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Chapter | General Provisions
F1E A

(Purpose H1)

Articlel #1%

These Rules stipulate necessary matters concerning Human Subjects Research
conducted by the OIST Graduate University (hereinafter referred to as the “University”),
and thereby all Human Subjects Research of the University will be conducted in a
proper manner with respect for the dignity and rights of human beings.
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(Definitions of Terms &M E )

Article2 #2%

The terms used in these Rules shall be defined as follows.
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(1) Human Subjects Research:

Research involving humans. This includes clinical research and research using
Human Specimens and Human Data. However, this does not include research
using unlinkable anonymous Human Specimens or data.
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(2) Human Subject:
An individual about whom a researcher conducting research obtains data
through intervention or interaction with the individual, or identifiable personal
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information.
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Human Specimens:

Parts or products of the human body that are provided by Human Subjects and
that can be identified with individuals. This includes blood and other body fluids,
tissues, DNA and other direct derivatives from human tissues of living or
deceased individuals.
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Human Data:

Personal information provided by Human Subjects that can be identified with
individuals. This includes responses to questionnaires or surveys, medical
histories, records and diagnoses of living or deceased individuals.
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Researchers:

Lead Investigator, Study Personnel and other individuals engaged in Human
Subjects Research.
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Lead Investigator:

Researcher at the University who is responsible for conducting Human Subjects
Research approved by the Provost.
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Study Personnel:
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Those who assist the Lead Investigator in an approved Human Subjects
Research.
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Human Subjects Research Officer:

An officer who is appointed by the Provost and who insures appropriate
implementation of Human Subjects Research at the University.
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Personal Information Officer for Human Subjects Research:

An officer who is appointed by the Provost and who insures the safe
management of Personal Information of Human Subjects at the University.
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Personal Information:

Information on a living individual with personal identifiers such as name, address,
and birth date. If information on a deceased individual can be linked to any living
individual such as family members of the deceased, this information shall be
construed as Personal Information for the living individual(s).

(EUNEEEE

AT HMANCET LHEHRTH- T, SEiFRICE END KA. (EAT, AFEARFICK
DVEANERET DI ENTEDHD, HEIMRDERDFERFIC, EREOAEFT HMEAN
T 2EHRTHLGEITE. TOBEHRITLAHZAEFT DEANOBEAER E AT,

Research Institution:

Institution where Human Subjects Research is performed. This includes an
organization that provides Human Specimens.
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Informed Consent:
The freely-given agreement of prospective Human Subjects to participate in a
Human Subjects Research or to provide Human Specimens after being informed



by the Researchers of the design, significance, purpose(s), method(s), and risks
of the research.
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(13) Proxy Consent:
The agreement of someone who has the authority to represent the intentions
and interests of a prospective Human Subjects who is unable to give Informed
Consent.
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(Basic Spirit FEAKEHH)
Article 3 #3%
Human Subjects Research shall be performed based on the following ethical standards
set forth by the Ethical Principles for Medical Research Involving Human Subjects
(World Medical Association “Declaration of Helsinki” adopted by the 18" WMA General
Assembly, Helsinki, Finland, June 1964) and by “The Belmont Report: Ethical Principles
and Guidelines for the Protection of Human Subjects Research” (The U.S. National
Commission of the Protection of Human Subjects of Biomedical and Behavioral
Research, April 18, 1979).
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(1) The dignity, rights, and autonomy of human beings must be respected. Special
protection of those persons with diminished autonomy must be provided.
AN OBERL, AR OHNHENEE IR TE RN &, FRHCHENMEOFHNEIZ
R DIRFEDR 72 SR TR BN 2 &y

(2) Human rights must be given preference over scientific or social benefits.
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Research must contribute to the advancement of scientific knowledge and the
health and welfare of human beings and society.
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The selection of Human Subjects must be made equally and fairly.
PR ORI, FER PR FETRITNER LRV &y

Informed Consent is obtained from prospective Human Subjects based on their
freewill after sufficient information about the research is provided to them.
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Personal Information must be protected to the fullest extent.
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Appropriateness and ethical requirements of a Human Subjects Research study
must be reviewed before the implementation of the research study.
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Transparency of research studies must be ensured through the publication of
results.
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Human Subjects must be protected from harm by maximizing anticipated
benefits and minimizing possible risks of harm.
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The benefits and burdens of research are distributed fairly.
WZEDOREE K R D N EZaE S N R ITIE R 5202 &,

(Relation to Other Laws 4% & D BfR)
Article4 HF44%
Aside from the provisions of these Rules, the implementation of Human Subjects



Research is governed by Statutory Laws and Instruments and guidelines by the

Government, as well as other Rules of the University.
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Chapter Il Responsibilities of the Provost and Researchers
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(Responsibilities of the Provost 7'z /R— 2 k O E%%)
Article5 #5%

1.

The Provost shall oversee proper implementation of Human Subjects Research
studies conducted within the University.
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The Provost shall work to ensure that all Researchers respect the dignity and rights
of Human Subijects.
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The Provost shall work to ensure the protection of Personal Information when
Human Subjects Research studies are conducted at the University.
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The Provost shall work to disclose the contents and outcome of Human Subjects
Research studies.
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The Provost shall develop a system of procedures to deal with complaints and/or
inquiries from Human Subjects.
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The Provost may delegate authority or clerical tasks specified in the preceding
paragraphs to someone working for the University.
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(Responsibilities of Researchers #F5E# 4 O &5 #5%%)
Article 6 #6%

1.

Researchers shall protect the life, health, privacy and dignity of Human Subjects.
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Researchers shall follow generally accepted scientific rules when conducting a
Human Subjects Research study. Their activities shall be based on the scientific
literature, experimental data available, and other relevant information.
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Researchers shall use due diligence when performing a Human Subjects Research
study that may affect the environment.
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Researchers may not obtain Personal Information through deception, coercion, or
other fraudulent means.
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Researchers shall take necessary and appropriate actions to ensure the safe
management of Personal Information as stipulated separately.
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Researchers are prohibited from revealing confidential information that they may
have access to while performing their tasks. This provision shall apply even after
leaving their positions.
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(Lead Investigator #F5E L%
Article 7 #®7%

1.

The Lead Investigator shall obtain approval from the Provost to start a Human
Subjects Research study.
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. The Lead Investigator shall have adequate expert knowledge and experience for

appropriate implementation of a Human Subjects Research study.
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. When a Human Subjects Research study involves procedures that may affect the

physical health of Human Subijects, the Lead Investigator must appoint qualified
medical personnel as a researcher, consultant or contractor to oversee the
procedures.
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. When performing a Human Subjects Research study, the Lead Investigator shall

give due consideration to the safety and health of the Human Subjects and shall
prepare for foreseeable problems or accidents.
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. The Lead Investigator shall not start a Human Subjects Research study, if the safety

of the Human Subjects cannot be adequately ensured.
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. The Lead Investigator shall provide prospective Human Subjects with an

explanation of the nature and risks of a Human Subjects Research study as well as
of the management and protection of Personal Information. The Lead Investigator
shall then obtain Informed Consent in accordance with the provisions of Article 13.
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Should serious adverse events occur, the Lead Investigator shall report all relevant



10.

11.

information, including actions taken, to the Provost and other necessary authorities
so that the appropriateness and reliability of the Human Subjects Research study
can be reassessed and additional measures can be taken to protect Human
Subijects.
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When conducting a Human Subjects Research study jointly with other research
institutions, the Lead Investigator shall report to the Provost, the collaborators and
other necessary authorities any serious adverse events related to the research
study.
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The Lead Investigator shall stay abreast of any presentations or publications related
to the Human Subjects Research study, and shall report such information to the
Provost and collaborators as necessary.
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After the completion of a Human Subjects Research study, the Lead Investigator
shall work to ensure that the Human Subjects receive information about the
preventive, diagnostic, and therapeutic methods identified by the research.
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When conducting a Human Subjects Research study jointly with other research
institutions, the Lead Investigator shall seek approval in compliance with these
Rules and the rules established by the collaborating research institutions.
WIRBEAEE 1. M OWFFEREE & JLF CTAHRIFE 21T 5 Ba I, ABIRRIC X 2 KR LU
MO FERERI O FLANC K 5 KR Z G2 T UT e 5720,

(Human Subjects Research Officer A& 72 HE1#)



Article8 #E8%

1.

The Human Subjects Research Officer shall be appointed by the Provost and
delegated authority to oversee the administrative aspects of all Human Subjects
Research studies conducted within the University.
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The Human Subjects Research Officer must be familiar with relevant laws,
guidelines, the rules of the University and these Rules, and shall advise
Researchers conducting a Human Subjects Research study.
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The Human Subjects Research Officer shall maintain close communication with the
Human Subjects Research Review Committee and shall inform the Provost about
any relevant matters as necessary.
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Neither a Lead Investigator nor Study Personnel may double as the Human Subjects
Research Officer.
WFRBEAERE AT EAEE R 1L, AR E B 2RI D Z LITTE R,

(Personal Information Officer for Human Subjects Research
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1.

The Personal Information Officer for Human Subjects Research shall be appointed
by the Provost and delegated authority over the matters and clerical tasks
necessary to ensure the safe management of Personal Information as a person who
is responsible for the safe management of the Personal Information.
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The Personal Information Officer for Human Subjects Research shall ensure the
safe management of Personal Information by Researchers.
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3.
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The Personal Information Officer for Human Subjects Research shall ensure that

Researchers make Personal Information anonymous and unidentifiable by deleting

personal identifiers or replacing them with unique codes or numbers prior to public

release. The relevant personal identifiers are stipulated separately.
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4. The Personal Information Officer for Human Subjects Research shall ensure that

Lead Investigators retain Informed Consent documents and other Personal
Information for a minimum of ten years after the completion of a Human Subjects
Research study or until the Human Subjects reach twenty-years of age, whichever
period is longer.
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Neither a Lead Investigator nor Study Personnel may double as the Personal
Information Officer for Human Subjects Research.
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6. The Personal Information Officer for Human Subjects Research is prohibited from

revealing confidential information related to Human Subjects Research studies. This
provision shall apply after leaving the position.
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Chapter Il Human Subjects Research Review Committee
FIE AHRFEREZRS

(Human Subjects Research Review Committee A% & 7EH A Z B2Y)
Article10 H10%
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1.

The University shall establish a Human Subjects Research Review Committee
(hereinafter referred to as the “Committee”) to review whether Human Subjects
Research studies of the University meet necessary standards.

AREEIZEBT D NG N ERIEEL - LTV DN E I MEFERT 570D, AR5
gHEAEZBES CIT [EBER] Wvwo,) ZRET D,

The Committee shall be comprised of one chairperson and seven or more
committee members who meet the requirements stipulated separately.
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Necessary matters regarding the constitution and the operation of the Committee
shall be stipulated separately.
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(Responsibilities of the Human Subjects Research Review Committee
ARG FRHFEEZ B R DEEE)
Article 11 &1 1%

1.

In order to achieve the purpose of Article 1, the Committee shall assess the
appropriateness of a proposed Human Subjects Research study from ethical and
scientific perspectives and shall make recommendations or provide its opinion in
writing to the Provost on the following matters.
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(1) Human Subjects Research set forth in Iltem 1, Article 2.
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(2) Relevant bioethical viewpoints that the Provost seeks advisement on,
particularly those outlined in “Declaration of Helsinki (World Medical Association,
1964),” “The Belmont Report: Ethical Principles and Guidelines for the
Protection of Human Subjects Research” (The U.S. National Commission of the
Protection of Human Subjects of Biomedical and Behavioral Research, April 18,
1979), “the Universal Declaration of Human Genome and Human Rights
(Adopted by the General Conference of UNESCO at its 29" session, November
11, 1997)" as well as “International Ethical Guidelines for Biomedical Research
Involving Human Subjects (Council for International Organizations of Medical
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Sciences, Geneva, 1993).
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2. The Committee shall carry out its review, independently of the University, research
units, and Researchers.
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3. The Committee may advise the Provost about significant changes to the contents of
an approved Human Subjects Research study, discontinuation of a Human Subjects
Research study, and other necessary matters.
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4. The Committee must receive a progress report from a Lead Investigator at least

once a year indicating whether a Human Subjects Research study is being
conducted as approved. Based on such reports or other reports indicating
changes to the approved study, adverse events or other concerns, the Committee
shall conduct on-site inspections if necessary.
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5. A Human Subjects Research study may not be started, or must be discontinued, if
the Committee when presented with the most complete and current information
decides that the risks outweigh the benefits or that continued data collection is
unnecessary or futile. The Committee may appoint an expert data and safety
monitoring committee to assist with assessing the safety, risk/benefit, and value of
continued data collection.
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6. The chairperson and committee members are prohibited from disclosing confidential
or sensitive information that they may have access to while performing their tasks.
This provision shall apply even after leaving their positions on the Committee.
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Chapter IV Human Subjects Research Implementation Procedures
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(Human Subjects Research Implementation Procedures A stSeffF4e 320 D i & %)

Article 12 %1 2%

1. Before beginning a Human Subjects Research study, a Lead Investigator shall seek
approval from the Provost by submitting “Application for Approval of Human
Subjects Research” (Form 1; hereinafter referred to as “Human Subjects Research
Application”) and “Research Plan” (Form 2) with necessary attachments stipulated
separately. However, if a Human Subjects Research study involves the use of
anonymous Personal Information and/or anonymous Human Specimens only, a
Lead Investigator shall seek approval from the Provost by submitting "Application for
Use of Encoded Personal Information or Human Specimens” (Form 3) and
“Research Plan for Use of Encoded Personal Information or Human Specimens”
(Form 4).
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2. When a Lead Investigator intends to make substantive changes to the contents of

an approved Human Subjects Research study, the proposed changes should be
reviewed by the Committee and approved by the Provost. The Lead Investigator
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shall submit a “Request for Amendment/Modification for Human Subjects Research
or Use of Encoded Personal Information or Human Specimens” (Form 5) to the
Provost.
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The Provost shall seek advisement from the Committee regarding the contents of
applications.
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. The Committee will review applications and make recommendations to the Provost.
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Based on the recommendations from the Committee set forth in the preceding
pargaraph, the Provost shall decide on the results of applications and notify Lead
Investigators.
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. A Lead Investigator shall report the progress of an approved Human Subjects
Research study by submitting “Human Subjects Research Progress Report” (Form
6) to the Provost before March 31% each year, or more often as requested by the
Committee.
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Upon completing a Human Subjects Research study, the Lead Investigator shall
submit “Human Subjects Research Completion Report” (Form 7) to the Provost.
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In the event a Human Subjects Research study has been discontinued, the Lead
Investigator shall submit “Human Subjects Research Discontinuation Report” (Form
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8) to the Provost.
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9. In the event an ethical violation or safety-related accident occurs during a Human
Subjects Research study, the Lead Investigator must report the details of the
violation or accident to the Provost using “Human Subjects Research Adverse
Events Report” (Form 9) without delay.
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(Procedure for Minor Modifications to Contents of Application %472 HFENE DL T D F

ft)

Article 13 %1 3%

1. When the Lead Investigator wishes to make minor modifications to the contents of
an approved Human Subjects Research Application, such as changes in the Study
Personnel, changes to the study locations or minor changes to the forms used, etc.,
the Lead Investigator may make such changes after advising the Human Subjects
Research Officer
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2. The Human Subjects Research Officer shall report the modifications stipulated in
the preceding Paragraph to the chairperson of the Committee.
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3. When the Human Subjects Research Officer or the chairperson of the Committee
finds it necessary to seek advice from the Committee, the provision of Paragraph 2
to 5, Article 12 will apply mutatis mutandis.

AN GAF e B ETE VILEERENEES~OFMP MY Sl L7256, 551 2565 211
NHESHE COBELENT 5,

4. If the changes require review and approval by members of the Committee, the
Human Subjects Research Officer will immediately advise the Lead Investigator
ZES~OFERIN Y] &l SN T2 5E . A RAFEE BB 1R ISR B I
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MTBHLDET 5,

Chapter V Informed Consent
BHE AfVv7F—bFKearvkrh

(Informed Consent > 7 4 —A R« 2t )

Article 14 1 4%

1. The Lead Investigator and Study Personnel must explain the contents of the Human
Subjects Research study to prospective Human Subjects and obtain their Informed
Consent in writing.

WIRRBEAEE L WFEIEEHF L, BRI (AT EONEZ AL, FEEH T, v 7+ —L R =2
ey MEZFRITITRGR0,

2. Researchers shall ensure that prospective Human Subjects are able to exercise
freewill regarding study participation especially when the subjects are in an
unfavorable position due to economic, medical, or other reasons.

WFFERE %, PR 5 ek b B b, U2 OO L0 AR 5125 555
AT BFFEA~DSINT O T, RS G55 E O A R ORI+ 0B E L T hidZe
5720,

3. Previously collected Human Specimens must not be used for a Human Subjects
Research study without obtaining Informed Consent from the prospective Human
Subijects for a specified purpose.

PARMIZIEE SN 7o b b HSREUBHE I, FFE D B D T2 DITH T2 IR E A 7 o+ —
LR a3ty FeZFRORY . AREOFZECHNTEIZR B 7220,

4. Requirements for Informed Consent form shall be stipulated separately.
AT =L arty FORRITHLELRFHITHINCED 5,

(Proxy Consent 1)

Article15 #H15%

Procedures for obtaining Proxy Consent shall be stipulated separately.

REECESTA v T+ =L R arby MaZIT 52 ENTE DHEKROZEORHBWE, HNE
DHLDOET D,
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Chapter VI Training
BOE HFIEK

(Training ZH& 1K)

Article 16 1 6%

Before commencement of a Human Subjects Research, the Researchers shall receive
the training on the Human Subjects Research.

WFFERE 13 N RBFZE A B AR T 2 BT . ASRERIFFEICAR 2 BB I 2 525 L2 1T uid7e 5720,

Chapter VII Access to Information
BTE FHAR

(Access to Information 17 /A BR)

Article 17 81 7%

The Provost shall make the information concerning Human Subjects Research in the
University public according to the relevant guidelines established by the government.
TR A M BEET D EORRFHIES & AP T D ARG RICEAT D HERE AT T D,

Chapter VIII Miscellaneous Provisions
F8E HH|

(Remuneration and Reimbursement of Human Subjects #8# 1Zxh3 2 KAL)

Article 18 1 8%

1. Researchers may provide Human Subjects small remuneration for their participation.
However, Researchers must ensure that such payment does not coerce study
participation.

WIFEE L, RE DO T 28 E 525 2 LN TE 5, 72720, IHEEFIX
LD LD BB OB IMER/HT 25 Z L DRV E DI LRTIER 57220,

2. Researchers may provide Human Subjects reimbursements for travel or other
expenses as deemed appropriate.

g5, RE IC R mELFDMOE N A2 LS Z LN TX 5,

3. Researchers shall obtain approval from the Committee for the justification and
amount of remuneration and/or reimbursement.
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WFIEE T, W SUIBE A OS2 IEY & 5B L O@FICE L TEREROKRERR
THiEe s,

Details of compensation procedures for Human Subjects who has incurred harm
due to study participation shall be stipulated separately.
PR S DS AR AR 2 o T BROME R IZ OV TIE, BICED D,
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(Detailed Stipulations #ifif)

Article19 1 9%

In addition to the foregoing, any other matters necessary for conducting Human
Subjects Research that are not discussed in these Rules shall be stipulated separately.
COBRRIZED 2 b DODIEN . N RIFFEDEN B L 4B FHITHNIED D,

Supplementary Provisions

ap3ll

Applications approved based on the Independent Administrative Institution Okinawa

Institute of Science and Technology Promotion Corporation Human Subjects Research

Regulations shall be considered to be approved based on these rules.

FRAE NI P AN R P PE R 775 ORI E W BE L S v7e THSZATEOE N PR

Fe AT e AR A N & x5 & D F2EIC B 2 8 ) 10X 0 . Z OB OKEITRIIC
AT T ARTSAGEETENL, ZOBRBRICK VARSI NI b O L BT,
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