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(Purpose H1)

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”).
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(Responsibilities of Researchers Related to the Management of Personal Information

WF e 5 O NG HRE BUZ B4 2 55 %)

Article2 #2%

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

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

HRRE 6 25 5 HICHE T 2 EOMAFROLREHDOIZODERKIL, RDOEBY LT 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.
FFEE BT, A RICOWTHHBRAZEE T 5551203, & 570 THEBRE Y%
EEONEZHA L, REZGRTIUIRBRW, 220, RICEBIT 2565k,

a) When the modification is required by law.
EIZESGA,

b) When the modification is necessary for protecting the life, health, welfare, or



3)

(4)

(5)

(6)

(7)

property of individuals.
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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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Researchers shall work to keep the Personal Information necessary for a
research study accurate and up to date.
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Researchers will respond quickly and appropriately to complaints or inquiries
from Human Subjects about the handling of Personal Information.

WFFEEE T, NGO BRI BT 28R E E 0 & O - VA ORISRl o
NS T D X 28O TR 570,

Researchers may not supply any Personal Information to a third party without
prior consent of the Human Subject with the following exceptions.
WREFIL, O LOEREOREZGRWT, MAEBREZE =FITRILL TiTk s
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a) When supplying information is required by law.
EICESLGA,
b) When the information is necessary for protecting the life, health, welfare, or
property of individuals.
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When study results are presented or published, the Researchers must ensure
that Human Subjects are not identifiable.

MHEF L, RO REZART H2HEICIL, HREZ/HETE VLD ITbRITN
[ERASCRANAN

(Personal Identifiers fifl \ & 45 7E T& 515 H)



Article 3 3%
Personal identifiers specified in Paragraph 3, Article 9 of the Rules are as follows.
HREE ORSHITHET 2AZFETE DFHIT. KD LB L2,
a) Names 4 i
b) All geographic subdivisions smaller than a prefecture
HBE I Uk AL LIS D HLIs 1
c) All elements of dates (except year) in medical records
PR RO AT (FxkR<)
d) Birth date #44FHH
e) Telephone numbers EiG&E S
f) Faxnumbers 77 v 7 ZA%KE
g) Electronic mail addresses &1 A—/17 FL-X
h) Medical record numbers [E¥RrléxE 5
i) Certificate/license number FE &/ FFREE &
j) Biometric identifiers A {RGRFEMEREIZB T 2 1E
k) Full face photographic images and any comparable images
BRAR 0D 5B K OV A oD T
I) Any other unique identifying number, characteristic, or code
Z OMOENZFFETE HEADEF S, FFEXITa—F

(Attachments to Human Subjects Research Application A& 7E HsEE O IRAE KL
Article4 4%
The following materials should be attached to the Human Subjects Research
Application as stipulated in Paragraph 1, Article 12 of the Rules.
HRRE 1 258 1 HICHET 2 ARPERERFEEHICRMI T2 EFHE T, KoLk L¥+2,
(1) Research plan including items below:
IR OFIE 7 50 L /2P FEE T
a) Protocol title #FEiRE4
b) Purpose/Goals Hf¥
c) Hypothesis/Research questions {iit/HfF 7t
d) Scientific background of research #%E D A0 Es 5
e) Expected outcomes Fifll &5k H
f) Publication of results #f7epk D AE
g) Human subjects #5#
h) Study design #7271
i) Remuneration and Reimbursement 3ZfAu»



j) Procedure for obtaining informed consent f > 7+ —A K« vk M EZITD
Fe

k) Data storage 7 —# {#1F

[) Minimization of harm f&k& D/ Mb

m) Special Considerations #5517 % &

n) Special procedures $551] 72 AL

0) Study fund #FFEREE

p) Financial interests in the outcome of the study A7 IZ 51T 2 #&7 HOF) % B
%

q) Other ethical issues Z O fth D fHELAIRTEEIZ SV T

r) Researchers #f7e#

s) Research sites W53 fti T

t) Collaborative research [R5

u) Website information U =71 MM

(2) Informed Consent form (if applicable).
AT Fr—bFartry okl GE4T5548).

(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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%

(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 > 7 4 —A R« 2t )

Article5 #5%

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

HREE 1 SHR4ATICHET DA v 74 —L K- arty ORI ERERITZ, ko LB &
T2,



(1)

(2)

(3)

(4)

(5)

(6)

(7)

(8)

(9)

(10)

The significance, purpose(s), method(s), and duration of the Human Subjects
Research study.
NARIFFEDER. B, HIEKROHIH,

Participation is voluntary.
ZMNIUEETHDZ &,

Refusal to participate will involve no penalty or loss of benefits to which the
Human Subject is otherwise entitled.
ZIMZFEE LR & &b o TRHRAFIE 2 G 22 T 2 &y

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

PR 1. BEEFTEA~DBNNCHON T, FIRAFIR S22 1T 5 Z Lo ThH
T2 ERTEDHT L,

The reason why the individual was selected as a Human Subject.
BRE L L GEE SN E R,

Expected outcomes of the Human Subjects Research study.
UNSE 20K AR el [RY gAY = N

Any benefits to the Human Subject or to others which may reasonably be
expected from the Human Subjects Research study.
PR M DE T & o TO AR FED T S 2 F4E,

Any reasonably foreseeable risks or discomforts to the Human Subject.
PR (T3 D T LAS 2 fali &k O R 72 R .,

Confidentiality of records identifying the Human Subject will be maintained.
PR A R E S 2 sk DR IR,

The possibility that the results of the Human Subjects Research study will be
published after Personal Information is made anonymous and unidentifiable.
NSRRI FEDORLRA, EANEFRBEAE SN ETARSND ATREENH D Z &



(11) Reimbursements for expenses incurred from participating in the Human
Subjects Research study such as traveling.
ARG FEA~D BN IBNTHAE LT 58@ e e E OB A O,

(12) Remuneration for study participation, if any.
NKEGAFFES M~ DRI AU, 2 DB,

(13) Name(s) of researcher(s) and their professional affiliation(s), job title(s) and
contact information.
WIEEFEDORA . g, Tf K ONERS S,

(14) Contact information for questions and complaints.
VWG b, EIHEEORDOEEIEEICET 5 1HR,

(15) Other information necessary for the Human Subject to make an appropriate
decision regarding study participation.
PR DFFES AN B L Tl BRI ENR TE 2 K 9 I2T 272 DI B2 Z DD fE R,

(16) A place for the Human Subject’s signature and the date.
WBRE DEL L AT O,

(Proxy Consent 1)

Article 6 #6%

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.

WIRBEEE L, G2 LB L T 28R E OEH DB L ER AR OGS LD 7+
— AR 3t s FOREGEHAFFERENC R LR T iEie 57220,

2. Researchers may obtain Proxy Consent as described below.
REBEIZ L DFRBEOEEFNTE 255G X OZE DR WNTKDOEY &L+ 5,
(1) When the prospective Human Subiject is judged objectively as being unable to
give valid Informed Consent by reason of significant cognitive impairment.
BB A D E ORI O ESEOHBIC LV EN A v 7+ — LK artr b
HH2DHZENTERNERBIINHE SN D55,



(2)

(3)

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.
PEREAEE DARBAEE (7 2 ORI DOE Th-> T, IFREZ L2 &R0V oEn
9.) DY, WEBEME S 1 6Ll EOLEIIE, REEICKDIFRE LS & biT, #pE
WHEPODA L T =LK arty bbZTRINTR SR, £o, R GEAE
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When it is 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.

WRIEMENAEGF L CODEMICA VT4 — LR a2y FEZITHILENRTE RN
6 Th o CTARRFFE~DOS MM Z DOAEFNZIBIT HRM R ERIZK LT RN

AN
Mo



