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(Purpose H®)

Articlel %1%

This detailed information sets forth matters regarding the implementation of Human
Subjects Research in accordance with the provisions of the OIST Graduate University
Human Subjects Research Rules (Hereinafter referred to as the “Rules”).

Z OMIRNZ, RREFR RN R FBER T AR GRET DRI T8 (LT TR Lo, )
DIEICEESE . NARIFEDO R L LB FIHE ED D,

(Responsibilities of Researchers Related to the Management of Personal Information

WFFEE S DR NG HE HIZ BT 5 HH )

Article2 #H24%

Researchers shall have the following responsibilities related to the safe management of

Personal Information specified in Paragraph 5, Article 6 of the Rules.

BIFEEE 6 55 5 BUTHIE T DM EEFEDOMAEROLZREHOIZODOEBIL, RO LBV &1 5,

(1) Researchers may not use Personal Information beyond the extent required to

achieve the purposes specified in the Informed Consent document, unless
additional consent is obtained from Human Subjects in advance.
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(2) Researchers shall inform Human Subjects when the use of Personal Information
will be modified, and shall obtain Informed Consent for the modified use.
However, this provision does not apply under the circumstances specified below.
WFEE L, EABRICOWTHHEMNZZEE T 5551003, & 5720 THEBRE I 4%
EERONKZHPIL, RBEEZ/RITIUIZROR, 220, RIZEBIT 556545k <,

a) When the modification is required by law.



ERITHES S BA,
b) When the modification is necessary for protecting the life, health, welfare, or
property of individuals.
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(3) When Researchers obtain Personal Information from other Researchers, the
Personal Information may not be used beyond the original purposes, unless
additional consent is obtained from the Human Subjects.
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(4) Researchers shall work to keep the Personal Information necessary for a
research study accurate and up to date.
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(5) Researchers will respond quickly and appropriately to complaints or inquiries
from Human Subjects about the handling of Personal Information.
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NS T 2 LoD R T T b2,

(6) Researchers may not supply any Personal Information to a third party without
prior consent of the Human Subject with the following exceptions.
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a) When supplying information is required by law.
ERICESLSGE,
b) When the information is necessary for protecting the life, health, welfare, or
property of individuals.
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(7) When study results are presented or published, the Researchers must ensure
that Human Subjects are not identifiable.
WHFEEF T, MMROFRREAERT 2501213, RELFETE RV S IAThbRITh
T2 570,



(Personal Identifiers fif# A % #5E T& 5 1% H)
Article3 #3%
Personal identifiers specified in Paragraph 3, Article 9 of the Rules are as follows.
BRSO R SHHICHIET DAL RETE HERIT. RDOEBY LT 5,
a) Names #4Hi
b) All geographic subdivisions smaller than a prefecture
HBIE IR IR AL LAA 0D HiUIB 1
c) All elements of dates (except year) in medical records
PRERO AT (FxkR<)
d) Birthdate “#HH
e) Telephone numbers EiG&E 5
f) Faxnumbers 77 v 7 2XE%5
g) Electronic mail addresses &1 A—/L7 KL X
h) Medical record numbers [E#iéxE 5
i) Certificate/license number FEAE/ G FFREER 5
j) Biometric identifiers A {AGRFEHEREIZBE T 5 1
k) Full face photographic images and any comparable images
AR D T E K OFEER O E
[) Any other unique identifying number, characteristic, or code
ZOMDMENZFFE TE HEADOEF S, FEIIa—F

(Attachments to Human Subjects Research Application A& aF5e Bt = DO TR RN
Article4 #4%
The following materials should be attached to the Human Subjects Research
Application as stipulated in Paragraph 1, Article 12 of the Rules.
KRR 1 2 555 1 BUCHE T 2 AP RIFUEA R EHEICIRM T 2 BESEIL, ko LBV &2,
(1) Research plan including items below:
RO Z Fe# L 72 FEaTm

a) Protocol title A2z E4

b) Purpose/Goals HI¥J

¢) Hypothesis/Research questions {i&i/AF 7R

d) Scientific background of research #F%zD R0 5

e) Expected outcomes Tl &%k #

f) Publication of results #fF7ERHDAE

g) Human subjects #i%#



h) Study design #7741 >

i) Remuneration and Reimbursement 3ZfAu»

J) Procedure for obtaining informed consent o > 7 4 —A K- artr b EZITS
Fioe

k) Data storage 7 — % {#1%

[) Minimization of harm f&ER D%/ IMb

m) Special Considerations 3|72 % &

n) Special procedures #5572 4L iE

0) Study fund #F7EREE:

p) Financial interests in the outcome of the study #F7ERF I 51T 2 f&35 BOF] E B
%

q) Other ethical issues Z DOt fHELHIRIEIZ DV T

' Researchers #F5E#

s) Research sites #f7¢ 3 50T

t) Collaborative research I[F#F5E

u) Website information © =71 k&

(2) Informed Consent form (if applicable).
AT =L R arty hoEX GEYT55HA).

(3) Instrumentation — All surveys, questionnaires, standardized assessment tools,
interview questions, focus group interview questions/prompts or other
instruments for data collection.
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OEME . Fu 7 b, UIZOfMoT — 2 UEDE A,

(4) Recruitment Materials — Letters to prospective Human Subjects, advertisements,
flyers, listserv postings, emails, brochures, telephone scripts, presentation
scripts, etc.
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(Informed Consent A > 7 4 —A K+« 2k 1)

Article5 5%

The following information should be included in the Informed Consent form as stipulated
in Paragraph 4, Article 13 of the Rules.
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T2,
(1)

(2)

3)

(4)

()

(6)

(7)

(8)

(9)

(10)

The significance, purpose(s), method(s), and duration of the Human Subjects
Research study.
NXARIFEOEFR, BRI, FIEMOHIH,

Participation is voluntary.
ZIMIMEETH DL Z L,

Refusal to participate will involve no penalty or loss of benefits to which the
Human Subject is otherwise entitled.
ZINZRE L7222 L& b o TEIRARIRE 28 22 1T e 2 &,

The Human Subject may discontinue participation at any time without penalty or
loss of benefits to which the Human Subject is otherwise entitled.

BEBRE X, B TEA~DOBIMIHONT, FIRARR RIS EZ T 2 2 LR Vo TH
T B2EnTELH L,

puflly

The reason why the individual was selected as a Human Subject.
e & L CRE S LB,

Expected outcomes of the Human Subjects Research study.
NKFGAFGED Tl S 40 D 5 Ho

Any benefits to the Human Subject or to others which may reasonably be
expected from the Human Subjects Research study.
PEBRFE A DT & > TO NKGAFFED T S 41 2 FIAE,

Any reasonably foreseeable risks or discomforts to the Human Subject.
PERE NS 2 T LT 2 fEBR M ORI IR R,

Confidentiality of records identifying the Human Subject will be maintained.
PeBRE % FFE T D ReER D RLE IR,

The possibility that the results of the Human Subjects Research study will be
published after Personal Information is made anonymous and unidentifiable.



(11)

(12)

(13)

(14)

(15)

(16)

N BIFTRORED . EAERBEAC SN ECAK SN D RN H D 2 &

Reimbursements for expenses incurred from participating in the Human
Subjects Research study such as traveling.
AN GIFIEA~D BN BN TIA L7288 E 70 & O D3 HA,

Remuneration for study participation, if any.
N BRBFTES I~ D WA A IE, & DI,

Name(s) of researcher(s) and their professional affiliation(s), job title(s) and
contact information.
MHIEEEORA ., FTE. T b ONERsE,

Contact information for questions and complaints.
WG hot, HHEEORD OEKEIEEICET 51k,

Other information necessary for the Human Subject to make an appropriate
decision regarding study participation.
PR DFIES AN B L T BRI EN TE D L D IT D72 DI E R Z DD,

A place for the Human Subject’s signature and the date.
e DEL & BT O,

(Proxy Consent fti%)
Article6 #H64%

1.

The Lead Investigator shall demonstrate the need to recruit populations requiring

Proxy Consent and shall describe the procedures for obtaining Proxy Consent in the

research plan.
R X, REEZ VT L3 D908 OB DI LB R B R ORGEIC L D1 v 7
—A K arky hOBEFHEZFIEETEIZEEE L2 e 5720,

2. Researchers may obtain Proxy Consent as described below.

(1)

fGRICEDFBEORGEN TE 256 L OZ DR PN FTROEY &T 5,

When the prospective Human Subject is judged objectively as being unable to
give valid Informed Consent by reason of significant cognitive impairment.
PR D EE ORI O EFEOHBIC LIV AN RA v T —L R arkr b
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(2) When the prospective Human Subject is a minor (an individual under twenty
years of age who has never been married). If the minor is sixteen years of age or
older, Informed Consent from the minor as well as Proxy Consent must be
obtained. If the minor is under the age of sixteen years old, in addition to Proxy
Consent, an assent from the minor must be obtained when the minor is capable
of providing verbal or written assent based on the age, maturity and
psychological state. The minor should be given an explanation of the proposed
research, potential benefits, any discomforts and inconveniences in language
that is appropriate for the child’s age, experience, maturity, and condition.
PERERE DREE (W2 ORI OE Tho T, A L LB NbDE N
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(3) Whenitis not possible to obtain Informed Consent from a prospective Human
Subject due to death and when it is demonstrated that participation in the
Human Subjects Research study would not contradict the subject’s expressed
intention while living.
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Supplementary Provisions (Rules Version 1.00 November 1, 2011)
it Al CE2 341 1H1H 1. 00K

These Rules shall come into effect from November 1, 2011.
ZOHRRIT, FE2 31 1A 1 BbiEfTT %,

Supplementary Provisions (Rules Version 1.01 April 1, 2013)
Mt Bl CERc2 544H1H 1. 01hK)

These Rules shall come into effect from April 1, 2013.
COMRRIE, FRR2 544 A 1 A6 HIITT %,



Supplementary Provisions (Rules Version 1.02 April 1, 2022)
MRl (BF44E6H1H 21, 02k

These Rules shall come into effect from April 1, 2022.
ZOBBIE, SAE6 A 1 BT 5,



