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(Purpose H1)

Articlel 1%

These Rules set forth rules regarding the constitution and other necessary matters for
the Human Subjects Research Review Committee (hereinafter referred to as the
“Committee”) in accordance with the provisions of the OIST Graduate University Human
Subjects Research Rules (hereinafter referred to as the “Rules”).
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(Membership of the Committee ZESDZER)
Article2 %24
1. Requirements for chairperson and members of the Committee stipulated in
Paragraph 2, Article 10 of the Rules are as follows.
HESE 1 ORF2HICHET 2 ZBERDEBERKVOEBOEFITRDO LB LT 5,
(1) One member who is a lawyer.
ERZEZLHLDOTHDLZ L,
(2) One member with expertise in ethics.
fREFHEMRLEELLOTHD Z &,
(3) One member who is a (health) medical practitioner.
ERERELZZLLDOTHDL L,
(4) One member with expertise in biostatistics.
EVHGEIFEMEEZEL LD THD 2 L,
(5) One member with expertise in pharmacology/pharmacy.
FHPXTEFOEMEE2EZL LD THD 2 L,
(6) One member with cultural expertise/knowledge.
EEMREELHLOTHDHZ L,
(7) One member with expertise in social sciences (e.g., psychology).



DHEFEOHABFAEMNZLEDLOTH L L,

(8) One member representing the general public (community representative).
Mgt 2REFLZGLLDOTHDL Z L&,

(9) One member representing consumer perspectives.
HEEFREFZELLOTHDLZ L,

(10) No fewer than 3 women.
TME 3L EBLLDOTHDLZ L,

(11) No fewer than 3 men.
FBEILUEFLLDOTHDLZ L,

(12) No fewer than 2 active researchers.
B DOWIEE 2 24U LB b D THDH Z L,

(13) No fewer than 2 members who are from and live in Okinawa.
IR S HBEE R 2 2 U LG b DO TH DL 2 &,

Members stipulated in the Items (1), (2), (6), (8) and (9) of the preceding paragraph
should not be active researchers.
AT (1), (2). (6). (8)KN(9)DHKFIZHiT 58 1%, BIEKOIEHE TRNE LT D,

Some members may be able to fill more than one role on the Committee.
ZRITEBOEE ZHRNL LN TEL LD ET D,

. The Dean of Research shall appoint members among knowledgeable persons
inside and outside of the University to meet the requirements specified in Paragraph
1.
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The Committee shall have a chairperson, who is appointed by the Dean of
Research.
FTESIC, ST 4 — ko TEMENIEZEEZESL,

The term of the chairperson and committee members shall be two years. They may
be reappointed. However, when a member resigns or is terminated before the term
ends, a substitute member shall be appointed to serve the remaining of the term.
ZEE. ZEOMHIE., 2L L, BMEZBIT RV, 72720, ZRBICRBEZELZGED
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8.

When the chairperson is unable to fulfill the duties, a committee member previously
nominated by the chairperson shall take over the chairperson’s duties.
ZERPBS 2RI THIENTERVEAIE. &N LOEERORAT HEZENZE DI
BaiT4 5%,

When the Committee requires additional expert opinions for a review, the Committee
may appoint a consultant.
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When the Committee is required to review the use of Human Specimens in a Human
Subjects Research study, the Committee may organize a special subcommittee
stipulated separately.
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(Operation of the Committee Z &£ & )
Article3 #3%

1.

The chairperson shall call a committee meeting as needed.
FZESIE, REIISCTEERPALT D,

The Committee will not hold a committee meeting to discuss nor decide on the
recommendations to the Dean of Research unless: at least two-thirds of the
committee members are present; and at least one member who is an active
researcher and at least one member who is not an active researcher are present.
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The Committee shall have its office in the Research Safety Section.
ZEROFHRIT. MRLEZEE 7 v a VNICES,

(The Committee Review, Recommendations and Opinions B DO #4A, R KO H)
Article4 %45
Review if the Human Subjects Research study which is requested by the Dean of



Research shall proceed in accordance with one of the following methods:
WFFEHH A 7 ¢ — U DVFER L 72 KR BRI DF AT LL T O HIEIZ L > TIT 9,
(1) Review in a committee meeting
ZESARIC L OFE
(2) Written Review: a review that is carried out by distributing written materials for the review
to each member of the committee and collecting opinions without holding a committee
meeting.
FHFEE ZEREMKET DL FHASZRICRMN LT, TOFRZIERT 575
BEIZ X017 O FA
(3) Expedited review: a review that is carried out by members of the Committee who are
appointed by the chairperson, and without holding a committee meeting.
HlES ZERZEBET L 2L ZERVPEA LEEZBICEIVITHIHFEA

(Review in a Committee Meeting Z& & BAf#IC & 5 H )

Article5 5%

1. As arule, Recommendations concerning new Human Subjects Research studies to
the Dean of Research by the Committee shall be made during committee meetings.
JRALE U THHO NG TENAR DY T ¢ — o ~DRE L, ZAESMRICIVIRES
NIRRT HITR B0,

2. As arule, the Committee’s recommendation about any issue shall be made by the
consensus of the committee members that are present at the committee meeting.
TRTOFRIIOVWTOEERORREIL, HFEEZER2BOGELXFRAE T2,

3. The following individuals are prohibited from taking part in the deliberations and may

not vote at a committee meeting: the President, the Dean of Research, the
Vice-Dean of Research for Research, and the Lead Investigator and Study
Personnel of a Human Subjects Research study being reviewed. However, the
above may attend a meeting to provide clarifications at the request of the
Committee.
WIZET H2FIIFBDOFHE XL OBIRIZSINL T b2 PR, Y7 — ., f\l
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4. The Committee may request a Lead Investigator to present any additional data



necessary for a review. The Lead Investigator cannot refuse such requests without

due cause.

ZE2T REMAE XL, FEOOITHLERBMNEROREZRD D Z LN TE D,
nf%ﬁ%li\ IESRBBEAZ2VRY 2D C2R TR b2,

The Committee shall make the following recommendations to the Dean of
Research.
ZEZOWIHYE T 4 — U ~OREIX, ROBZFONTANE T D,
(1) Approved: Arecommendation to approve an application.
AGR  HEENAE O %M 2 AR5 L) HIE,

(2) Provisionally approved: A recommendation to approve an application with
modifications requested by the Committee.
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(3) Deferred: A decision to defer the approval of an application because further
consideration or investigation is needed, and/or the application is incomplete.
AEREFRA - HICHMF SUTAERLE TH D720, HDWIIHFEEONMEED 7= DR %
TRt & D HIE,

(4) Declined: A decision to decline an application. However, declining of an
application does not prevent the Lead Investigator from modifying the research
plan and resubmitting the application.

AR HEENEDOFEMZ AR L2 E W I HE, 72720, ARHEIL, HHEREEIC
DWFFEEHEIE ER OB RGEZ T 720,

(5) Not applicable: Application is not appropriate for a review by the Committee.

LY - MEENAED, ZESOFEERNGL LBV E W S HE,

As a rule, the contents of the Human Subjects Research Application and the
minutes of the committee meetings shall be accessible by the public. However,
when necessary and appropriate, Researchers can request to limit the release of
such information and the Committee may hold a closed meeting. In addition,
Personal Information in any of the documents must be protected from disclosure.
JFRIE LT, ARZRIFERFHEE R OZEROFEFHRKIT. —ROAXIZABHES RTINS
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7.

Review records shall be retained for five years after the completion of the Human
Subjects Research study.
FALERORAHIMIL, BEARRIFIEOK T 5 EM & T 5,

The Dean of Research shall certify the review results of the Committee when such
certification is required.
FAICRT DRENA RN ERG AL, RS T = BRENEITI,

Researchers requiring a certification of the review results should make an
application to the Dean of Research using the form “Application for Certificate of
Compliance with Human Subjects Research Rules” (Form 10).
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(Written Review E i 4)

Article 6 %65
1 A written review may be conducted for applications that have been deferred as a

result of a review in a committee meeting, applications that contain similar research
plans to applications that have been reviewed in the past and applications for which
the chairperson judges that a written review is sufficient.
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Each member shall review the application and notify the chairperson of his/her
opinions and decisions.
FHFERITT R TOLZRICIVFEASN, ZERIERLOCHNELZERICEMT D,

The provisions from Paragraphs 2 to 9 of Article 5 shall apply mutatis mutandis to
written review.
FORE 2HEHMNLH IHDOBEIX, FHEDICHOWTHENT L,

(Expedited Review i #H4)
Article 7 7%
1. The chairperson may proceed to review an application submitted to the Committee

in expedited review, if any of the following conditions is applicable:



1)

)

3
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In the case of a minor modification to an already approved research plan;

BEIZHKGE S LT D WFZEG T OISR 2 D6

In the case of a collaborative Human Subjects Research study and its
implementation that is already approved by an Ethical Review Committee in the
leading organization;

HLFEFIETH > T, BEICE W EEEICE W TRBEE AL B S ORARB L Z T A
KIGMFFEETE 2 FE i L & 5 & T 255,

In the case of the implementation of small student projects and other Human
Subject Research studies that are time sensitive and for which the chairperson
determines the probability and magnitude of anticipated harm or discomfort is no
greater than would be encountered in daily life or during routine physical or
psychological examinations.
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The same forms and review criteria shall be used for an expedited review and a
review at the Committee meeting. However, a meeting is not required for an
expedited review.

EE%E&U% IRIIBIT LFEEICE VT, Fl—ORACEERENEN SN0 LT
%, T2 L, EREICBWTL, SEOHEIILETIT R,

The chairperson shall appoint at least two committee members, including the
chairperson if appropriate, to conduct an expedited review.
HHEERIL, ZERMHEA L2 24U EOZE (WBEICKVZERZET)ICLVEET D,

The results of an expedited review shall be submitted to the chairperson in writing.
HHFEE ORI, FHTEERICREETS .

The chairperson shall approve the results of expedited review as the decision of the
Committee.

ZERT, BREHSNOREEEORERESH L TEAR L LTOHWZ T,

The chairperson shall inform other Committee members of the results of expedited



review.
ZEREIZ, AEEEOBRE2MOEZRIZHET 5,

7. The provisions from Paragraph 2 to 9 of Article 5 shall apply mutatis mutandis to the
expedited review.
BEORE2HMNOLHIHE TOHEIL, WlHFEEICHOVWTHENT L,

(Compensation and Reimbursement for Travel Expenses Z B O )k Ok #)

Article 8 8%

The University shall provide compensation and reimbursement for travel expenses to
the chairperson and committee members in accordance with the provisions stipulated
separately.
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