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RIZ &7z - TOEAK e FIEE 2 7 OFER
BT AEMmICIEIEL o Te, ZD X7
TR AEEE 2. ROMEgEIL, #x OEZEK,
DR Y —F 7 = AF 3 2 U Cily)
RRETFEERRT 57200 Bk B 2
DEHEZITO ECOREER 2GS LA H
A& LT, BRMNEICRIT 5 ER TR 224
PEEALEEh OR VLA A LT,

B. W55k
RN T F5 1T 2 T i 1 22 4 Pk B AR TS Bl oD R L
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(1) EHEMLZEMEER Y 27 FHIEE S
(Pharmacovigilance Risk Assessment
Committee (PRAC))
https://www.ema.europa.eu/en/committees/pharm
acovigilance-risk-assessment-committee-prac
(2) RWD Catalogues (HMA-EMA catalogue
of real-world data studies)
https://catalogues.ema.europa.eu/
(3) Darwin EU (Data Analysis and Real
World Interrogation Network)

https!/www.ema.europa.eu/en/about-us/how-we-

work/big-data/real-world-evidence/data-analysis-

real-world-interrogation-network-darwin-eu
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ETITONAMEOME LR T 5720,
[RMP 7 2V 3] 25058
(RMP THE SN LR - DL N

NIZEEND) Tho T 2021 FELIKEIZBHAA
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— 2D 2WFHICLDEDOTHY, 2 KFIH
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% (14.9%) . PRERGER T —% (13.4%) .
WEFL YA RY (11.1%) ThHhoiz,

*1 Sultana J, et al. Overview of the European post-
authorisation study register post-authorization
studies performed in Europe from September 2010
to December 2018. Pharmacoepidemiol Drug Saf.
2022;31(6):689-705.
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[£) LA FRZROBMEZ R HIIZEMN L 72 B
RIRWFIES b AR STV D,

*2 Chen WW, et al. Using real-world evidence for
pharmacovigilance and drug safety-related
decision making by a resource-limited health

authority: 10 years of experience in Taiwan.
Pharmacoepidemiol Drug Saf. 2020;29:1402-1413.

*3 Wang JD, et al. Longitudinal evaluation of
adverse events due to steroid use in primary
immune thrombocytopenia: A population-based
study. Br J Haematol. 2024;204:1986-1993.
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RWD Catalogues
(HMA-EMA catalogue of real-world data studies)

AERENE AEREL e

a&t 2,966

EU RMP category 1 129 Imposed PASS

EU RMP category 2 42 Imposed PASS

EU RMP category 3 767 Voluntary PASS

Non-EU RMP only 169

NA 1,736

ZDith 123

PASS (Post-authorization safety study)

PASSD 748

v Imposed PASS:
PRACDIERIZE DN TITHHED

v' Voluntary PASS: ‘
BERFTEXDAZVTFIDLETTONLHELD
(RMPTHESNSHER - FAEDZMNIZITETEND)

B PASSOTORIL, I E, RERBESIE. EMAYZTH (D
RWD Catalogues™ (HMA-EMA catalogue of real-world data studies) C
PNRIND

® Imposed PASSICDWWTIE B EBRFE X (ICEIRET
voluntary PASSIZ DU\ TIE & 5R 4R

* LIRTMEU PAS Register, ENCePP databaseldChIZEE#hH o=




RMP category 3 DT H A2 #r
(2021 F LIZIZHIESN =3 D: n=160)

AHERIERE AHERH HERTELE HERH
Study type Scope of the study*
Non-interventional study 150 Assessment of RMM imple. 76
Clinical trial 3 Safety study 38
NA 7 Effectiveness study 33
Data collection methods Drug utilisation 25
Primary data collection 17 Disease epidemiology 13
Secondary use of data 20 Estimated number of subjects
Combined primary/secondary 8 ~100 25
NA 122 101~1,000 61
Non-interventional study design* (150) 1,001~10,000 28
Cohort 95 10,001~100,000 10
Case-control 2 100,001~ 16
Cross-sectional 28 ZDith
Other 37 DARWIN study 0
(" EHERHY) Japan included
Darwin EU®

Data Analysis and Real-World Interrogation Network

wﬁﬁi ;réli*c ’E»«Jﬂil Fﬂ‘d‘é’?«f
L) — 75\91=§E-cg,;’91t TUREIR | Off-the-shelf o —ikMETOrILEREH
#9571 DEMAR UER M & EFR o EEHE. EXRMEAKR
HLBCLREL 52— HEHE
B 7, DawinF—4%ykg—4(z | Complex o BBCLIcTObaLEfER
[F. BRI 16E AN . 30D T —2/3—h ¢ ERRORSM. AL
F—. 25T —4%Y—X 186,000 ¢
FADBENEFIN TN, Routine Repeated | ® L2244 TDHAREEH
ipl=Sy
B Darwin EUICKYRRIZRT2A4T
=¢ B =T a Very Complex o EEDBLNDIFERELMEH
m RWD Catalogues|Z(&505XER A & AERTESE AERSK
%‘%E%g}s[')s %@*E;;EW ER'iE%E Scope of the Study*
° Drug utilization 23
Disease epidemiology 13
Safety study 2

(* BEERBY)




BXMIZEH 1T D ER M IRRIAE DI

(EU PAS* register|ZZD<44T) *PAS: post-authorisation study

PASs identified from register inception up to 31st

December 2018
N=1,428

A4

Removal of duplicates

N=2 (0.1%)
Remaining PASs
1,426 (99.9%)
I [ I I ]
~ )
- " Observational Systematic reviews or Questionnaire
Clinical trials A Others/Unknown
N= 30 (2.1%) studies meta-analyses based surveys N= 46 (3.2%)

N= 1,227 (86.0%)

N= 16 (1.1%)

N= 107 (7.5%)

[

[

[

Studies based on primary
data collection
N= 299 (24.4%)

a

Studies based on secondary
use of healthcare DBs
N= 757 (61.7%)

\

~

Studies based on both
secondary and primary data
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Studies with protocol
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deposited deposited deposited deposited
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