis
research and observed in every research locale. The following matters are set as basic
principles of the present Guidelines so that human dignity and human rights will be
protected and research will be promoted properly based on an understanding from and
cooperation of society:

<Note>

Recognizing the special characteristic of human genome/gene analysis research various
problems might be raised as a result of genetic information obtained in the course of
research possibly revealing genetic predispositions of both donors and their blood
relatives, the definitions and scope of research to which the present Guidelines should

apply are stipulated under 14 (3) below.

(1) respect for human dignity

(2) adequate prior explanation and informed consent on the basis of free will
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(3) thorough protection of personal information

(4) conduct of socially beneficial research that contributes to the knowledge , health and

welfare of humanity

(5) priority of individual human rights protection over scientific or societal benefits

(6) guarantee of the propriety of research through preparation of and compliance with
research protocols pursuant to the present Guidelines as well as prior review and

authorization by the ethics review committee established as an independent body

(7) guarantee of transparency of research through on-site investigation of research

progress by third parties as well as release of research results into the public domain

2. Scope of Application

The present Guidelines shall apply to human genome/gene analysis research and require

researchers and equivalent persons to comply with them.

<Subrule 1: Subrule Conceming Research Conducted Prior To The
Enforcement Of The Present Guidelines>

Although the present Guidelines do not apply to ongoing human genome/gene
analysis research begun prior to the enforcement of these Guidelines, such
research should be conducted in line as closely as possible with them.
<Subrule 2: Subrule Conceming Collaborative Research With Overseas
Institutions>

1. In conducting collaborative research with an overseas institution, the ideas
prescribed in these Guidelines shall still be observed and human dignity and
human rights shall be respected, with regard to the process of human specimen
provision, the significance of human genome/gene analysis research, etc. in the
country where such research is conducted.

2. Research shall, in principle, be conducted pursuant to the criteria under
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these Guidelines while observing laws, guidelines and the like stipulated in the
country where such research is conducted.

3. When guidelines in the country where such research is conducted are more
rigorous than these Guidelines, research shall be conducted in line with the

more rigorous guidelines.

The issue of clinical examinations or equivalent human genome/gene analyses which
are conducted in the course of a medical treatment and whose results are medically
established as instruments to be utilized directly for the medical treatment of donors and
their blood relatives will have to be carefully discussed in the future as a matter
regarding medical treatment, and the present Guidelines therefore do not apply.
However, medical doctors giving treatment should, with the purposes of the these
Guidelines in mind, take appropriately responsible measures on their own with regard to
human genome/gene analysis, referring to guidelines etc. prepared by pertinent

academic societies or other authorized organizations.

PART H: DUTIES OF RESEARCHERS AND EQUIVALENT PERSONS

3. Basic Duties of All Researchers and Equivalent Persons

(1) All researchers and equivalent persons shall conduct human genome/gene analysis
research for the purposes of elucidating life phenomena, preventing diseases, improving

diagnosis and treatment protocols, promoting health, etc.

(2) All researchers and equivalent persons shall ensure the societal usefulness of their
human genome/gene analysis research and shall pay attention to the protection of

individual human rights by prioritizing them over scientific or societal benefits.

(3) All researchers and equivalent persons shall make it a basic practice to conduct
human genome/gene analysis research only after providing adequate explanation to
donors, their proxy consenters or equivalent persons and obtaining informed consent

based on their free will.
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(4) All researchers and equivalent persons shall not, in the absence of any justifiable
reason, divulge personal information obtained in the course of their profession. This

shall continue to apply after they resign from their profession.

(5) All researchers and equivalent persons shall strive to protect personal information
and shall also respond in good faith to questions, complaints, etc. concemning the

handling of personal information.

(6) All researchers and equivalent persons shall, when any serious doubt in terms of the
protection of human rights of donors or equivalent persons arises, such as an unexpected
divulgence of personal information, immediately report this to both the director of their

research institution and a principal investigator.

(7) All researchers and equivalent persons shall conduct human genome/gene analysis
research in compliance with these Guidelines and with respect for human dignity and
human rights by, for instance, conducting research in accordance with a research
protocol as authorized by the ethics review committee and approved by the director of

their research institution.

(8) All researchers and equivalent persons shall strive to guarantee transparency of
research through, for instance, securing of the proper process for research conduct, on-
site investigations by qualified external persons, appropriate responses to inquiries from
donors or equivalent persons regarding research progress and the release of research

results into the public domain.

(9) All researchers and equivalent persons shall, in consideration of the fact that human
specimen provision is based on goodwill, make efforts to limit the amount of human
specimen provision from people by, for instance, properly preserving and utilizing
specimens already provided.

4. Duties of Directors of Research Institutions

(1) Directors of research institutions shall assume the final responsibility for the conduct
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of human genome/gene analysis research in their institution and shall oversee principal
investigators and research conductors so that they will conduct research properly in
accordance with a research protocol. In doing so, the directors of research institutions
shall strive to have all parties concerned with their institution understand thoroughly
that they should protect the human rights of donors and equivalent persons as much as
possible and that they may be subject to penalties, such as disciplinary actions, if they

violate these Guidelines, a research protocol or the like.
<Subrule Concerning Examples Of Directors Of Research Institutions>

The following positions are examples of directors of research institutions:
- Hospital Director

- Public Health Care Center Director

- Dean of Faculty of Medicine

- Director of Laboratory.

(2) Directors of research institutions shall take adequate measures for the prevention of

personal information divulgence.
<Subrule Concemning Measures For Personal Information Protection>

Processes, equipment and regimes shall be arranged to pursue the rigorous
management of personal information. In using computers, for instance, some
measures should be taken for this purpose; one example is to separate

computers processing personal information from other computers.

(3) Directors of research institutions, such as human specimen collecting institutions,
that handle personal information shall designate a personal information custodian for
the purpose of protecting personal information in human genome/gene analysis research.
Directors may, as required, also designate, upon specifying a chain of command, a co-
custodian or an assistant who conducts actual operations under the supervision of a

personal information custodian,
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<Subrule Concerning Requirements For Personal Information Custodians>

1. A personal information custodian/co-custodian shall be a person, such as a
medical doctor or pharmacist, who is prohibited from divulging confidential
information obtained in the course of their profession under Article 134 of the
Criminal Code (Law No.45 of 1907), Article 100 of the National Public
Service Law (Law No.120 of 1947) or any other provision of law.

2. A personal information custodian/co-custodian may not simultaneously hold
the position of principal investigator or research conductor conducting human
genome/gene analysis research (excluding human specimen provision) using
human specimens to be provided by the personal information custodian/co-

custodian.

(4) Directors of research institutions shall establish an ethics review committee as an
advisory board to review the propriety of conducting human genome/gene analysis
research etc. When, however, it is difficult to set up an ethics review committee for
reasons such as the small size of a human specimen collecting institution, an ethics
review committee established by a collaborative research institution, a public service

corporation or an academic society may be substituted for an internal one.

<Subrule 1: Subrule Conceming The Establishment Of An Ethics Review
Committee>

When a committee with the similar function already established in a research
institution is reorganized as an ethics review committee meeting the present
Guidelines, it does not have to be renamed as an Ethics Review Committee.
<Subrule 2: Subrule Conceming Handling Of Collaborative Research>

In the case of collaborative research, authorization for a research protocol shall
be obtained from the ethics review committee of each institution, and the
director of each research institution shall, in consulting the propriety of
conducting research, obtain important information, such as the progress of
authorization for the research protocol in other research institution(s), progress
in obtaining informed consent and progress of anonymization, and submit the

information to the ethics review committee of his/her research institution.
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(5) Directors of research institutions shall, with regard to any research protocol or
alteration thereof, respect the opinions of the ethics review committee in determining
whether or not to approve it. Directors of the research institutions shall not approve the
conduct of research for which the ethics review committee submits the opinion of

authorization denial.

(6) Directors of research institutions shall keep track of the progress of human
genome/gene analysis research by, for instance, receiving a research progress report on
a regular basis, at least annually, and implementing an on-site investigation by qualified
external persons on a regular basis, at least annually, and shall order the research altered
or discontinued based on the ethics review committee submitting the opinion of

alteration or discontinuation, or if necessary for any reason.

<Subrule Concemning On-Site Investigation By Qualified External Persons>

1. Directors of research institutions shall, with regard to the progress of the
process for obtaining informed consent and progress of personal information
protection, have on-site investigations conducted to check that those processes
are conducted in accordance with the relevant research protocol.

2. Director of research institutions shall have principal investigators and
research conductors cooperate with on-site investigations.

3. External investigators shall not, in the absence of any justifiable reason,
divulge information obtained in the course of an on-site investigation. This

shall continue to apply after they resign from their positions.

(7) Directors of research institutions shall deliver to a personal information custodian a
copy of an approved research protocol, a copy of regular reports regarding research
progress and a copy of on-site investigation results conducted by qualified external

persons.
(8) Directors of research institutions shall deliver to the ethics review committee a copy

of regular reports regarding research progress and a copy of on-site investigation results

conducted by qualified external persons.
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(9) Directors of research institutions shall properly respond to complaints, inquiries, etc.
from donors and equivalent persons by, for instance, setting up a special route to receive

such complaints etc.

(10) Directors of human specimen collecting institutions shall, in principle, anonymize a
human specimen when providing it to an external institution, {When the human
specimen collecting institution also conducts human genome/gene analysis research, its

research division shall be considered to be an external institution).

<Subrule Conceming Provision Of Unanonymized Human Specimens To
External Institutions>

When a donor, proxy consenter or equivalent person agrees to the provision of
an unanonymized human specimen to an external institution and, at the same
time, a research protocol authorized by the ethics review committee and
approved by the director of a research institution allows for the provision of
unanonymized human specimens to external institutions, anonymization is not

required.

(11) Directors of human specimen collecting institutions shall, as required, ensure that
donors and their families or blood relatives will be able to receive genetic counseling by,
for instance, establishing a pertinent genetic counseling system or explaining about

genetic counseling and making referral to pertinent genetic counseling services.
<Subrule Concerning Referral To Genetic Counseling Organizations>
When a human specimen collecting institution does not have an internal
genetic counseling system, the institution shall, if a donor and his/her family or
blood relative desires genetic counseling, make referral to pertinent genetic
counseling services.

5. Duties of Principal Investigators

(1) Principal investigators shall, prior to conducting human genome/gene analysis
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