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-Common Rule —EFHDRE T MNEEFE(SHBITHARICxT
LTEASN SRS (FHBIERfTDEH)

-FDA Regulations —#HTEFDERRABROERGEICBEHAIND
BMEZERRB (Food and Drug Administration) D3R i (EZE &4
EREMAFORTORBETHEFETIEDN, TORNENEZHED
F=OIZIT O RGEITEASND)

-FDA Regulations ¥, 1970 F K& F LIFE, AAEMIZIE Common

Rule [CBBSEDLIBEEINTE =,

21st Century Cures Act (2016) §3023(a) ---the Secretary of Health and
Human Services ------ shall, to the extent practicable and consistent with
other statutory provisions, harmonize differences between the HHS Human
Subject Regulations and the FDA Human Subject Regulations.......
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91974530 ERRBHEFRUE —ANRARISERASNSRA OFIE
€1991.6.18 Office of Science and Technology Policy (OSTP), Federal Policy for
the Protection of Human Subjects; Notices and Rules——Federal Policyh%15%&
FrOMAIELTRIL(IEL - JL—)LEST)
€2017.1.19 16MDET—IEIE> - JL—)LER, Federal Policy for the
Protection of Human Subjects (Final rule)
WEIEV-IL—ILIZIE
ZHBRERARICESMIT IERENDERICOVWTE-IRBEEZEH
11+ HIRTE A EF N TLV=Z(2020.1.20.581T, D ERSE2019.1.21),
€2016.6.21 National Institutes of Health (NIH)——NIHA @B 2 At &R L
EMREICSINT 5L ICE—IRBOFERET RO DHIEHHZFK K (2018.1.25.
FEAT) o

IRB, SIRB# & < % i&if

IRB ﬁ'-TIJ E (: -L‘-_I-j_ é H:I:, EHJ C.E. Schneider, The Censor’s Hand (2015)
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® FEEM, ERMT, BIELREETIA

Q@ A7+ —LR-a U MIEITZERBADEH KBTS 5 (83-90)

WOZDHEFIEERBEINT, EFEEMHONT, FOIIENTELRLR
SchneiderBiZ (I N LD ELEIBZ AIRBHIEDFEIEFFIRL TS,

BY

IRB ' =D L \ —C 0) E&E ;SISR. Klitzman, The Ethics Police? (2015)

BKlitzmanZ IS ZE (FAHEIERED-ODORABE - B2 — LB DHER
SHIELR)ILDRE
I RIRB, #IHIRB; BEEHE O FIRE (maximum turnaround times) ; ZREEHIE ; BE
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OEEFDHEMN - —EMHORIN—EREBICELLIFHR-BLIER
wR-ER

SHAD B THEERIZEMNBHSIRB,

—RBEEREOA)yrELTERENELD

(1) O—AHJLIRBD & B DEH

(2) B—A/LIRBREIDEE D FEE DA

(3) BEEICHITH0—H/LIRBREI DHARE, I £7A91H:E O [a]58

(4) IRBEEDOMEMR L

(5) #HEREREDM L

6) E=R) T DRSS

() BHERICETA2EEERBDOESRS

8) HEMRDEERICWELFEMMABZIF DIRBOERD ATREHE

(9) FREBEEDAEIL

(1) EETOrILDRE EBBEHNEEDESZS

(1) XEDN—PavEBORSS

(A. Corneli et al, Ethics & Human Res. 43(3): 26-36, 28 (2021))

O/MNAT, IRBOLWEEE TOMEA I GEICLE D/ BEI T THZEIS
ZINTEHRLIEHINS (NCIDOCIRBZE) ,

10

X [E
SIRBMD & DR

NCI (National Cancer Institute) @
CIRB (Central Institutional Review Board)

)
A\~ =4

SIRBD & D FE{R :NCI CIRBD

ONCIDCIRB—A4F B4 (REANA (LPE, 2001~), BHIAA (EPE, 2013
~), INRDAYA (Peds, 2004~), HYAF [ (CPC, 2015~))—% /< Ethicists,
Nurses, Patient Advocates, Pharmacists, Physicians, and Statisticians/HN S Rl o
——2012 & [T Association for the Accreditation of Human Research
Protection Programs (AAHRPP)DEREEE =175 (2012).

Linda K. Parreco, Ensuring Quality IRB Reviews: Lessons Learned from NCI’s CIRB

Initiative, Practical and Ethical Considerations for Single IRB Review 4 (OHRP, 2020).
https://www.hhs.gov/ohrp/sites/default/files/2020-exploratory-workshop-summary-irb.pdf

[(REDEENDID>DRA+——people, processes, and tool]
1 IRBEE——BEEZR/OI_ENEEN

OEEEE AVIL T3y, REREERE METDER eHEBE —&it
2 FERMEDOER
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SIRBDE D FER :NCI CIRBD
1 IRBZE&
QT RTHEEES [EEBIHEPICHE]

NCI employees and contractors are not eligible to serve on the CIRB.

O EHAFIFE (1~35LE), BIEIEHYSS,

Three-year appointments are made for the board’s 15-20 members, with
reappointment by invitation.

4.3.3 CIRB members are volunteers and are initially appointed for a one- to
three-year term. A member may continue to serve beyond the initial

appointment if recommended by the Head of Strategy and Operations.
(NCI CIRB SOPs)

OH-LBERRFFIMNFE ——6AXRETILHZZN, 9B (CFdH, 10~
RBISFAVIVT—ay, ZEEREEFEEE P1AICESCHME. £
RIEAIZ2[E~ 1 [EIFE, 1[E46/H.

The new cohort of board members will be appointed by early September.
Orientation and the opportunity to observe several meetings will take
place October — December 2023. New board members will assume their
role, as a full voting member, in January 2024.
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NCI CIRB: BECOME A BOARD MEMBER
NCIOCIRBI T YA b——FHT-ICFEIZHS

[Responsibilities——F 7§ ]

1. Maintain knowledge of regulations and policies pertaining to human
resecarch—— A X RIFZTIZRE T SRR A - FE &t DIEAE

2. Maintain knowledge of CIRB policies pertaining to serving as a CIRB
member——CIRBZ 8 %75 (2B 4 CIRBI5 &t D EfZ

3. Understand the Conflict of Interest Policy for CIRB Members and disclose
potential or known conflicts of interest——COI$5 &t D IR fE L COID R

4. Review all materials received and/or electronically posted prior to
meetings——Z& B Z RN E B DT

5. Attend regularly scheduled CIRB meetings via teleconference and
ePanelO——F U SA VIC KD EFIZZADHE

https://www.ncicirb.org/boards-members/become-board-member "

NCI CIRB: BECOME A BOARD MEMBER
NCIDCIRBYz 7Y A b——FT=ICRBIZHS

6. Engage in discussions and vote at CIRB meetings——Z&Z B R TDER

DSM-_E

7. When assigned, serve as primary reviewer for scheduled reviews and
submit a written review of the assigned study using the appropriate
reviewer form within the designated timeframe.——ZIY HToN -2
DEAEGEEGHRECEEHARAICEL GICEMOMNFEEEN
HY, TOHERIICIRBIZIR SN D)

8. Maintain confidentiality of CIRB discussions and all meeting
materials——& B R DEMEEFHBEI 2 HESE

9. Attend and participate in monthly board meeting educational training

sessions, ad hoc webinars, and any in-person educational meetings——2%

SRAEROEATHE15S]. MEFEDVIE;F— METHEICH
FE-ZSh0 (b, BB EDRHICET 2 —0avThH b, ]

10. Respond by indicated deadline to requests from CIRB Operations Office
for information——FF BN LDBWVEH I3 T HIEE KRN EZ

https://www.ncicirb.org/boards-members/become-board-member 15

NCI CIRB: BECOME A BOARD MEMBER
NCIDCIRBI T b——FHT-ICREIZHS

[CIRBEZE DEEFEDEREA)

@ CIRBZ BT BTG, B, 258
1. LTOLDZEEH->TNAIEEBERATEDIE
(1) AESMEREDT=ODEAMHIEFH
(2)3E - IL—IL
Q) ARSMEBREISERAINDEL DA
(4) IRBIZEITAERE<H W TEMMBEALDEERD
2. NHFE®BREBERBHAICBITAE=EICEVLWTENTIVSZE
3. ERMIMIREIZOWNT, REICER - IIGZFHAKEICTESC L
4. BEHFFESTRELMLEENTESILE

https://www.ncicirb.org/boards-members/become-board-member 16




SIRBXEDT=6HDY—ILDEIF

NCI CIRB Stipulation Analysis Review Tool (NCI StART)
— EARDEHESNDEREEHDRUETE T H=HDY—IL
(Categories 1-8IEZFDAFRAIPIEL - JL—ILIZIEMHY, 9-10DIEHEILNHE,
1 EHY)

Category 1: Risks to subjects minimized

Category 2: Risks reasonable in relation to anticipated benefits
Category 3: Equitable selection of subjects

Category 4: IC

Category 5: Waiver or alteration of IC process or signed document
Category 6: Data monitoring to ensure subject safety, when appropriate
Category 7: Privacy and confidentiality, when appropriate

Category 8: Vulnerable subjects

Category 9: Editorial

Category 10: Inconsistencies

Category 11: Noncategorizable

Category 12: Compound Stipulations

(Rooney, Measuring IRB Regulatory Compliance, 14(2) J Empirical Res on Hum Res
Ethics 95-106, 2019)
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JH 37 IRB (Independent IRB)
1< — <+ JLIRB (Commercial IRB)
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V¥ —+JLIRB (cIRB)
-KETIEENEWNEEZ DR - NFEMIIRET HIRBASHERE
‘BODIRBEHDORFEFTHOTE. (ERE TS AHUARBEFH R ZHEREL .
MARNBLERICELTHAROER-ERH. E=FI T EITHDNLEER
DRAZRDHIRFNAEINSIEN—HER, FIZ (X, UCLA IRBEF
B®D ™75 Ak, https://ohrpp.research.ucla.edu/irb-reliance-commercial-irb/
KETHHYIE., SERIRB. 45 (ZAIRBADEEEICE FE IR A DA
mof=. LAHL.
ONIHIEEHPIEV L —ILDERICFHE—FBEDEH DT
QAHENO A THRAEEZIITHBN LR EENSH DL
QF O ERIET HEICKEIETENAEL
B@RELGBEEDIRTIRMSE
D =T, cIRBOFI AL HEATES -,

Heath, The History, Function, and Future of Independent
Institutional Review Boards (National Bioethics Advisory Commission], 2000)

V. Strengths of the Independent IRB (IIRB) [ - F| &]

A. IIRBs Provide Review for Studies at Sites Without an Internal IRB. [IRBAE1#:%]
B. IIRBs are Structured to Provide Efficient Reviews. [31Z&rEE]

C. Institutional Independence Supports Objective Reviews. [ H SIRIIDIRB]

D. IIRBs Provide Consistency of Review in Multi-Site Studies. [ #4B8 £ F#FZE]

E. IIRBs Provide Review for Unregulated research. [#55:a xS N BN EE]
F. IIRBs allow institutional IRBs "breathing room." [#4BSIRBIZx}3 5% {E]

G. IIRBs provide a bridge between the worlds of the !RB and Industry.

V. Perceived Disadvantages [f# i@ S5 s &Rt i |

A. Internal Procedures Can Ensure that IRBs Identify and Consider Local Issues and
Attitudes. [BH A bDEIE]

B. Conflict of Interest Associated with the Fee for Service Can Be Addressed
Through Organizational Structure. [F|2£48 /% ]

C. IRB "Shopping" can be addressed through Regulations and Due Diligence to
Assure that IRBs have Knowledge of Previous !RB Review. [RB¥avE2J]




Babb, Regulating Human Research: IRBs from Peer Review
to Compliance Bureaucracy 66-69 (Stanford U. P. 2020)

[3<— v LIRBOKFR)

-Hhig - BEER I IO M TR LCEMIREEEHTHENTED
SZHDAFEOREIHETELZHDEESDERE

- 158 (3] 0D B - PR F T (FE R R AR R D SR B R L D EEE)
SEMMZEZETD, MITTNEERIEGD, —EHDOHLIRER

SFREDILKICKBRT—ILA) Yk

KIFRIRBTIE, ZHDODR2YT (FOHIZHELTTF—LE), SEICEME
SNE=-DERE, REFROTOMIILEERTOSSLOFEEE-E
[Z72CE)

- ZHEAH RIMARICE T 5 —EEEITHES (2017 Common Rule, 2016 NIH
Policy, HHh B TNIH R EZEER T LHS)
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Babb, Regulating Human Research: IRBs from Peer Review
to Compliance Bureaucracy 71-76 (Stanford U. P. 2020)

[Association for the Accreditation of Human Research Protection Programs
(AAHRPP, 20014FE%37) DEREL]
- LA T AfE
BElE+ 7 -LIZIRBTHAHAZEDESE
IREEDIEEDER
LENEEN-DIRE

- AAHRPP(Z, 5B5E%, BED RSN, —BM, FLEMEICIMA T, FEISh
IR DMEMEE, REDT 3L/, REOSEMETRTILOLER,

- 2023, 1237 251 HSEEANREE £ 2 1 T LV B (MHRPPOD™ = TH 1 1),

- 016F F TICTEELIHILIRBIL T N TFREEZ X2 (F7= (Babb at 73EH).,
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O LELEEIIRFER, AREGTEDOHKICKEEGIND
[3<—>+%JLIRB, E_LIRB]
-RETESIBEY—ERDFE
WCG (WIRB Copernicus Group)
Advarra
Salus IRB (FEE F)
HEDHITTH AR,

[EEFIHFZTHES ]
HONETY, bk, BRERIRHEESMDOHRIENTE,

(DB ZEAEE]
MAXIEEZZADERITTIH BFHREDEELGETRNDE,
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S5 3k

ONIUE T AT RATDIRH——IRB (Institutional Review Board,
BMEBEZTES)VNDER (ZFEMI)  SARAH L. BABB,
REGULATING HUMAN RESEARCH: IRBS FROM PEER REVIEW TO
COMPLIANCE BUREAUCRACY 17 *') 1i£2022-1552-56 & (2022)
RURRF4IZ5I AOHTE.

& R K DER R TR G | (BHEREEE, 202045, 202110.1 15T, KT

https://www?2 .kobe-u.ac.jp/~emaruyam/medical/Articles/maeda/201011Research_Reg.pdf

S LAMRELIRASARERMNEHDPDFI7AILIL,
http://www2.kobe-u.ac.jp/~emaruyam/medical/Lecture/lecture.html

[ZBHLET,
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