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202503GL BLINDED 2,3,
CMUH113- heart failure [Cardiac
1. 2025/3/21 [O019054A | Initial |TOZORAKIMA 7:0th| A
REC2-023 failure]
R B er
202503GL BLINDED 2,3,
CMUH113- follow up heart failure [Cardiac
2. 2025/3/21 [ O019054A TOZORAKIMA 7:0th| A
REC2-023 1 failure]
R B er
202504GL BLINDED
CMUH113- Bacterial pneumonia
3. 2025/4/15 [0O013149B | Initial |TOZORAKIMA L3 ] A
REC2-023 [Pneumonia bacterial]
R B
202504GL BLINDED
CMUH113- follow up Bacterial pneumonia
4, 2025/4/15 [ O013149B TOZORAKIMA L3 ] A
REC2-023 1 [Pneumonia bacterial]
R B
202504GL BLINDED
CMUH113- follow up Bacterial pneumonia
5. 2025/4/15 [ O013149B TOZORAKIMA L3 A
REC2-023 2 [Pneumonia bacterial]
R B
1.BACTERIAL LUNG
INFECTION [Pneumonia
bacterial]
2.BACTEREMIA
BLINDED
CMUH113- 2023A2909 STAPHYLOCOCCUS
6. 2023/12/17 Initial |[TOZORAKIMA L2 A
REC2-023 84 HAEMOLYTICUS
B
[Staphylococcal
bacteraemia]
3.SEPTIC SHOCK [Septic
shock]
Acute kidney injury [Acute
kidney injury
TR- #1) MK-2870
CMUH113- Followup (10069339)*]
7. 2025/4/8 [009507513- (sacituzumab L3 A
REC2-070 3 urinary tract infection
2275915 -3 tirumotecan)
[Urinary tract infection
(10046571)*]
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Acute kidney injury [Acute
kidney inju
TR- #1) MK-2870 y ey
CMUH113- Followup (10069339)*]
8. 2025/4/8 1009507513- (sacituzumab L3] A
REC2-070 4 urinary tract infection
2275915 -4 tirumotecan)
[Urinary tract infection
(10046571)*]
febrile neutropenia [Febrile
JP- #1)
CMUH113- neutropenia (10016288)*]
0. 2025/5/1 [009507513-] Initial | IRINOTECAN L3 A
REC2-070 liver abscess [Liver
2282725 (irinotecan)
abscess (10024652)*]
#1)
Acute kidney injury [Acute
SACITUZUMA
kidney injury
TR- B
CMUH113- Followup (10069339)*]
10. 2025/4/8 [009507513- TIRUMOTECA L3 ] A
REC2-070 5 urinary tract infection
2275915 -5 N Injection
[Urinary tract infection
(sacituzumab
(10046571)*]
tirumotecan)
#1)
Acute kidney injury [Acute
SACITUZUMA
kidney injury
TR- B
CMUH113- Followup (10069339)*]
11. 2025/4/8 [009507513- TIRUMOTECA L3 ] A
REC2-070 6 Urine output decreased
2275915 -6 N Injection
[Urine output decreased
(sacituzumab
(10059895)*]
tirumotecan)
#1)
febrile neutropenia [Febrile
JP- IRINOTECAN
CMUH113- Followup neutropenia (10016288)*]
12. 2025/5/1 |009507513- (2870 STUDY) L3 A
REC2-070 1 liver abscess [Liver
2282725 -1 Injection
abscess (10024652)*]
(irinotecan)
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#1)
Acute kidney injury [Acute
SACITUZUMA
kidney injury
TR- B
CMUH113- Followup (10069339)*]
13. 2025/4/8 009507513- TIRUMOTECA L3 A
REC2-070 7 Urine output decreased
2275915 -7 N Injection
[Urine output decreased
(sacituzumab
(10059895)*]
tirumotecan)
#1)
Acute kidney injury [Acute
SACITUZUMA
kidney injury
TR- B
CMUH113- Followup (10069339)*]
14. 2025/4/8 [009507513- TIRUMOTECA L3 ] A
REC2-070 8 Urine output decreased
2275915 - 8 N Injection
[Urine output decreased
(sacituzumab
(10059895)*]
tirumotecan)
#1)
TRIFLURIDIN
E®
TIPIRACIL
BR- Tumor cholestatic
CMUH113- HYDROCHLO 2,3,
15. 2025/5/19 [009507513-] Initial syndrome [Cholestasis A
REC2-070 RIDE (2870 7
2287931 (10008635)*]
STUDY) Tablet
(trifluridine
(+) tipiracil
hydrochloride)
#1)
TRIFLURIDIN
E(®
TIPIRACIL
BR- Tumor cholestatic
CMUH113- Followup| HYDROCHLO
16. 2025/5/19 [009507513- syndrome [Cholestasis | 2,3 [ A
REC2-070 1 RIDE (2870
2287931 - 1 (10008635)*]
STUDY) Tablet
(trifluridine
(+) tipiracil
hydrochloride)
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1) Acute kidney injury [Acute
kidney injury
SACITUZUMA
(10069339)*]
TR- B
CMUH113- Followup Sepsis [Sepsis
17. 2025/4/8 [009507513- TIRUMOTECA L3 ] A
REC2-070 9 (10040047)*]
2275915 -9 N Injection
Urine output decreased
(sacituzumab
[Urine output decreased
tirumotecan)
(10059895)*]
41) Acute kidney injury [Acute
kidney injury
SACITUZUMA
TR- B (10069339)*]
CMUH113- 009507513-|Followup Urine output decreased
18. 2025/4/8 TIRUMOTECA L3 A
REC2-070 2275915 - 10 [Urine output decreased
N Injection
10 (10059895)*]
(sacituzumab
Sepsis [Sepsis
tirumotecan)
(10040047)*]
#1)
TRIFLURIDIN
E ()
TIPIRACIL
BR- Tumor cholestatic
CMUH113- Followup| HYDROCHLO
19. 2025/5/19 [009507513- syndrome [Cholestasis | 2,3 [ A
REC2-070 2 RIDE (2870
2287931 -2 (10008635)*]
STUDY) Tablet
(trifluridine
(+) tipiracil
hydrochloride)
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20.

CMUHI111-
REC2-084

2024/3/6

JP-
009507513-
2403JPNO0

2085 - 34

Followup

34

#1)
PEMBROLIZU
MAB Solution
for injection
(pembrolizumab
)

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

vedotin)

Pneumonitis [Pneumonitis

(10035742)*]

2,3

21.

CMUH109-
REC2-158

2025/1/16

2248232

Followup

4

#1)
LENVATINIB
MESYLATE
#2)
PEMBROLIZU
MAB

Cardiac failure

1,3

22.

CMUH109-
REC2-158

2025/1/16

2248232

Followup

5

#1)
LENVATINIB
MESYLATE
#2)
PEMBROLIZU
MAB

Cardiac failure

1,3

23.

CMUH112-
REC2-124

2024/6/18

100000055
90

follow up

3

RO4876646

FATAL

HYPERBILIRUBINEMIA
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LIFE THREATENING
IMMUNE RELATED
CMUH112- 100002470 [follow up
24, 2025/3/21 RO7092284 ADRENALITIS, LIFE |2-3]| A
REC2-124 69 1
THREATENING
HYPOPHYSITIS
LIFE THREATENING
IMMUNE RELATED
CMUH112- 100002470 |follow up
25. 2025/3/21 RO4876646 ADRENALITIS, LIFE |2-3]| A
REC2-124 69 1
THREATENING
HYPOPHYSITIS
LIFE THREATENING
IMMUNE RELATED
CMUH112- 100002470 |follow up
26. 2025/3/21 R0O5541267 ADRENALITIS, LIFE |2-3]| A
REC2-124 69 1
THREATENING
HYPOPHYSITIS
CMUH112- 100001101 [follow up FATAL LIVER
27. 2024/10/8 RO4876646 1-3] A
REC2-124 40 1 DECOMPENSATION
CMUH111- 100002388 FATAL CEREBRAL
28. 2025/3/18 Initial RO7198574 1-3] A
REC2-087 89 HEMORRHAGE
CMUH111- 100002521 LIFE THREATENING
29. 2025/4/4 Initial RO7198574 2 3] A
REC2-087 08 UROSEPSIS
LIFE THREATENING
CMUH111- 100002521 |follow up UROSEPSIS, LIFE
30. 2025/4/4 RO7198574 2 3] A
REC2-087 08 1 THREATENING
CELLULITIS
LIFE THREATENING
CMUH111- 100001976
31. 2025/1/30 Initial RO7198574 DISEASE 2 3] A
REC2-087 23
PROGRESSION
114 # 07 % 02 p ¥ 34 F > £ 38 F
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#1)
LENVATINIB
CN- MESYLATE
CMUH108- 009507513-|Followup Capsule Septic shock [Septic
32. 2025/1/2 1,3 ] A
REC2-169 2501CHNO 12 (lenvatinib shock]
01594 mesylate)
#2) Tevimbra
(Tislelizumab)
Other Serious Criteria: |2,3,7(
Medically Significant | Medi
CMUHI112- 20240LEM
33. 2025/5/5 Initial OP-1250 Neutropenia [Neutropenia] | cally [ A
REC2-186 A000016
Respiratory Illness Signif]
[ Respiratory disorder] [icant)
Other Serious Criteria:  [1,2,3,
Medically Significant 4,7(
CMUH112- 20240LEM (follow up Neutropenia [Neutropenia] | Medi
34. 2025/5/5 OP-1250 A
REC2-186 A000016 1 Respiratory failure cally
[ Respiratory failure]  |Signif]
deterioration] icant)
Other Serious Criteria:
1,2,3,
Medically Significant
4,7(
Respiratory failure
CMUHI112- 20240LEM |follow up Medi
35. 2025/5/5 OP-1250 [ Respiratory failure] A
REC2-186 A000016 2 cally
Neutropenia [Neutropenia]
Signif]
Respiratory failure
icant)
[ Respiratory failure]
#1) OLAPARIB
Tablet
CMUH108- Followup #2)
36. 2024/11/12 | 2275143 Acute myeloid leukaemia | 1 A
REC2-059 2 PEMBROLIZU
MAB Solution
for injection
114 & 07 % 02 p % 35 F > % 38 F
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#1) OLAPARIB
Tablet
CMUH108- Followup #2)
37. 2024/11/12 | 2275143 Acute myeloid leukaemia | 1 A
REC2-059 3 PEMBROLIZU
MAB Solution
for injection

Er Q)

[LR] FREHE o

FRiuwtngd

X * ¢ % N

FEPF

1. CMUH113-REC2-142 % 3%

(#%]
FROF L E AR
I8F LY329817 Tirzepatide Inv_ LL 18 (14-May-
2024 to 13-Nov-2024)
I8F LY3298176 Tirzepatide Inv_LL 17 (14-Nov-
2023 to 13-May-2024)

CMUHI111-REC2-078 | 3§

[ 21474 ]

*R5% F P ¢ 1 DMX-200 (repagermanium)

*E rMHFLPRE 109 F 09 % 03 p 3 110E 09 F 02
p~111#03% 03 p X 111 #0972 02p ~113 # 09 *
03p 2 114&# 037 02 P

kS

CMUH109-REC2-191 FlF A

[z 242 ]

*R5% F P ¢ i 1 RSVPreF3 vaccine + ASO1E
*E MM AFL R 2024 & 11 7 01 p
30 B

z
=L

2025 & 04

CMUH105-REC2-051 TR

)i P

(#%+%F27 4]
A T NA
*p g 12025 & 3% 20 p

CMUH109-REC2-039

[##]

*R % : SUSAR Line Listing

A"

2024 & 09 * 28 p % 2025 & 03 * 27 P

CMUH109-REC2-195 | #iF 4

[z 214 2]

*H 5% ¥ ¢4 Tiragolumab
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Ry

R
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D

FEPF

*E PMAFLHREF 12024 £ 10 7 22 p 3 2025 & 04 °
21 p

CMUH109-REC2-164

[DSMB i3 i 4]
#A% 2 p 12024 £ 09 0 13 B
#4252 p #2025 £ 03 0 31 p

CMUH109-REC2-164

(= 2pap2 ]

*3E% E ¥ ¢ Budesonide + glycopyrronium + formoterol
fumarate (PT010)

*E MAFLHDEF 113 E 067 18 p 3 113 E 127 17
P

[z#p= 244 ]

*# % ¥ ¢ f : Budesonide + Formoterol Fumarate
Aecrosphere (PT009)

*E PMAFLHEF 113 E 08 25p 3 114 & 02 % 24
P

CMUH112-REC2-186

[DSMB i+-3% i 4]
*Ack i p i 113& 117 21 B
[DSMB i+-3% i 4]
*Ak i p o 114 & 03 7 31 p

10.

CMUH112-REC2-186

[z 2p42]

SERES LA

g pMARLHE 3£ 110 15p % 114 & 057 14
p

11.

CMUH112-REC2-124

g

[ % 2132 ]

*:Rgk F 4 L AL ¢ Tiragolumab

*E r P ARLHE 12024 & 10 F 22 p 3 2025 £ 04 ¢
21 p

*R% F P LA Atezolizumab

*E 2MARL PR 12024 & 11 7 18 p 3 2025 & 05
17 p

12.

CMUH109-REC2-119

o AR

[ =% 2pdp2]

*iRok F 4 L AL ¢ Tiragolumab
*E 2P ARLHEF 12024 &£ 10 7 22 p % 2025 & 04 *
21 p
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+ 3 ‘n
A% * ¢ % 54 FEP G

*H%E P LA Atezolizumab
kg dMARA A 12024 F 11 2 I8 p % 2025 & 05 7
17 p

(2% 2pap4 ]

*H%E P LA Atezolizumab

*E rMHIFLYRE 12024 & 11 % 18 p 3 2025 & 05 *
17 p

13. | CMUHI09-REC2-195 | ##m

[z#px 2Pdp2)
*::5 &4 4 SAPHNELO™ [anifrolumab/MEDI-546]

*E pMFLHREF 12023 201 7 30 p 2 2023 & 07 ' 29
14. CMUH113-REC2-085

Lo
o
Jok

P ~2023#07 " 30p % 2024 % 01" 29p ~2024 & 01
30 p %2024 # 07 7 29 p~2024 # 07 ® 30 p % 2025
£017"29p ~

[L])] Bt o

F8 - REPEFLEW)

A R4 EHR)
FRF - dcf (19m352)
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