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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: ‘
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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
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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
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(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
N= 147 (12.0%)

Studies with unknown
data collection
N= 24 (1.9%)

Studies with protocol

Studies with protocol

Studies with protocol

Studies with protocol

deposited deposited deposited deposited
N= 146 (48.8%) N= 476 (62.9) N= 95 (64.6%) N=1 (4.2%)
[ Overview of the European post-authorisation study register post-authorization studies performed in Europe J
from September 2010 to December 2018. Pharmacoepidemiol Drug Saf. 2022;31:689-705.
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[ Overview of the European post-authorisation study register post-authorization studies performed in Europe J 8

from September 2010 to December 2018. Pharmacoepidemiol Drug Saf. 2022;31:689-705.
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B 5EIZEITHRWD RWD#Z D41 (2011~2019)
® {RI%EEKDB (NHIRD: National Health No.
Insurance Research Database) Study type
® TOHDOERERDB Drug unitization 23
® EHR (electronic hospital records) Risk evaluation 9
RMM evaluation 5
B PVIZHETHRWDDFA
Data source
® Drug unitization NHIRD 3
® Risk evaluation ‘ ‘
® RMM evaluation NHIRD + HH&E/FETL ARG E 4
Study design
Cross-sectional trend analysis 25
Nested case-control study 4
Cohort study 5
Others 3

Using real-world evidence for pharmacovigilance and drug safety-related decision making by a resource-limited J
health authority: 10 years of experience in Taiwan. Pharmacoepidemiol Drug Saf. 2020;29:1402—1413.




