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ADR (Adverse Drug Reaction) [BIfER] &,
AE (Adverse Event) [BEER] 28R,

BRERNk 2 EAREH, Attributable (JBEM) . Legible (H)FEM)
Contemporaneous (@A) . Original (JRA4) . Accurate (IEFENM) o
BEXFLY [ALCOA] EMATWS, FDATKOH TWSES(L [ALCOA]
ALCOA 724, EMATIZ [TALCOAl ?IEH [CCEA] B3k, [ALCOA-CCEA] &
A TS, [CCEAJ lComplete (58£14%) . Consistent (—E#) .
Enduring (A, E®EM) . Available when needed (ERF|AAIEE) D
ENFTH D,

THT Iy BRRITRHEE,

ARO (Academic R h Organizati _
(Academic Research Organization) KESE ORI BT, BRFROEASES SMED T &,

CAPA (Corrective Action * Preventive Action) ELEHEE - FHEE,

COl (Conflict of Interest) [Fl#tER] B8,

CRA (Clinical Research Associate) [Ex2 U T7ILiEET 2% B8,

CRB (Certified Review Board) REmAAREEZER,

CRC (Clinical Research Coordinator) [BBRa—T4x2—%2— (BERBRI—T1+x—%—) | R,
CRF (Case Report Form) ERIREE] 28,

CRO (Contract Research Organization) [FREBLIERE] B8R,

CTCAE (Common Terminology Criteria Adverse Events) BEERILBABELE,

DA (Direct Access) [EERE] 58,

CRFENRZICETE - FTEENME (I >7-3HAE,. CRFEIFFICEERE LT

DCF (Data Clarification Form
(Data Clari ) Auwagksoz &,

DM (Data Management) [F—a<xYXv k] 58,
BFT—RINEYRT L

EDC (Electronic Data Capturure) BIFCEFIHREICEATIRART — X EBEFNICINE - BEIT DLV RATLDZ
Eo

EMA (European Medicines Agency) FRMN BE 2K R T

FDA (Food and Drug Administration) KERREERLD.

IB (Investigator's Brochure) DERESEE| 2R,

IC (Informed Concent) (M 74x—LFK--arvt>r ]| B8,

ICF (Informed Concent Form) [REHANE] 587,

IDMC (Independent Data Monitoring Committee) [MREREUFTFMEES T -2 T4 YV IERER) | B8,

IEC (Independent Ethics Committee) [RIEEEZER]| 28R,

IRB (Institutional Review Board) BREEEER] 2R,

JRCT (Japan Registry of Clinical Trials) BRPRIT IR EMBETE - AR ELRR S X T L,

MedDRA (Medical Dictionary for Regulatory Activities Terminology) |ICHEPEEZRAE

Pl (Principal Investigator) [MHRETEN CAREMLER) | . [MEETE] 28,

PMDA (Pharmaceuticals and Medical Devices Agency) WA ITBUR AN EE REFEEIR SRR,

RBM (Risk Based Monitoring) [JRINR—XFEZRY V| BB,

SAE (Serious Adverse Event) [EELEESER] 58,

FER (R7T—%) 2BEHBICLYRBREL. EREE L 0—HME2HER

SDV (Source Data Verification/Source Document Velification) N R _ e s he
( L. IR CrRR) OBUAERERVT -2 OERESZIREY 5 &,
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TMF (Trial Master File)

BHAXEITEROERKRVT — X OREICHY 55l Z /MBI 5 XEEMA
TORBRBEEXED OMAXERDZ &,

QA (Quality Assurance)

[RERIE] 28,

QC (Quality Control)

(REER] 28,

UMIN (University hospital Medical Information Network)
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https://www.mhlw.go.jp/stf/seisakunitsuite/bunya/hokabun

ya/kenkyujigyou/i-kenkyu/index.htm|
https://www.mhlw.go.jp/stf/seisakunitsuite/bunya/0000163
417.html
https://www.mhlw.go.ip/stf/seisakunitsuite/bunya/promote
.html

https://www.mhlw.go.jp/stf/seisakunitsuite/bunya/kenkou

iryou/iryou/saisei_iryou/index.html

http://www.jmacct.med.or.jp/information/monitoring_sop.html

http://www.jmacct.med.or.jp/plan/gcp.html

http://www.jmacct.med.or.jp/clinical-trial/enforcement.html

http://www.jpma.or.jp/medicine/shinyaku/tiken/tiken119/
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