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#£5 NAFEXROFBZHE (A% OHB (NME; 20135F~20225F)
HZ4 NME (PMDA) JE NME (FDA) I NME (EMA)
FAME (A% N FAHIM (%0 FAMM (A0
iR UL EE RS L IS RS L EE RS
2013 10 109 162 20.3 2 82 82 26 13 170 175 35
2014 16 99 107 24 11 106 94 40 8 137 130 20
2015 9 94 93 2.1 13 110 131 109 13 133 138 45
2016 14 102 113 49 7 118 106 35 10 132 142 57
2017 8 10.2 96 19 13 8.0 99 39 12 130 168 124
2018 14 109 105 13 17 101 94 22 24 152 16.2 55
2019 10 104 114 48 10 76 109 9.0 12 142 163 73
2020 9 100 146 174 13 101 105 44 16 132 126 48
2021 24 9.2 94 19 15 110 11.2 52 23 115 101 72
2022 23 114 124 53 14 99 148 98 29 133 131 59
AR | 137 103 114 78 115 101 111 6.6 160 136 14.1 6.6
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2013 22 112 111 49 25 100 132 138 27 158 155 25
2014 44 109 116 49 30 110 145 116 30 143 157 6.2
2015 29 93 99 18 32 110 151 190 32 139 139 31
2016 38 101 10.2 35 15 80 97 38 20 145 14.3 37
2017 16 115 12.3 41 33 80 114 85 19 149 140 40
2018 23 98 109 89 42 80 98 6.1 21 138 152 51
2019 29 98 107 49 38 90 160 286 16 137 149 40
2020 29 10.8 101 32 40 80 11.3 96 26 140 137 42
2021 28 101 109 35 35 80 98 50 28 15.2 151 33
2022 29 104 104 33 23 119 194 314 27 143 146 44
&R | 287 103 107 45 313 8.1 129 163 246 14.3 14.7 42
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12) Food and Drug Administration (FDA). Approved Cellular and Gene Therapy Products. https://www.fda.gov/
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Committee for Advanced Therapies (CAT) % Hul& L7-BHERREMAR], A/ NEZEMT ORFZER S 38, il % 4
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14) Towards the European Health Data Space (TEHDAS).European Health Data Space Data Quality Framework (2022
£S5 HISH) (202349 H 8 HIHEE) . https://tehdas.eu/app/uploads/2022/05/tehdas-european-health-data-space-data-

quality-framework-2022-05-18 pdf

15) EMA-HMA . Data Quality Framework for EU medicines regulation (20224F 9 H30H) (20234£9 H 8 HFH'E) \https://
www.ema.europa.eu/en/documents/regulatory-procedural-guideline/data-quality-framework-eu-medicines-regulation_

en.pdf

16) EUR-Lex. Proposal for a REGULATION OF THE EUROPEAN PARLIAMENT AND OF THE COUNCIL on the
European Health Data Space (Document 52022PC0197) (20234E9 H 8 HFI'E) . https://eur-lex.europa.eu/legal-content/

EN/TXT/?uri=CELEX%3A52022PC0197
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19) EMA. Multi-stakeholder workshop on Real World Data (RWD) quality and Real World Evidence (RWE) use. Data
Quality metrics for Real-World Data (20234 9 H 14 H %) . https://www.ema.europa.eu/en/documents/presentation/
presentation-data-quality-metrics-real-world-data-kdeli-ema_en.pdf
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2. BEARE
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% X— AT 5 Evaluate Pharma (20234F 9 H i

1) BEHERBORIIZEA, [FERLOECBEFHRROBUR EIFRRE ], BORIF =2 — 2 No6b (20224 3 )
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FO)OAZIER S v 2 E#i & v 72, Evaluate
Pharma |2 317 % BiRERFE UL, Clinical Trials.
gov®, EudraCT"” M O'jRCT® (IH JapicCTI) 12
BN TV AIERICESVTEBY ., I ZIZER
ST\ % 4 phase DERREER Z xR I250T 21T
o7z, RIEMERE R DB EDOES ) T 1412
DWW lE, Evaluate Pharmall $1J % Technology
OEHZ D LI E L. BARMIZIE, K5 TER
3% : Small molecule chemistry. PUAEZE © Anti-
body (Monoclonal antibody & U Recombinant
antibody). #L#2 2 ¥# > /¥ 2 : Protein peptide
therapeutics. ZEEE % : DNA RNA therapeutics.
Hif@ G Cell Therapy. #E1n i Gene Ther-
apy. #fnTflifEiE# © Gene-modified Cell Ther-
apy | L 720 SRR OREBRFIGH = b &
1234 (367 H) ZATHIMAZ XY 572 LT,
F) T 1 R R (BREEBRRGE) O
EEACE G L. b, BEEOT— 213, W
BAfE H A320214F 1 A 22 520234FE 8 H31H F T?29
PHMEZRNGRE LTS 20, ZRLEIDO360H
DN BT 2 BRI RS & R B R 22 v i
BT DUEDND D

FENZ BT 5 BIRAB O 5 TlE. —2 O
RRBDEEENC F 72050 TEBEN TV E5HE

(BB FEEER 7 &) 121k, 22N o ENC 1 5k
ELTHEEI L. 200K EOBKRRBBO A
FAEDS 7 1 — 7 )V R T ORI IE—3 L
LWHICHEBETAVEDND S, T2, BRRBRE
FEERI D AR > —EFEO I BVTid, 1#
BRIZK L CAR =BT 2 561213 A
R =T L THER 2170720 BRIRBER
? Phase DA TIE. ZEBOMEZ —>DRER L
L CEMT 25HE121F, L) BIMER oM OFEK
HER & Al L CHERF L7 (Phase 128BECTh it
&, Phase 2& &% L72),

3. @R

55 F R3O BRI R BRI E O MERL % 2 1 1R
L 720 MR FEEIE O RRIR BRI MEEN L. 20124F DA
FER lOKRIEIAS 1T D) o AW IZ B T4,0005
B 2 B HESHMEFRE S Tz, THUEDIREIS
RIEES) T ARKGOPFTROLVEETD
Bo KREZER & EMIZIZRINOE % 3% % #ia
TBY. ENOLZLOEELH 2 b OO
FE DRI TH - 720 WTEH L ERL % 1) F
EHTVLOHNRFETH Y 2012~20144F £ 2015
~20174EClE T v 7 I CTdh o 7205, 2018~2020
ECTIE 4R, 2021 ~20234EClE 2 F CLA LT

x®1 BEKAFEEORKRABRERE IR
2012.1 - 2014.12 2015.1 - 2017.12 2018.1 - 2020.12 2021.1 - 20238
1 USA 4906 | 1 USA 4962 | 1 USA 4658 | 1 USA 4,066
2 Germany 1433 | 2 | United Kingdom | 1,383 | 2 | United Kingdom | 1,209 | 2 China 1,362
3 | United Kingdom | 1,327 | 3 Germany 1369 | 3 Germany 1177 3 Spain 888
4 France 1,098 | 4 Spain 1121 | 4 China 1,142 | 4 Germany 822
5 Canada 1095 | 5 Canada 1087 | 5 Spain 1114 5 Unknown 799
6 Spain 1036 | 6 France 1035 | 6 France 956 | 6 | United Kingdom | 784
7 Unknown 1035| 7 Italy 957 | 7 Canada 919 | 7 France 738
8 South Korea 913 | 8 Unknown 846 | 8 Italy 880 | 8 Canada 721
9 Italy 875 | 9 South Korea 790 | 9 South Korea 859 | 9 South Korea 688
10 Belgium 782 | 10 Belgium 744 | 10 Australia 774 | 10 Italy 669
12 Japan 697 | 11 Japan 737 | 13 Japan 661 | 13 Japan 523
I R ERE AR TH 541213, Unknown & L THEFFENTWD
HHT © Evaluate Pharma® (202345 9 FIREsT) % & & (2[R REEBORIIFERTIZ TIERK

6) ClinicalTrials.gov 7 = 7% A I https://www.clinicaltrials.gov/

7) EudraCT @ = 74 1 k. https://eudract.ema.europa.eu/

8) jJRCT w7 = 744 b, https://jrctniph.go.jp/

9) Bz, 1 DOREERA HARMZE 1AL EOREIRSE LS AR — & o TEBSIN TV EHEIZIE, HAREKEE
ZNEN05E LTHER L7ze AARME LI ERERE2HPAR =L o TEBSN TV EHE121E AR %033,
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Wiz HADNERZ I & FR A M2 B v Cl2fi—11
RE—13M—13ML EHERE L TH Y« i b BRI EL
DL \KEE T 5 & RN &8 L CTl/7~
1/8RERE 2 ffEdr L T\ 720

MR 5 2737 OEFRABRIERGE O MR % 5 2
R L7ze ## R 5 237 ORRIREERERENL.
fEe #) 7 1 & [FFRIZ20124F LUK E 25 H 12 1 AL
Tdh N KW 3\ TE0073UER % 88 2 5 B AMHE
FFEh T, REZEC & EMIZIRFINOE %
e, EOZLDOLEHEH LS DD FA
VDV 2 RLICAZE L T 72 o Ry IR S AR L
AR EDE LM 2 LS THB ), 2012~
20144F £ 2015~20174E Tk 7 » 7 S CTH - 72
A3, 2018~20204F Tl 8 fir, 2021~20234E Tl 3
METERL TV HADNIEMIZ, &iHAH
KBTI 99—~ 9L & HER L T
0 BRI BB T A I 2 0l L CORIEl O 1/612EE

TR L Tz,

PURESE D R R BRE G E ONARL % 2 3 1R L
7o PURBESRHEOBRRHABREREL, ES Y 7 1
& FRRIC20124F LARE R VR EAS L T b . B4R
WOXKWIMIZ BT 2 BEBUTATE L2s) (8L
TWizo KEZER & EICRINDE 4 H34 % i
RTV 2 DIFRGFEHESE L FRFROBER TH > 72
B BWIHOHTE ZARAS U EMICAIE L TW 5
NI TH BT MES Y T4 L REBEIZ,
HENZEES L A2 H ESETEB Y, 2012~
20144F £ 2015~20174ECTld 5 >~ 7 B TH - 72
A%, 2018~20204E Tl 317, 2021~20234E Tl 2
METEAL TV, 2612, BHETIIKRED 6
EIFRE OB T CRIUREEBE ML CBh., &
D LIFIMBES ) T4 EHNTLHMBITDH -
720 HARODMEMIE, ZHRAIIMIC B TI5M—10
=126 =10 L R L CB Y« FER AR BT

F2 H#az 2 NT OREKREREBREREIRRL

2012.1 - 2014.12 2015.1 - 2017.12 2018.1 - 2020.12 2021.1 - 20238
1 USA 690 | 1 USA 629 | 1 USA 663 | 1 USA 571
2 Germany 276 | 2 Germany 275 | 2 Germany 234 | 2 Germany 174
3 | United Kingdom | 223 | 3 | United Kingdom | 202 | 3 Spain 170 | 3 China 164
4 Spain 184 | 4 Canada 167 | 4 | United Kingdom | 167 | 4 Spain 158
4 France 184 | 5 France 165 | 5 France 145 | 5 Canada 146
6 Canada 175 | 6 Spain 154 | 6 Canada 140 | 6 | United Kingdom | 133
7 Italy 163 | 7 Italy 146 | 7 Italy 130 | 7 France 127
8 Poland 156 | 8 Unknown 107 | 8 China 122 | 8 Ttaly 125
9 Unknown 153 | 9 Japan 105 | 9 Japan 102 | 9 Japan 111
10 Russia 138 | 9 Russia 105 | 9 Poland 102 | 10 Poland 107
12 Japan 111
R BRFENEE A T B A 121k, Unknown & L TR STV S
HHT ¢ Evaluate Pharma® (2023459 FJIREsT) % & & (PR3 FEBORIIFEHTIZ THER
3 HNAEEEDERAREBREREIEL
2012.1 - 2014.12 2015.1 - 2017.12 2018.1 - 2020.12 2021.1 - 20238
1 USA 1,104 1 USA 1819 1 USA 2161 1 USA 1,783
2 Germany 490 | 2 Germany 671 | 2 Spain 859 | 2 China 1,030
3 France 444 | 3 Spain 657 | 3 China 740 | 3 Spain 663
4 | United Kingdom | 420 | 4 | United Kingdom | 600 | 4 Germany 738 | 4 France 554
5 Spain 417 | 5 France 577 | 5 France 711 | 5 Germany 523
6 Canada 414 | 6 Canada 563 | 6 | United Kingdom | 648 | 6 Italy 485
7 ITtaly 354 | 7 ITtaly 517 | 7 ITtaly 644 | 7 Australia 457
8 Poland 308 | 8 Poland 444 | 8 Canada 616 | 8 | United Kingdom | 454
9 Belgium 298 | 9 Australia 433 | 9 Australia 531 | 9 Canada 438
10 Australia 286 | 10 Japan 410 | 10 Poland 513 | 10 Japan 411
15 Japan 220 12 Japan 485

W R AREREEE AR CTH A B A 121E, Unknown & L TEFFS TS
T © Evaluate Pharma® (202349 HIEsT) % & & 12 SEEESEBORMISERT I THEK

BOEF= 2 — 2 No70 20234117 (@



IR % 8 U CRE D 1/4~1/588 B & #EFE L T v
770

TR B D ERIR R FEEE DN % 3R 4 1R L
720 BEREZREORKRABRE/E L, TS 7 4
& FBRIZ20124F DR E 312 1 AL T d o 7225,
BB 5B O I7T8HERICHE > T b,
7272, 3EHOLMMMIC BT 2R EREIIAE
ADIZEWIMLTBY ., FHEI EBIZEE > TW
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FALIZIZBERIN D[ 2 5% % AT B DI BE 57
)7 1 LD TH o 72hS B F FH A
MEL TV EDHEHMINTH L, FMES)
T4 CAXERAHDSE R Y . FENZLIOM LA T v o
A LT erolze HADIEMIE, &FHA

BV 2= 19—~ 12 =12 & HERE L T B
D, TEOEKRBEEITKE O/ 6BETH - 720
HIRE G D ERIR BRI G E ONER &2 K 5 1R L
720 AR O BRHEBRERENL, 'S ) 74
EFEARIC20124F DURK EIAYE I LT D . 34
WORKWIMIZ BT 2 HBEBUIATE B3 128 L
TWb 00, FREFREIZHRS EHTILAESH
Tholo KEZBW A OMEIIMES ) 7
4 ERELER-TEY,, BHED EALIAEL T
WhZ LU T D Do NS N RE AT
V2RI A ISR IS E S AYICH Y AR B R K
ELMETL TR B L) HEEY L AT AR
Thbo FPENLFHENHIZB VT 7 ii— 31
=3 4R LTBY ., WICEMIZMEL

x4 BEREZROBRKRAREREIRL

2012.1 - 2014.12 2015.1 - 2017.12 20181 - 2020.12 2021.1 - 20238
1 USA 83 1 USA 86 1 USA 152 | 1 USA 178
2 Germany 27 2 Germany 53 2 | United Kingdom | 76 2 Canada 74
3 | United Kingdom | 24 3 | United Kingdom | 52 3 Canada 58 3 | United Kingdom | 73
4 Canada 20 3 Canada 52 4 France 56 4 Spain 59
5 Spain 16 5 France 37 5 Germany 55 5 Italy 53
6 France 15 6 Spain 36 6 Spain 54 5 Australia 53
7 ITtaly 14 7 ITtaly 31 7 Australia 43 7 France 51
8 Unknown 11 8 | The Netherlands | 28 8 | The Netherlands | 42 8 Germany 47
9 Brazil 9 9 Australia 27 9 Italy 41 9 Poland 45
10 | The Netherlands| 8 10 Belgium 26 | 10 Belgium 28 | 10 | The Netherlands | 34
21 Japan 5 19 Japan 12 | 12 Japan 25 | 12 Japan 32
L ERRREBRERESAH TH 2 854121%, Unknown & L THEEFE LT 2
AT Evaluate Pharma®™ (202345 9 H ) % & & IZEESERESEBGRITZEAT 12 CTIER
F&5 HMEREEOERKRBREREIEAL
2012.1 - 2014.12 2015.1 - 2017.12 2018.1 - 2020.12 2021.1 - 2023.8

1 USA 114 | 1 USA 142 | 1 USA 169 | 1 USA 136
2 South Korea 25 2 South Korea 32 | 2 South Korea 31 2 Unknown 55
3 Spain 24 3 Unknown 24 3 China 25 3 South Korea 23
4 Belgium 18 3 China 24 4 Germany 18 4 China 22
5 Germany 17 5 | United Kingdom | 16 5 Unknown 16 5 Australia 15
6 | United Kingdom | 16 6 Spain 15 6 Taiwan 15 6 | United Kingdom | 12
7 Unknown 15 6 France 15 7 | United Kingdom | 14 6 Spain 12
7 China 15 8 Ttaly 13 8 Spain 12 6 Germany 12
7 Canada 15 9 Germany 12 9 France 11 6 Canada 12
10 | Czech Republic | 14 | 10 Canada 10 | 10 Japan 10 | 10 Japan 11
= Japan 0 15 Japan 7

T R RBRIEGE DA TH 58541213, Unknown & LTHEFENTWS
T © Evaluate Pharma® (20234£ 9 AR % & & 1SR pEEBORIFZET 12 TR

10) HAE ZIRBERNE, [ fg B Rl 12 B 9 A 453t RE, B E O RREE 2 7 ). https://www jetro.gojp/world/asia/kr/
ip/ipnews/2023/230605.html (20234 9 H28H Z:HR)
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Td o 72 AVEAII BT 5 HEREC b 1783k 12
FoTwi, 72720, 3FEBoOZHHIZEIT 2
BBUIHTE EASD ML T Y . FEHEEHE
WKEHFEFS>TWAEEF )T A D—DTHAHLEEZD
5o 20164FLIRE, WIENIRENZ K < 2 A % A
LTBY., Folis LCbRENHE L K#EF
THML TWize HARDNEM X, SFAEHICE
W, THR—12M—13—14f E HER L TB D .
PR O AR FRBRE I IORE 721 Tld e < HED1/10
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KU, BIRTIGHE & SETHEEICE L T,
LT O 202145 DARE O IRPL & FEMIZ 00T L 720 &
B2 BIZFIHROBRHBEZX 1 (K60

*x6 ElTFARORAHBREREIBL

2012.1 - 2014.12 2015.1 - 2017.12 2018.1 - 2020.12 2021.1 - 20238
1 USA 53 1 USA 84 1 USA 149 | 1 USA 125
2 France 19 2 | United Kingdom | 20 2 | United Kingdom | 40 2 | United Kingdom | 35
3 | United Kingdom | 6 3 France 13 3 France 31 3 Canada 28
4 Russia 5 3 Canada 13 | 4 Canada 24 | 4 Unknown 21
4 ITtaly 5 5 Germany 12 5 Germany 23 5 China 20
4 Germany 5 6 Ttaly 10 6 Spain 22 6 Australia 19
4 China 5 7 Australia 8 6 ITtaly 22 6 Germany 19
4 Australia 5 8 Israel 7 6 Australia 22 6 Ttaly 19
9 | The Netherlands | 4 9 | The Netherlands| 6 9 Taiwan 13 9 France 17
9 Sweden 4 9 Spain 6 10 Belgium 12 9 Spain 17
20 Japan 2 11 Japan 4 12 Japan 10 | 14 Japan 9
RGBS E SN Td A B4 121E. Unknown & LTS NTW S
AT Evaluate Pharma® (202345 9 AT % & & ICEESERESEBGRIZEAT 12 THER
xR7 EETFHIZAEDRKHBREREIER
2012.1 - 2014.12 2015.1 - 2017.12 20181 - 2020.12 2021.1 - 20238
1 USA 34 1 USA 93 1 USA 180 | 1 USA 178
2 | United Kingdom | 5 2 China 53 2 China 151 | 2 China 147
3 France 4 3 France 21 3 Germany 34 3 Unknown 66
4 Thailand 3 4 | United Kingdom | 19 4 | United Kingdom | 29 4 France 20
4 Germany 3 4 Canada 19 4 Canada 29 4 Spain 20
4 Australia 3 6 Germany 18 6 Spain 28 6 | United Kingdom | 19
7 Sweden 2 7 Spain 14 7 France 26 7 Australia 15
7 Japan 2 8 ITtaly 13 8 | The Netherlands| 21 7 Canada 15
7 ITtaly 2 9 Unknown 12 9 Italy 20 7 Germany 15
7 Denmark 2 10 | The Netherlands| 10 9 Australia 20 | 10 Italy 13
12 Japan 9 13 Japan 13 | 14 Japan 9

W R AREREEE AR CTH A B A 121E, Unknown & L TEFFS TS
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