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F—H ¥ a2l — g (Data Curation) : 55iE€ DR ZERRE
2R LT, MEHENTOE R 2R T AT ODET —F DX 2 b —
vay, bl Ly T =& EEkoT—% Y -2 EE5) | T
— AR T2 7 ) —= 7 GRENTF = v T BT —
HZALVBE T — & EeMEE) | T — X OXH (BT —2ET
b, ERUE, BREFELE, EFEa—T 47, IREZEGHRE
E) T HZEER, T2 EELERFEREDAT v T AT,

BT — % 5 /)L (Common Data Model : CDM) : 58
HNE— RO FTE Y —RARFT — & 2l ITEFIYITHEREL LT
WS 57— X VAT L, ZOERMEREIL, BIp DT — 2R
HDY—AT =B % T—HN—=RT—FEy NEOT —ZHE
DO, H— N &, 74—~y b, HEBICERT HZ LT
H 5,
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ARt (External Control) : EGAREUER Tl A5x4 LSt
DT —F %, WFEF O AR R E M T DIz DX & L Tffi
MEnd, St RIZ, BEOF—&  WITEIRIZ L > TE Lz
T4, FLEBFETHLIHENH D,

V) — AT —X& (Source Data) : i KilBR CTRoek S 1L 72 IR AER
B K OV 398 O B EE & BRI ) 5 2 Ofth O 15 B o Gl
JFEARERFE A E—ICReHEM SN DT X TOFHR, Y — AT —HFILY
— A7 7 AN GREEREIIETOR I a—%2&T) I8 F
N5,

Y7V D—)L K5 —4% (Real-World Data ;: RWD) : & O
RRE R N E 7132 L ORI T 5 A wmIcINE SN - Hx
T —H T _RTOYTNT— )L RF— NS HRIZY 7LD —
VR T R AT TIE R, mAN AT U T LY —
WRTF—=Z DRV T NVT =)V RZET UV RAEZERTH I LINT
x5,

U 7 VU —)v RHf5E (Real-World Research/Study : RWR/RWS) :
HANIRE SN BARMEICR LT, U T Y—)b REEETHFE
KT RE ORI N E I TR S ORI 27 —4% (U T
NT—)L RT—H) F£13ZN6DOT —ZnBIRAE LT 8ER T —
AL, oirEaal U T, EIESOM AR L OB 72~
X7 4 b VRAZICEHTHEER=ET A (VT VY —)L R
TETUR) BEET M T vt X, RO AR FRIA BT
EThHY ., EEMNEKRRZ2ETHLH 5,

U710 —)L R b5 & (Real-World Evidence, RWE) : i
HAFREZR ) 7 VT — )L KT — X 2%t D02+ 72 04T % 18
CTHELN, ERELOMEARS X OEBENRSRT v b -
JAZIZET AR BT > A,
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Standard Operating Procedure, SOP
Patient Registry
Single-arm/One-arm Trial

Registry

Registry-based Study

Electronic Medical Record, EMR
Observational Study

Patient Reported Outcome, PRO

Patient-focused Drug Development,
PFDD

Patient Experience Data/Patient Input
Retrospective Observational Study
Disease Registry
Registry-based/Register-based RCT
Prospective Observational Study
Data Standard

Data Linkage

Data Element
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Data Curation

Common Data Model, CDM
External Control

Source Data

Health Information System, HIS
Health Service Registries

Product Registry

Real World Data, RWD

Real World
RWR/RWS

Real World Evidence, RWE

Research/Study,

Quality Control, QC
Drug Registration
Attributable

Legible
Contemporaneous
Original

Accurate

Complete
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