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CLINICAL ANALYTICS SOLUTIONS - Reducing Clinical Cost
Budget Variations With State-of-the-Art Data Lifecycle
Management Solutions, Drug Development & Delivery & V) 5|



REHARTIZCRAIZAD G W L MBI TER LD A ?

o« BISRMHIR M EA DS VX E 2 —D D -
C-1-1.Central IRBOE A DEN
C-1-2.IRBDOEFEHH % L

C-1-3.8% (BEXZn) EFLDEN
C-1-4 W% RICFERR D & 38
C-1-5.5E3%18] £ CRAD & E| /18

—EFEICE Y BACHERTEBFEIAR DN Z G ->TWS

Bz (£, IRBEA 5 5. IRBEIEHASEICHDE - - - -
OXQ=25FDEHEEENVE L KD

F7-. BBOBFALDEN EER) oW TH, ERFESELEAIL S,



?

C-1-1.Central IRBIZ

WNT G

BN DR
AL % 355 B ACROBES
USDHIFIK

=i
- HARE ARRICEEEEE ICIRBA%RE (2,303 IRB)
- FDA [Guidance for Industry : Using a Centralized IRB Review
Process in Multicenter Clinical Trials. March 2006 |

Central IRBF|FB A HEE S N 7=,

IR

- A a0y —mEETIE2~3E, TNUAANL8EIIIF O~ —
> v VIRBZ I (BEPEDOBEEDHK)

- 2021FENDAICAHWL L N7-3AERD48% L Commercial IRB

- ZD92% %21t (WCG, ADVARRAH) A EH
2+t [EHBEE] [ZE#(3150%8] [HEF2ES ]

- Central review (protocol&EXER%) +local review

(M - HEERBOENIERRE) D2EREZ,

Euwiﬁﬂk

T NHEESE L TEE (YL 39CRB,%=87CRB)
Flbﬂﬂ%l 128 »RE|

- BRREERTE S (2001) . ERARERERARE) (2022) 7 & TCRBIC

Oh\’(%ﬁié’ﬂ%lf‘aﬁ@aﬂ?éb MonTWhd,

DIBAFREH LEZE | https://mhlw-grants.niph.go.ip/system/files/report pdf/202206017A-buntanl.pdf

M2 DB E B THRE (DB EHE FLEEE)

Figure 4: Institutional Review Board (IRB) Review of Clinical Research
Conducted under Food and Drug Administration (FDA) Investigational New
Drug Applications, by Type of IRB for Calendar Years 2012 through 2021
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Accessmle Data for Flgure 4 Instltutlonal Rewew Board (IRB) Review of Clinical Research Conducted under Food and Drug
Administration (FDA) Investigational New Drug Applications, by Type of IRB for Calendar Years 2012 through 2021

IRB Type 2012 2013 2014 2015 2016 2017 2018 2019 2020 2021 Total

University 56% 56% 54% 57% 60% 59% 57% 53% 48% 42% 54%

Hospital 15% 13% 13% 1% 1% 10% 9% 9% 9% 7% 1%

Private 1% 1% 1% 1% 0% 1% 1% 1% 1% 1% 1%

Government 3% 2% 2% 3% 3% 2% 2% 2% 2% 1% 2%

Independent 25% 28% 30% 29% 27% 28% 31% 36% 41% 48% 33%

GAO Report :Institutional Review Bords Actions Needed to Improve Federal
Oversight and Examine Effectiveness. Jan 2023
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* R&D Head Club Clinical Trial Performance Survey in 2021
CRB ® f & (Z X % Site qualification-IRB-Agreement-Site
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