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PSR 1: ALk

7= B8 (Product Registry ) @ 4t xd 3 — 0 7= 5 28 £ F0 75 &
Fir s B B4R

B KK (Single-arm/One-arm Trial) : = —f R &
R 3N S R R DB Y S
AT AT

BB (Registry ): 2 18 AR 35 2 56 7 = 09 BIR B 0y, A 4L 4.
2 G AR BT R S B L IR A e ) mAm b R 5
AP, kK. BE. 7. EREMAHEZNMAETH
YA 1 BRYE FIT T ok b AR A

EILHF S (Registry-based Study ) : 3 T &0 = 4 09 $3E
T B 5

W-F# /5 (Electronic Medical Record, EMR): 1 &7 H44
FRA G R E A RA 2. RE. FE M REAMRE S
B A KR B TIE K.

WEEHK (Observational Study ) : B34 25 58 |5 B,
T EDTHE. LB AABRIERABA RN, R
EFNEY 5ERERKZAFR.

RFH|ELER (Patient-reported Outcome, PRO) : K &4
kB BHFABERE LA MAG RN E & KR A
MR Y R B iF A4 A
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B b B aF X (Patient-focused Drug Development,
PFDD): ##—22 %M h ik, EhMeEw AT, 2R
By TR B iRy TR F R AL R T e 46 4 3 3k OF
GBS N B L0 & R o

B R 16 3% 3 ( Patient Experience Data, PED/ Patient Input ):
EAAERRFEHAXEEF N TRATRSNERNE L,
WRERAFEEHEOERE. Wp. FRXMEF, BEARTE
WEREKFEAL, RENESROAEFRENTH, BT
i, ZRBRENEES, BEAER TNk, X
FECRERENEERER.

= BN MAF R (Retrospective Observational Study ) :
FEH I 36 B B AR AR FEARIET 2 4E (BF R T8 w0
IR ) TR BT 5T

k& RIX I (Clinical Trial) : BT T H s RF R, 24—
REMTH (TREEZRAZE T AE) BTy
AR ZRAE, DT F A K B AW B F AT A
2 R 0 R

$%9% B0 (Disease Registry ) : 4t xt & —fhJk, HiE—%
R, 2% KR By &L,

e NEMBFR (Prospective Observational Study ) : &
BT 46 B B AT ABE . JE AT R I IR i #h e R R & BE s
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IY Fn g R B AR LSRR 5

¥ A7 (DataStandard) : & x T AT HEN R HZ A
W, . AN KA SR — RPN, 4
P AT AT 3 2 Y VO A T O A — e, HEAE R
HAR Z FHAF T E UUE R R

WA (Data Linkage ) : ¥ % R IE 0y 38 FofE RAm L& 5F.
KK, BRG—HIEE.

¥t & (Data Element) : I KA F 0K Z iR F ) 2
— WA, B, WAEBH, aaitR, KREEEE,
DL EC Ik R R AEL

AR FE (Data Curation ) 4 45 € I JRBF 5 5 AL, A4 34 &)
&R TR AT R e BT RE, HNEEDE
ERERR (22N HER) - HEZLHALE. HEFE
(ZHEZER P EREAE. RETEELE) . BHEEN
CGRAZHERAE, H—fh. BRNEFAE. EFRG. /T4
TEWH) . BEREER. RELWGEEEETHY.

B A HAEBSEA (Common Data Model, CDM) : & £ %54
TR T 2 % 0R A B8 AT bRt & o AnamvE b A0 B B9 4K
ERG, HEZHREEAFEETENIRESIEET N 5 —
WA B RAIARIE, DUE RS S E IR R #HATREES.
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SN x+ B (External Control) : 7l KX H, DR AL
DASNEY B0 0 Xt BE, DRI BT A X8 T ORI ERxt o]
DR AR, W DL AT LM B ik 5 e 4k 38, L7 LR
E AR1E.

FEHAE (Source Data) : I KA 50 H 18 Ky g RIEIR . AL
{8 A0 F 2 A0 i 28T 5 6 St 7 20 69 JF 46 10 A AL
AR LT ARG R, BEREASER T (BERBIDX
REAREAR) .

E S H R $HE (Real-World Data, RWD) : XkJET H % ff
WK £ty A G R Bk L B Y AR B, ot
A BT A By 5L R AR 22 A JE A B R N B SR IR,

A i R R I B S A R A VT AR T AR B SR RO
E 5 R85 ( Real-World Research/Study, RWR/RWS ) :
B XV G PR IE BT, 72 B RN T 5 At S
R ARB A IY R A R W3R (S R AdE ) SR T
X B AEAT A WD R AR, BT, TRAF 29 v R 1R O
RO R - A W e RKOEdE (B SEH RO 3 ) aF 5 4.
HEEFRRAZMEMR, 02 LRI RREE.
H L R5EHE ( Real-World Evidence, RWE ) : 3 33 xf3& A
B RS R EHAT RS R WA TIREH X T
B {5 ] 1% 0 A v 3K - ﬂFAé'Jll JRIEHE.



Bk 2: REESCRPCXTR

X R X
PR AE AR Standard Operating Procedure, SOP
I 9] B8 Patient Registry
B\ R AR Single-arm/One-arm Trial
BIL Registry
B R Registry-based Study
W% A Electronic Medical Record, EMR
B 5T Observational Study
REREER Patient Reported Outcome, PRO

S N R e

BRI B

(B B30 P WL M

B

T BT H AL T BB I R 6

AT BE T I E P 5%
B4 A vk
B S
BETHR
BRI T

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

Data Curation
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Common Data Model, CDM
External Control

Source Data

Health Information System, HIS
Health Service Registries
Product Registry

Real World Data, RWD

Real World Research/Study,
RWR/RWS

Real World Evidence, RWE
Quality Control, QC

Drug Registration
Attributable

Legible

Contemporaneous

Original

Accurate

Complete

Consistent

Enduring
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