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#1)
PEMBROLIZU
MAB Solution

for injection )
Type 1 diabetes mellitus | 2,3

CMUH112-
2025/6/14 | 2297015 Initial

REC2-195 (pembrolizumab

)

#2) V940 vs.

Placebo
#1)

PEMBROLIZU

MAB Solution

CMUH112- Followup| for injection
2. 2025/6/14 | 2297015 Type 1 diabetes mellitus | 2,3 A
1 (pembrolizumab

REC2-195
)
#2) V940 vs.
Placebo
#1)
PEMBROLIZU
MAB Solution

CMUH112- Followup| for injection
Type 1 diabetes mellitus | 2,3 A

3. 2025/6/14 | 2297015
REC2-195 2 (pembrolizumab
)

#2) V940 vs.
Placebo

ALXN2220 vs
Cardiovascular collapse | 2,3

CMUH113-
2024/12/19 | 2607102 Initial
REC2-016

Placebo
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CMUH113- follow up| ALXN2220 vs
5. 2024/12/19 | 2607102 Cardiovascular collapse | 2,3 A
REC2-016 1 Placebo
CMUH113- follow up| ALXN2220 vs
6. 2024/12/19 | 2607102 Cardiovascular collapse | 2,3 A
REC2-016 2 Placebo
CMUH113- follow up| ALXN2220 vs
7. 2024/12/19 | 2607102 Infusion related reaction | 2,3 A
REC2-016 4 Placebo
CMUH113- follow up| ALXN2220 vs
8. 2024/12/19 | 2607102 Cardiovascular collapse | 2,3 A
REC2-016 5 Placebo
CMUH113- follow up| ALXN2220 vs
9. 2024/12/19 | 2607102 Cardiovascular collapse | 2,3 A
REC2-016 6 Placebo
CMUH113- follow up| ALXN2220 vs
10. 2024/12/19 | 2607102 Cardiovascular collapse | 2,3 | A
REC2-016 7 Placebo
CMUH113- follow up| ALXN2220 vs
11. 2024/12/19 | 2607102 Cardiovascular collapse | 2,3 | A
REC2-016 8 Placebo
CMUH113- follow up| ALXN2220 vs
12. 2024/12/19 | 2607102 Cardiovascular collapse | 2,3 | A
REC2-016 9 Placebo
CMUH113- follow up| ALXN2220 vs
13. 2024/12/19 | 2607102 Cardiovascular collapse | 2,3 A
REC2-016 10 Placebo
CMUH113- follow up| ALXN2220 vs
14. 2024/11/5 | 0383101 Pneumonitis/Pneumonia | 1,2.3| A
REC2-016 1 Placebo
CMUH113- follow up| ALXN2220 vs
15. 2024/11/5 | 0383101 Pneumonitis/Pneumonia | 1,2.3| A
REC2-016 2 Placebo
CMUH113- follow up| ALXN2220 vs
16. 2024/12/19 | 2607102 Cardiovascular collapse | 2,3 | A
REC2-016 11 Placebo
CMUH113- follow up| ALXN2220 vs
17. 2024/11/5 | 0383101 Pneumonitis/Pneumonia | 1,2,3| A
REC2-016 3 Placebo
CMUH113- follow up| ALXN2220 vs
18. 2024/11/5 | 0383101 Pneumonia 1,231 A
REC2-016 4 Placebo
CMUHI113- ALXN2220 vs
19. 2025/3/20 | 2425106 Initial Severe thrombocytopenia | 2,3 A
REC2-016 Placebo
CMUH113- follow up| ALXN2220 vs
20. 2025/3/20 | 2425106 Severe thrombocytopenia | 2,3 | A
REC2-016 1 Placebo
CMUH113- follow up| ALXN2220 vs
21. 2025/3/20 | 2425106 Severe thrombocytopenia | 2,3 A
REC2-016 2 Placebo
114 & 07 * % 31 F % 40 F
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CMUH113- follow up| ALXN2220 vs
22. 2025/3/20 | 2425106 Severe thrombocytopenia | 2,3 | A
REC2-016 3 Placebo
CMUH113- follow up| ALXN2220 vs
23. 2025/3/20 | 2425106 Severe thrombocytopenia | 2,3 | A
REC2-016 4 Placebo
CMUH113- follow up| ALXN2220 vs
24. 2025/3/20 | 2425106 Severe thrombocytopenia | 2,3 A
REC2-016 5 Placebo
1) Acute kidney injury [Acute
kidney injury
SACITUZUMA
(10069339)*]
B
CMUH113- Followup Sepsis [Sepsis
25. 2025/4/8 | 2275915 TIRUMOTECA L3]| A
REC2-070 11 (10040047)*]
N Injection
Urine output decreased
(sacituzumab
[Urine output decreased
tirumotecan)
(10059895)*]
#1)
TRIFLURIDIN
E ()
TIPIRACIL | TUMOR CHOLESTATIC
CMUHI113- Followup| HYDROCHLO | SYNDROME (No further
26. 2025/5/19 | 2287931 2,31 A
REC2-070 3 RIDE (2870 information available).
STUDY) Tablet | [Cholestasis (10008635)*]
(trifluridine
(+) tipiracil
hydrochloride)
41) Acute kidney injury [Acute
kidney injury
SACITUZUMA
B (10069339)*]
CMUH113- Followup Urinary tract infection
27. 2025/4/8 | 2275915 TIRUMOTECA L3 A
REC2-070 12 [Urinary tract infection
N Injection
(10046571)*]
(sacituzumab
Sepsis [Sepsis
tirumotecan)
(10040047)*]
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#1) Acute kidney injury [Acute
kidney injury
SACITUZUMA
B (10069339)*]
CMUH113- Followup Urinary tract infection
28. 2025/4/8 | 2275915 TIRUMOTECA L3 A
REC2-070 13 [Urinary tract infection
N Injection
(10046571)*]
(sacituzumab
Sepsis [Sepsis
tirumotecan)
(10040047)*]
#1)
TRIFLURIDIN
E®
TIPIRACIL | TUMOR CHOLESTATIC
CMUH113- Followup| HYDROCHLO | SYNDROME (No further
29. 2025/5/19 | 2287931 2,3 A
REC2-070 4 RIDE (2870 information available).
STUDY) Tablet | [Cholestasis (10008635)*]
(trifluridine
(+) tipiracil
hydrochloride)
Acute kidney injury [Acute
kidney injury
#1)
(10069339)*]
SACITUZUMA
Urinary tract infection
B
CMUH113- Followup [Urinary tract infection
30. 2025/4/8 | 2275915 TIRUMOTECA L3 A
REC2-070 14 (10046571)*]
N Injection
Sepsis [Sepsis
(sacituzumab
(10040047)*]
tirumotecan)
Acidosis [Acidosis
(10000486)*]
#1)
febrile neutropenia [Febrile
IRINOTECAN
CMUH113- Followup neutropenia (10016288)*]
31. 2025/5/1 2282725 (2870 STUDY) L3 A
REC2-070 2 liver abscess [Liver
Injection
abscess (10024652)*]
(irinotecan)
114 # 07 *» 30 P % 33 F > &% 40 F
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#1)
TRIFLURIDIN
E#)
TIPIRACIL | TUMOR CHOLESTATIC
CMUH113- Followup| HYDROCHLO [ SYNDROME (No further
32. 2025/5/19 | 2287931 2,3 A
REC2-070 5 RIDE (2870 information available).
STUDY) Tablet | [Cholestasis (10008635)*]
(trifluridine
(+) tipiracil
hydrochloride)
41) Acute kidney injury [Acute
kidney injury
SACITUZUMA
B (10069339)*]
CMUH113- Followup suspected urinary tract
33. 2025/4/8 | 2275915 TIRUMOTECA L3 A
REC2-070 15 infection [Urinary tract
N Injection
infection (10046571)*]
(sacituzumab
Sepsis [Sepsis
tirumotecan)
(10040047)*]
#1)
TRIFLURIDIN
E ()
TIPIRACIL | TUMOR CHOLESTATIC
CMUH113- Followup| HYDROCHLO | SYNDROME (No further
34. 2025/5/19 | 2287931 2,3 A
REC2-070 6 RIDE (2870 information available).
STUDY) Tablet | [Cholestasis (10008635)*]
(trifluridine
(+) tipiracil
hydrochloride)
114 # 07 *» 30 P % 34 F £ 40 F
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#1)
TRIFLURIDIN
E()
TIPIRACIL | TUMOR CHOLESTATIC
CMUH113- Followup| HYDROCHLO [ SYNDROME (No further
35. 2025/5/12 | 2287931 2,3 A
REC2-070 7 RIDE (2870 information available).
STUDY) Tablet | [Cholestasis (10008635)*]
(trifluridine
(+) tipiracil
hydrochloride)
#1)
febrile neutropenia [Febrile
IRINOTECAN
CMUH113- Followup neutropenia (10016288)*]
36. 2025/5/1 | 2282725 (2870 STUDY) L3 A
REC2-070 3 liver abscess [Liver
Injection
abscess (10024652)*],
(irinotecan)
#1)
febrile neutropenia [Febrile
IRINOTECAN
CMUH113- Followup neutropenia (10016288)*]
37. 2025/5/1 2282725 (2870 STUDY) L3 A
REC2-070 4 liver abscess [Liver
Injection
abscess (10024652)*]
(irinotecan)
#1) Acute kidney injury [Acute
kidney injury
SACITUZUMA
(10069339)*]
B
CMUH113- Followup Sepsis [Sepsis
38. 2025/4/8 | 2275915 TIRUMOTECA L3 A
REC2-070 16 (10040047)*]
N Injection
suspected urinary tract
(sacituzumab
infection [Urinary tract
tirumotecan)
infection (10046571)*]
41) Acute kidney injury [Acute
kidney injury
SACITUZUMA
(10069339)*]
B
CMUH113- Followup Sepsis [Sepsis
39. 2025/4/8 | 2275915 TIRUMOTECA L3 A
REC2-070 17 (10040047)*]
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#1)
TRIFLURIDIN
E#)
TIPIRACIL | TUMOR CHOLESTATIC
CMUH113- Followup| HYDROCHLO [ SYNDROME (No further
40. 2025/5/12 | 2287931 2,3 A
REC2-070 8 RIDE (2870 information available).
STUDY) Tablet | [Cholestasis (10008635)*]
(trifluridine
(+) tipiracil
hydrochloride)
#1)
febrile neutropenia [Febrile
IRINOTECAN
CMUH113- Followup neutropenia (10016288)*]
41. 2025/5/1 2282725 (2870 STUDY) L3 A
REC2-070 5 liver abscess [Liver
Injection
abscess (10024652)*]
(irinotecan)
#1) Acute kidney injury [Acute
kidney injury
SACITUZUMA
(10069339)*]
B
CMUH113- Followup Sepsis [Sepsis
42. 2025/4/8 | 2275915 TIRUMOTECA L3 A
REC2-070 18 (10040047)*]
N Injection
suspected urinary tract
(sacituzumab
infection [Urinary tract
tirumotecan)
infection (10046571)*]
#1)
TRIFLURIDIN
E ()
TIPIRACIL | TUMOR CHOLESTATIC
CMUHI113- Followup| HYDROCHLO | SYNDROME (No further
43. 2025/5/12 | 2287931 2,3 A
REC2-070 9 RIDE (2870 information available).
STUDY) Tablet | [Cholestasis (10008635)*]
(trifluridine
(+) tipiracil
hydrochloride)
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#1) Acute kidney injury [Acute
kidney injury
SACITUZUMA
B (10069339)*]
CMUH113- Followup Sepsis [Sepsis
44, 2025/4/8 | 2275915 TIRUMOTECA L3 A
REC2-070 19 (10040047)*]
N Injection
suspected urinary tract
(sacituzumab
infection [Urinary tract
tirumotecan)
infection (10046571)*]
#1)
TRIFLURIDIN
E ()
TIPIRACIL | TUMOR CHOLESTATIC
CMUH113- Followup| HYDROCHLO | SYNDROME (No further
45. 2025/5/19 | 2287931 2,3 A
REC2-070 10 RIDE (2870 information available).
STUDY) Tablet | [Cholestasis (10008635)*]
(trifluridine
(+) tipiracil
hydrochloride)
#1)
febrile neutropenia [Febrile
IRINOTECAN
CMUH113- Followup neutropenia (10016288)*]
46. 2025/5/1 2282725 (2870 STUDY) L3 A
REC2-070 6 liver abscess [Liver
Injection
abscess (10024652)*]
(irinotecan)
#1) PF-
07220060
CMUHI112- PV2025000
47, 2025/3/7 Initial #2) Pneumonitis 1 A
REC2-178 26787
FULVESTRAN
T
114 # 07 *» 30 P % 37 F &£ 40 F
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48.

CMUHI111-
REC2-084

2024/3/6

JP-
009507513-
2403JPNOO

2085

Followup
35

#1)
PEMBROLIZU
MAB Solution
for injection
(pembrolizumab
)

#2)
ENFORTUMA
B VEDOTIN
(3475
SOLUTION
FOR
INJECTION
STUDY)
Injection
(enfortumab

vedotin)

Pneumonitis [Pneumonitis

(10035742)*]

2,3

49.

CMUHI111-
REC2-084

2023/8/11

US-
009507513~
2308USA0
05195

Followup
18

#1)
GEMCITABIN
E (3475
SOLUTION
FOR
INJECTION
STUDY)
Intravenous
infusion
(gemcitabine)
#2) CISPLATIN
(3475
SOLUTION
FOR
INJECTION
STUDY)
Intravenous
infusion

(cisplatin)

Worsened Anemia

[Anaemia aggravated

(10002036)*]

Hypotension [Hypotension

(10021097)*]

2,3

114 # 07 *» 30 p




3?\‘

PRFFAETFHRFRAIRRLR ¥ -3ALR ¢
S F-lrEREAXE AL BREHC BR)
[Ak] B RPH -

FHREITARR R

BB

M

FENF

CMUH112-REC2-157

[z =% >Hdp2]
*ER B LA 0 AZDS305
g PMAFAHE 113 E209% 03p X 114E 037 02 p

CMUH113-REC2-213

[z =% >4 ]
*Rok E e L AL T INJ-64264681
kg PMARL W 12024 & 070 25p % 2025# 01 % 24 p

CMUH112-REC2-058

ETERYIEED

sk F 4 L4 AZD3152

* 2HARL W 12024 % 60 12p I 2024 120 11 p
(EEEEVEESD

% EP LA AZD31S2

* DPAFL MR 12023 # 127 129 3 2024 # 120 11 p

CMUH109-REC2-192

(2% 2p2ap2]
R E P LA INI-75348780
*E ML EF 12024 & 107 23 p % 2025 & 040 22 P

CMUHI111-REC2-147

[#=]

R oL %ﬁﬁﬁ&ié"%‘ (2281

(i & #F B . From 01May2025 to 30Apr2026)
PE 2025 040 23

CMUH112-REC2-194

[ =% 2444 ]
*:R ¥ v 4L Volrustomig (MEDIS752)
*E PMAFAPF I3 E 107 11p 3 114£04 0 10 p

CMUH108-REC2-059

[z =% 2p42]
R B LA T MK-7339
g pMARL W 12024 & 127 16 % 2025# 6% 15

CMUH109-REC2-171

g

[F&+%F2 7 4]
*R A 1 VIO
*p g 12025 & 05 7 28 p

CMUH113-REC2-152

ﬁ?——]‘ﬁ (=

(2% 2p2ap2]
6-Month SUSAR Line-Listing (Reporting Period: 1 Dec 2024 - 31
May 2025) [17-Jun-2025]
*:R% & ¢ #  Fosmanogepix
*E AMFLHDEF I3 £ 122 01p 3 114%05% 31 p

10.

CMUH113-REC2-127

MRS

(EEUEIEYCE D

*E% E L LA ¢ Axatilimab (6 month line listing)

*E AMAFLHDF 112E 102 01 p 2 113 #2032 31
(= 2pdr ]

*3R% E 4 AL ¢ Axatilimab (6 month line listing)

*E PMAFLDF N3 E£042 01 p 2 113F092 30pP
(EEIEIEYCE D

*H% F P AL 0 Axatilimab (DSUR)

*E AMAFLHDF N12E 102 01 p 2 113 #2092 30pP
(= 2iap ]

*iEok F 4 4L © Axatilimab (6 month line listing)

*E PMAFLDEF I3 E102 01 p 2 114 %032 31p
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11. | CMUHI104-REC2-126 | #1 5C | *5 4 12022 # 10 * 24 p
*poEp 2022 & 10 % 24 p
(2= 244 ]
DSUR Executive Summary Blinded
*RB ¥ AL 0 IPB89S
o *E DMAFA B 12024 & 037 27 p 3 2025& 037 260
12.| CMUHI113-REC2-163 | +k¥&ik (2% > pdrs ]
Final Nivolumab Blinded DSUR 27-Mar-2024 26-Mar-2025
*RB ¥ AL IPB89S
*E DM AFL R 12024037 27 p % 2025% 037 260
(2= 2844 ]
*H% F S A4 1 Cenerimod
13. | CMUH112-REC2-072 | E& % | *F 2Mp2HF 11311 % 08p % 114#05°% 07 p
*109 - Blinded All SUSAR listing (INT, Cenerimod, initial) 20250512
*Letter to PI Cenerimod SUSAR LL 2025 1
[2%+5%%L % 4]
14. | CMUHI113-REC2-097 | @+ i= | **< 4 @ Version Original
*p gt 18 Jun 2025
[z 2132 ]
R E Y LA T MRTX849
*E MMARA WP 12023 & 11 2 28 p % 2024 & 5% 27 P
15. | CMUHI112-REC2-105 LAY [ *F2MAFEAWE 1202450 28 3 2024 117 27 p
*E DMARA B 12024 & 11 2 28 p 3 2025 & 5% 27 P
*E MMAFL B 12023 & 11 % 28 p 3 2024 E 11 * 27 p
*E dMARA B 12024 & 11 2 28 p 3 2024 F 127 11 p
[ =% 2444 ]
16. | CMUHI111-REC2-083 3 B9 | *E%kE P 4L Datopotamab deruxtecan (Dato-DXd; DS-1062a)
*E PMAFLDEF N3 E 1LY 17p 3 114# 057 16 P
[ % 24 ]
17. | CMUHI112-REC2-138 e *REL 4 # #£ * Dexpramipexole
*E MMARLWRF 12024 & 127 01 p % 2025 & 5% 31p
(2]
18.| CMUHI111-REC2-211 B | FMF ERE TR YRR Jokd o # ALXNI210-CSA-
AKI-318 Enrollment Pause v1.0 03JUL2025
[ % 2pdr ]
19. | CMUHI112-REC2-137 i i *RERE Y LA Atacicept
PP | *% 2P 4p2 9 ® 120242 06 % 30 9 % 2024 & 127 29 p
(k] FATIH -
FRFEFEFTEREG)
FiE > REEROE)
FRF > Ah (0358)
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