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BREICHITHERKRAZEIZ I DR

:Common Rule —EF DR B ITHNERE-(TEENIT 80381
LCERINSRGH (SRR D FHE)

-FDA Regulations —#rZEFDERKRABRDERGEISERAIND
BmEZREME (Food and Drug Administration) 0 £8 l| (BE 38 &4 X5

EREERFORTORZEZTHFIT HED, TORWENZFD
DI RGEIERSND)

FDA Regulations %, 1970F K& F LI, AZEMIZIE Common
Rule [CBESE AL OEEINTET -,

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 EFFFREHBEUAEE——AXNRMAEITERINSRA|DFIE

€1991.6.18 Office of Science and Technology Policy (OSTP), Federal Policy for
the Protection of Human Subjects; Notices and Rules——Federal Policyh‘15%8&

FTOFRANELTRGL (TE - JL—)LEAT)
€2017.1.19 16MDEFT——IEJE - JL—)LE TR, Federal Policy for the
Protection of Human Subjects (Final rule)
WIEJEY - )L—ILIZIE
ZRERMARICSNITEIEREANDRFHICOVTE—IRBEEZEH
F1FHBEIEENTLV=(2020.1.20.5E1T, HBDERSE2019.1.21),

€92016.6.21 National Institutes of Health (NIH)——NIHA\## B d 2 A X R Z
SLHTIC BN B2 M E — IRBOE A% R 5 IE % H 5 (2018.1.25.
FE1T)
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IRB ﬁ'-TIJ :E ‘: -L‘-_l--g- é :H:I:‘:Iﬂj C.E. Schneider, The Censor’s Hand (2015)
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IRB ': - L \ —C O) E& ch ;‘?’ER. Klitzman, The Ethics Police? (2015)

BKlizmanZ iR T4 EHRED-ODORFIBIE . EEZDH— 4 LE DIER
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(1) A—AHJLIRBD & 1B D &L

(2) O—AJLIRBEI D ETEE D FEE D [A]%#

(3) BEIZHI1TH0—H)LIRBRE D HEAEE, I £ 894H:E D [0]52

(4) IRBEEDEMER L

(5) HEREREDM L

6) E=ZRAYVTDBESS

(7) ZHEERICBITHAEEERBITOBESS

8) HAEMEDEERICHELGEMMIHEZF DIRBODEIRD AT 6

(9) FIRBFED XL

(1) BEET ORI DREEBIFHNBEEDEZS

(1) XEDN—aVEEBODBRSS

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

O MAT, IRBOLZWEER TDREMNAIEEICHE D/ BE A T THHZEIC
ZMTE S RBIERSNSD (NCIDOCIRBZE) !

=

=
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NCI (National Cancer Institute) @)
CIRB (Central Institutional Review Board)
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SIRBO B DR : NCI CIRBD 4l

O NCIDOCIRB—A4FEE & (1R HIHA (LPE, 2001~), BHIAYA (EPE, 2013
~), INRDA (Peds, 2004~), BAFFH (CPC, 2015~)) —%& X Ethicists,
Nurses, Patient Advocates, Pharmacists, Physicians, and Statisticians/hN o F& R o
——2012 £ IZ Association for the Accreditation of Human Research
Protection Programs (AAHRPP)MDEREEZ =174 (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

[REOBED3ID>NDRA+——people, processes, and tool]
1 IRBZEE—BEREZFIENEEM

OEZEER AT T3y, FERTERE METOERX 6FEH ——E&iR
2 EAMOHER

S EEFHOMEE~DIRM, ZTEAE SOP, ZFHDAR

3 MRBELDXIEFEDHER
®PILCIRBIZERIL, BEZ/{LHENTES, EERRICEBREERAI TSN,
PIEHERICEAT HARMFICOVWTERMBLESHENTES, .




SIRBD & DHER : NCI CIRBD 5
1 IRBEZE
ST RTHEPEE [EBBLINBIZER]

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

O EHIBF (1~35Lt), BEIEHYI5,

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 1f recommended by the Head of Strategy and Operations.
(NCI CIRB SOPs)

O GEERXFIR LR E—6AXETRFZHM, 9FITFa, 10~
RAICAVI T3y, ZEEREER . B1AICESICHE. ZR
(X AIZ2[E ~1[EFE, 1[E14FFH.,

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
NCIOCIRBOz 7Y A b——FT=IZTKBEBIZHS

[Responsibilities——E 75 ]

1. Maintain knowledge of regulations and policies pertaining to human
research—— AXT R AT IZBH T SRR B - F5 # D IEEE

2. Maintain knowledge of CIRB policies pertaining to serving as a CIRB
member——CIRBZE & E 751 HCIRB&E & D HEfE

3. Understand the Conflict of Interest Policy for CIRB Members and disclose
potential or known conflicts of interest——COI¥g &t D I £E ECOID AR

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

5. Attend regularly scheduled CIRB meetings via teleconference and
ePanelO——FA U SA VIR AEBIZEADHE

=

https://www.ncicirb.org/boards-members/become-board-member 4



NCI CIRB: BECOME A BOARD MEMBER
NCIOCIRBOz 7Y A b——FT=IZTFEIZHS

6. Engage in discussions and vote at CIRB meetings——Z& B X TDERFN
DSM-EE

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.——ZI|Y 3 ToNT=Ff%%
DERIESEEG R ZzEEARRNICIZEL BIICEFOMNZREEN
HY), TOIERILCIRBIZIREESN D)

8. Maintain confidentiality of CIRB discussions and all meeting
materials— X B X DiEMEEM ICET HFMEST

9. Attend and participate in monthly board meeting educational training

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

S2BMEEOEATHE159]. BLH#EWEO)@IET— xf EHHE (2 H
-2 (i, EMBEOERKICET ST —0avTnH b, ]

10. Respond by indicated deadline to requests from CIRB Operations Ofﬁce
for information——FF RN DEINVEHLE (X T HIEE AR RN EIZ

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




NCI CIRB: BECOME A BOARD MEMBER

NCIOCIRBOz 7Y A b——FT=IZTKBEBIZHS

[CIRBZ & DEFFDEREA]

® CIRB

ZBICWHEL G, B, &5

1. UTDLDZEH>TWAIEEBERATESILE

1) &
2)dF-)L—IL

REMBRED-ODERFIfHIER A

(
(
(
(4

3) 8
) IRBIZE[TAZRENIZHWNTEMHARZTHLSEE S

RS MEREIERAINSEFDFEE

2. ANHIBEREBEBHABIZBITAREIZBLNWTENTLNSCE
3. BEARMIBIREIC DNV, REICER - MLI5ZAMEICTESC L
4. HBEMNSERTELLMLEEZNTESLZE

https://www.ncicirb.org/boards-members/become-board-member 16
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NCI CIRB Stipulation Analysis Review Tool (NCI StART)
—— RBDEHESNDIETRFEDRAZFHEIT 2= DY—IL
(Categories 1-8[XFDARRBRIOIEL - JL—ILIZIRHLHY, 9-10DIEHEITIHE,
11IEEEHY)

Category 1: Risks to subjects minimized

Category 2: Risks reasonable 1n 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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JRITIRB (Independent IRB)
1< — <+ JLIRB (Commercial IRB)
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*

aO<—4)LIRB (cIRB)
CIFENENEEETE -SRI TIZM T BIRBAS S SR E

'BoDIRBEFORFFTHOTH, [EFETSAHARBEF HRFIZHHITL .

H

EHBPEEIZILLT

ROEM-EE, E=F2I) T FIIHIDER

=

DRIAERDODHARGFHABEINDZEN—HEM, HIZ (X, UCLA IRBEF
B DT H Ak, https://ohrpp.research.ucla.edw/irb-reliance-commercial-irb/

x

THLEAIE. S EBIRB. $FIZcIRBADFFEICE E RIS A D 7a<7R

Mhof=, LHL.
ONIHIEE OOV IIL—ILDERIZKDE—BEDEEDIT

QEaED A THREEZITIHIBRZ

=

AR AEI DAY S Y T

BF DB EHERET AL LA EENDHEIL
@DRBELTEEDILRGIZHE
D 5 T. cIRBOFIFAIEA TEL=,
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Heath, The History, Function, and Future of Independent
Institutional Review Boards (National Bioethics Advisory Commission], 2000)

V. Strengths of the Independent IRB (IIRB) [&FT -] = ]

A. IIRBs Provide Review for Studies at Sites Without an Internal IRB. [IRBAE 5% ]
B. IIRBs are Structured to Provide Efficient Reviews. [Z1ZRHEE]

C. Institutional Independence Supports Objective Reviews. [fiE%HV o3I DIRB]

D. IIRBs Provide Consistency of Review in Multi-Site Studies. [ £ #4488 R#f2T]

E. IIRBs Provide Review for Unregulated research. (3555 3%EEF D BN EE]
F. IIRBs allow institutional IRBs "breathing room." [#£BSIRBIZ%9 53 {E]

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

V. Perceived Disadvantages [&f i A1 R EXT I ]

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

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

C. !RB "Shopping" can be addressed through Regulations and Due Diligence to
Assure that IRBs have Knowledge of Previous |RB Review. [[RBZavE>J] |




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

[2<7— v )LIRBDEF)
b - BERE  CHE LN T IRILCEFAREZEE X HFAENTES
S>ZHD D EFOMEIZ I TEEZHDEESDRE

5[] O BEHE - o 7d F 5t CRE FRERRER D

el

TERRL DB E)

SEMEEET S, HIEITNLEERAELL, — EMHDOHLIEZEES
FRREDIERIZEART—ILA)wE

KR

SN=DFEWH, REWDTOLILEE

HIRBTIlL, ZED ARV (D™

[Z75CT)

- SR ]
Policy, b1 TNIH

=

- (:#:E%:ta:_l%:b) ’ _I%_A

=

EIZEMIE

07 S LOFASEER-FEE

TIZHTEH—EEEITES (2017 Common Rule, 2016 NIH
fEE>BERFTYFR)
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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, 2001£E5%37) DFREL])

gt Xl b st i) =]

BEHE+ 2 Em=LIZIRBTH A EDERE

KIEEDEEDER

LEDEENLDIRE

- AAHRPP(Z, FB5E%, BEEDEAE ™, — 8%, LERMEIZINA T, ZREESN
e DEhEMEE, BEOT 345/, REOEFEMETTENDETE.

- 2023. 123R7E T251HEBEMREREZ = 17 T ULV S (AMAHRPPD Y = TH 1 k),

* 2016F F CICERGMILIRBIE I AN TEREEZE X (77=- (Babb at 73R),
22
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HNEIZHITHa7— 4 )LIRBD A HEL
HNEIZENTE
OEEANMIEEEETE (B)[THhH1LE8IEDRIENHH_E
QEETHERMLEEENEONNIE, HIEEOJIREDFLE., OLVTIE
EFWRDHEHEIZDIEMNY  TNEKROHHEFMNTHEI &
QBN LTS RT,. EESVCEELREE -REHEALD
FImERAEETELHE
FD R T, cAIRBNR-LOSKENIKEIZL 57N,
¥
O CRBIZIDWTIEEFMEZRZRE T HAEMNHEVD, HERAREICR T H5THE
OEEERL. KYBUVVHRETEZHER T 52 —EXTHETIERHET S
PDERADE. FOEA - BEEIIRETIZETHLIIZBHhh b,
O FE R —CcRBIZHTAHAZILVDEE (BIDIHARES) [CHEITHAEKDE,
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ABTEEF i

O LERGTEEITHFELE ARITEDOEHEIZKEEGEIND
[2<—+JLIRB, #37IRB]
AR EXFET—ERDFEE
WCG (WIRB Copernicus Group)
Advarra
Salus IRB (FE=E %))
HEDITTH Ak,

[EEFRIBAZEHEES ]
HHAETY, Bk, BRRMREAEESNFIDOMREENFTE.

[{h DR FTHERS ]
MAIZIFEEZRADERITITIH ABFIEREDE#ELE TRADE,
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=3 X\
O NILEZT ANXRIAZD R HI——IRB (Institutional Review Board,
mMEEBEZTEET)DER(ZFEHN)  SARAH L. BABB,
REGULATING HUMAN RESEARCH: IRBS FROM PEER REVIEW TO
COMPLIANCE BUREAUCRACY |7 *1)71i£2022-1552-56 B (2022)
EUREEZX4IZ5IAOHE,
@ Bl FK DERIR W FT IR & | (EHEFFTEE, 202045, 2021.10.11##5T, RAF)
https://www2.kobe-u.ac.jp/~emaruyam/medical/Articles/maeda/20101 1Research Reg.pdf

QLEHMELI=-ATAFEERAFERHDPDFI7AILIL,

=

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

[/ HLET,
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