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CMUH114-
REC1-079

2025/11/13

2025CN003
95

follow up

4

AZDA4205

Platelet count decreased
[Platelet count decreased]
Hemophagocytic syndrome
[Haemophagocytic
lymphohistiocytosis]

2-~3

CMUH114-
RECI-079

2026/1/2

2026CNO000
07

Initial

AZDA4205

Neutrophil count decreased
[Neutrophil count
decreased]

White blood cell count
decreased [White blood

cell count decreased]

CMUH114-
RECI1-079

2025/12/29

2025CN004
52

Initial

AZDA4205

Haemophagocytic
symdrome
[Haemophagocytic
lymphohistiocytosis]
Hyponatraemia
[Hyponatraemia]
Infection of unknown
cause and location
[Infection]
Platelet count decreased
[Platelet count decreased]
Transaminases increased

[Transaminases increased]

2-~3

CMUH114-
REC1-079

2026/1/2

2026CN000
07

follow up

1

AZDA4205

Neutrophil count decreased
[Neutrophil count
decreased]

White blood cell count
decreased [White blood

cell count decreased]
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CMUH114-
REC1-079

2025/12/29

2025CN004
52

follow up

1

AZDA4205

Haemophagocytic
symdrome
[Haemophagocytic
lymphohistiocytosis]
Hyponatraemia
[Hyponatraemia]
Infection of unknown
cause and location
[Infection]
Platelet count decreased
[Platelet count decreased]
Transaminases increased

[Transaminases increased]

2-~3

CMUH114-
RECI-079

2026/1/2

2026CN000
07

follow up

2

AZDA4205

Neutrophil count decreased
[Neutrophil count
decreased]

White blood cell count
decreased [White blood

cell count decreased]

CMUH114-
RECI1-079

2025/11/13

2025CN003
95

follow up

5

AZDA4205

Platelet count decreased
[Platelet count decreased]
Hemophagocytic syndrome

[Haemophagocytic

lymphohistiocytosis]

2-~3
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Haemophagocytic
symdrome
[Haemophagocytic
lymphohistiocytosis]
Hyponatraemia
[Hyponatraemia]
CMUH114- 2025CN004|follow up
8. 2025/12/29 AZDA4205 Infection of unknown 23] A
REC1-079 52 2
cause and location
[Infection]
Platelet count decreased
[Platelet count decreased]
Transaminases increased
[Transaminases increased]
Budigalimab,
TW-
CMUH113- Leucovorin,
9. 2026/1/27 | ABBVIE- | Initial rule out pneumonitis 2 A
RECI1-162 Fluorouracil,
6651920
Oxaliplatin
#1)
RALUDOTATU
TW- G
CMUH114- follow up Pneumonitis [Pneumonitis
10. 2025/12/7 [009507513- DERUXTECAN 1.23] A
REC1-060 3 (10035742)*]
2359669 Injection
(raludotatug
deruxtecan)
CMUH114- 2025-BI- 1.2.3.
11. 2025/11/27 INI BI 690517 heart failure A
REC1-081 111224 4.7
CMUH114- 2025-BI- 1.2.3.
12. 2025/11/27 FU1 BI 690517 heart failure A
REC1-081 111224 4.7
1) MULTILOBAR
1) BLINDED
CMUH113- 2024-  |follow up PNEUMONIA I~
13. 2024/10/11 GOLCADOMI A
REC1-095 162256(33) 33 2) GASTROINTESTINAL(3 ~ 7
DE (Suspect)
BLEED
% 36 F > &£ 89 F
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PRFFAETEARFRALGELA Y- LR §
-~ F-LlIERFTXBAERELEC BR)
B X P IF|RE R
AL (B4 P V5B 3 AE 2 RN
5 i 2 s | w T
1INFECTIOUS
1) BLINDED 1~
CMUHI113- 2024-  [follow up PNEUMONIA
14, 2024/10/3 GOLCADOMI 2~ A
RECI1-095 156938(18) 18 2) FEBRILE
DE (Suspect) 37
NEUTROPENIA
1) BLINDED | 1) LUNG INFECTION
CMUHI113- 2025-
15. 2025/8/12 Initial | GOLCADOMI 2) FEBRILE 271 A
RECI1-095 113899(0)
DE (Suspect) NEUTROPENIA
1) SMALL INTESTINE
follow up PERFORATION
1 1) BLINDED | 2) DIARRHEA CTCAE
CMUHI113- 2025- 2~
16. 2025/8/9 #HEH | GOLCADOMI GRADE 2 WITH A
REC1-095 13 | 3+7
sifE 5 | DE (Suspect) CONSECUTIVE
Initial PROLONGED
HOSPITALIZATION
1) BLINDED
CMUHI113- 2025-  [follow up 1) MYOCARDITIS 2
17. 2025/7/6 GOLCADOMI A
REC1-095 096363(4) 4 2) LUNG INFECTION (37
DE (Suspect)
1) MYOCARDITIS
1) BLINDED
CMUHI113- 2025-  [follow up 2) LUNG INFECTION | 2+
18. 2025/7/6 GOLCADOMI A
REC1-095 096363(5) 5 3) ACUTE RETINAL |37
DE (Suspect)
NECROSIS SYNDROME
1) BLINDED
CMUH113- 2025-  |follow up
19. 2025/6/30 GOLCADOMI | 1) HOSPITALIZATION |2-3| A
REC1-095 095327(5) 5
DE (Suspect)
1) BLINDED 1) NEUTROPENIA
CMUH113- 2025-  |follow up 2~
20. 2025/6/30 GOLCADOMI 2) A
REC1-095 092774(9) 9 3+7
DE (Suspect) | THROMBOCYTOPENIA
1) BLINDED
CMUHI113- 2025-  [follow up 1) PNEUMONITIS 2
21. 2025/6/24 GOLCADOMI A
REC1-095 090850(9) 9 2) HEART FAILURE |37
DE (Suspect)
1) BLINDED
CMUHI113- 2025-  [follow up 1) FEBRILE 2
22. 2025/6/5 GOLCADOMI A
REC1-095 081443(4) 4 NEUTROPENIA 3+7
DE (Suspect)
115 % 03 * 25 p $ 37 F £ 89 F
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23.

CMUH113-
REC1-095

2025/4/11

2025-
074319(16)

16

follow up

1) BLINDED
GOLCADOMI
DE (Suspect)

1) LUNG INFECTION
2) FEBRILE
NEUTROPENIA
3) RESPIRATORY
FAILURE

24.

CMUH113-
RECI-095

2025/5/15

2025-
072488(10)

follow up

10

1) BLINDED
GOLCADOMI
DE (Suspect)

1) HYPOTENSION
2) DIARRHEA
3) ALKALOSIS
4) ABDOMINAL
INFECTION
5) BICARBONATE
REDUCTION
6) FEBRILE
NEUTROPENIA
7) VASCULAR ACCESS
COMPLICATION
8) ATRIAL FIBRILATION

3~7

25.

CMUH113-
RECI1-095

2025/5/13

2025-
070893(14)

follow up

14

1) BLINDED
GOLCADOMI
DE (Suspect)

1) CEREBRAL
HEMORRHAGE
2) CEREBRAL
INFARCTION
3) INFECTIOUS
PNEUMONIA
4) RESPIRATORY
FAILURE
5) SEPTIC SHOCK
6) BILATERAL CALF
MUSCULAR VENOUS
THROMBOSIS
7) MULTIPLE ORGAN
DYSFUNCTION

2.
3~7

SYNDROME (MODS)
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26.

CMUH113-
RECI1-095

2025/5/13

2025-
070893(15)

follow up

15

1) BLINDED
GOLCADOMI
DE (Suspect)

1) CEREBRAL
HEMORRHAGE
2) CEREBRAL
INFARCTION
3) INFECTIOUS
PNEUMONIA
4) RESPIRATORY
FAILURE
5) SEPTIC SHOCK
6) BILATERAL CALF
MUSCULAR VENOUS
THROMBOSIS
7) MULTIPLE ORGAN
DYSFUNCTION
SYNDROME (MODS)

27.

CMUH113-
2025/5/13
RECI1-095

2025-
070893(16)

follow up

16

1) BLINDED
GOLCADOMI
DE (Suspect)

1) CEREBRAL
HEMORRHAGE
2) CEREBRAL
INFARCTION
3) INFECTIOUS
PNEUMONIA
4) RESPIRATORY
FAILURE
5) SEPTIC SHOCK
6) BILATERAL CALF
MUSCULAR VENOUS
THROMBOSIS
7) MULTIPLE ORGAN
DYSFUNCTION
SYNDROME (MODS)

28.

CMUH113-
RECI1-095

2025/5/8

2025-
070748(4)

follow up

4

1) BLINDED
GOLCADOMI
DE (Suspect)

1) FAILURE TO THRIVE
2) DEEP VEIN
THROMBOSIS

3) HYPERGLYCEMIA

2.
37

115% 03 " 25 p
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1) BLINDED
CMUH113- 2025-  [follow up 1) PLATELET COUNT
29. 2025/5/7 GOLCADOMI 2 31 A
REC1-095 067702(5) 5 DECREASED
DE (Suspect)
1) BLINDED
CMUHI113- 2025-  [follow up
30. 2025/4/14 GOLCADOMI 1) DIARRHEA 23] A
RECI1-095 056322(8) 8
DE (Suspect)
1) BLINDED
CMUHI113- 2025-  [follow up
31. 2025/4/14 GOLCADOMI 1) DIARRHEA 231 A
REC1-095 056322(9) 9
DE (Suspect)
1) ABDOMINAL SEPTIC
SHOCK
2) ANEMIA
3)
THROMBOCYTOPENIA
4) PAIN IN RIGHT LEG
1) BLINDED
CMUH113- 2025-  [follow up AT THE FINGERTIPS | 1~
32. 2025/3/14 GOLCADOMI A
REC1-095 042495(9) 9 PRESSURE SUSPECTED |3 ~ 7
DE (Suspect)
OF DEEP VEIN
THROMBOSIS
5) DIARRHEA DUE TO
INTESTINAL
INFECTION
6) NEUTROPENIA
115# 03 " 25 p % 40 F - £ 89 F
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1) ABDOMINAL SEPTIC
SHOCK
2) ANEMIA
3)
THROMBOCYTOPENIA
4) PAIN IN RIGHT LEG
1) BLINDED
CMUH113- 2025-  |follow up AT THE FINGERTIPS I~
33. 2025/3/14 GOLCADOMI A
REC1-095 042495(11) 11 PRESSURE SUSPECTED|3 ~ 7
DE (Suspect)
OF DEEP VEIN
THROMBOSIS
5) DIARRHEA DUE TO
INTESTINAL
INFECTION
6) NEUTROPENIA
1) BLINDED
CMUH113- 2025-  |follow up 2~
34. 2025/2/26 GOLCADOMI | 1) FEBRILE APLASIA A
REC1-095 031738(9) 9 3~7
DE (Suspect)
#1)
PEMBROLIZU
MAB Solution
CMUH110-
35. 2026/1/2 | 2367153 | Initial for injection Death 1 A
REC1-156
#2) BCG LIVE
Powder For
Instillation Fluid
#1)
PEMBROLIZU
MAB Solution
CMUH110- Followup
36. 2024/10/28 | 2367153 for injection Myositis 1 A
RECI1-156 1
#2) BCG LIVE
Powder For
Instillation Fluid
115 # 03 % 25 p ¥ 41 7 - £ 89 |
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1.
Hypotension
PEMBROLIZU
[Hypotension]
MAB
Elevated liver enzymes
CMUHI11- DS-2025- [follow up 2.
37. 2025/12/2 [Hepatic enzyme 1,2,3
RECI1-190 181364-TR 9 PEMETREXED
; increased]
' Blood bilirubin increased
CARBOPLATI
N [Blood bilirubin increased]
1.DATOPOTA
MAB
DERUXTECAN
2.
CMUHI111- DS-2026- ild [Interstitial lung
38. 2026/1/5 Initial | PEMBROLIZU 1
RECI1-190 190861-IT disease]
MAB
3.
CARBOPLATI
N
1.DATOPOTA
MAB
DERUXTECAN
5 Refractory anemia
CMUHI111- DS-2026- |follow up . [Myelodysplastic
39. 2026/1/6 PEMBROLIZU 1,2,3
RECI1-190 187828-BR syndrome with single
MAB
3 lineage dysplasia]
CARBOPLATI
N
1.DATOPOTA
MAB
DERUXTECAN
2.
CMUHI111- DS-2026- |follow up ild [Interstitial lung
40. 2026/1/5 PEMBROLIZU 1 A
RECI1-190 190861-IT 1 disease]
MAB
3.
CARBOPLATI
N

115% 03 " 25 p
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1.
PEMBROLIZU
MAB COMMUNITY-
DS-2025-
CMUH111- follow up 2. ACQUIRED
41. 2025/12/5 | 182112- L3 A
REC1-190 6 PEMETREXED PNEUMONIA
MX
3. [Pneumonia]
CARBOPLATI
N
1.
Hypotension
PEMBROLIZU
[Hypotension]
MAB
Elevated liver enzymes
CMUH111- DS-2025- |follow up 2.
42. 2025/12/2 [Hepatic enzyme 1,23 A
REC1-190 181364-TR 10 PEMETREXED
3 increased]
. Blood bilirubin increased
CARBOPLATI
[Blood bilirubin increased]
N
1.
DATOPOTAMA
B
CMUHI111- DSJ-2024- |follow up Pulmonary infection
43. 2024/5/6 DERUXTECAN 2 | A
REC1-190 119713 10 5 [Pneumonia]
PEMBROLIZU
MAB
1.
PEMBROLIZU
MAB Progressive wasting and
CMUHI111- DS-2025- |follow up 2. weakness [Cachexia]
44, 2025/11/12 1 A
REC1-190 182493-AU 1 PEMETREXED| Progressive wasting and
3. weakness [Asthenia]
CARBOPLATI
N
115 # 03 % 25 p % 43 F > £ 89 F
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45.

CMUHI111-
RECI-190

2025/12/12

DS-2025-
183982-IT

follow up

5

1.DATOPOTA

MAB
DERUXTECAN
2.
PEMBROLIZU
MAB

3.

CARBOPLATI
N

ILD [Interstitial lung

disease]

1,3,7

46.

CMUHI111-
RECI1-190

2024/6/14

DSJ-2024-
126982 6

follow up

1.DATOPOTA
MAB
DERUXTECAN
2.
PEMBROLIZU
MAB
3.
CARBOPLATI
N

Platelet count decreased

[Platelet count decreased]

2,3

47.

CMUHI111-
RECI1-190

2026/1/6

DS-2026-

187828-BR 5

follow up

DERUXTECAN

PEMBROLIZU

CARBOPLATI

1.DATOPOTA
MAB

2.

MAB
3.

N

Refractory anemia

[Myelodysplastic

syndrome with single

lineage dysplasia]

1,2,3

115 % 03 * 25
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#1) MK-5684
Tablet
(opevesostat
tosylate)
) atrial fibrillation [Atrial
2
fibrillation (10003658)*]
FLUDROCORT
hypokalemia
ISONE (5684-
[Hypokalaemia
004 STUDY)
CMUH112- Followup (10021015)*]
48. 2025/12/18 | 2363305 Tablet L3 A
RECI-196 8 infarction(brain) [Brain
(fludrocortisone)
infarction (10072154)*]
#3)
aspiration pneumonia
DEXAMETHA
[Pneumonia aspiration
SONE (5684-
(10035669)*]
004 STUDY)
Tablet
(dexamethasone
)
#1) MK-5684
Tablet
(opevesostat
tosylate)
) atrial fibrillation [Atrial
fibrillation (10003658)*]
FLUDROCORT
aspiration pneumonia
ISONE (5684-
[Pneumonia aspiration
004 STUDY)
CMUHI112- Followup (10035669)*]
49. 2025/12/18 | 2363305 Tablet L3 A
RECI1-196 9 hypokalemia
(fludrocortisone)
) [Hypokalaemia
(10021015)*]
DEXAMETHA
infarction(brain) [Brain
SONE (5684-
infarction (10072154)*]
004 STUDY)
Tablet
(dexamethasone
)
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1.Acute renal failure
[Acute kidney injury]
202504GL
CMUH113- follow up| BLINDED 2.Hypotension
50. 2025/4/11 | O010553T 2,31 A
REC1-058 9 AZD2961 [Hypotension]
R
3.Serious infection (Local)
[Localised infection]
1.SEPTIC SHOCK [Septic
shock]
2.Acute renal failure
202504GL
CMUH113- follow up| BLINDED [Acute kidney injury] 1,2,
51. 2025/4/11 | O010553T A
RECI1-058 R 10 AZD2961 3.Hypotension 3
[Hypotension]
4.Serious infection (Local)
[Localised infection]
1.Sudden Cardiac Death
202510GL 1,2,
CMUH113- follow up| BLINDED [Sudden cardiac death]
52. 2025/10/13 | O017836P 7:0th| A
RECI1-058 1 AZD2961 2.Acute Kidney Injury
H er
[Acute kidney injury]
AKI STAGE 3 AND
202511GL BLINDED 2,3,
CMUH113- REDUCED ORAL
53. 2025/11/13 | O016567G | Initial AZD2961/ 7:0th| A
REC1-058 INTAKE [Acute kidney
B Furosemide er
injury]
202506GL
CMUH113- follow up| BLINDED CKD [Chronic kidney
54, 2025/5/10 [ 00061937 2 A
RECI1-058 A 4 AZD2961 disease]
202512GL trochanteric fracture of the
CMUH113- BLINDED
55. 2025/10/16 | O000976F | Initial right femur [Femur L3 A
RECI1-058 AZD2961
R fracture]
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1.SEPTIC SHOCK [Septic
shock]
2.Acute renal failure
202504GL
CMUH113- follow up| BLINDED [Acute kidney injury] 1,2,
56. 2025/4/11 | 0010553T A
REC1-058 11 AZD2961 3.Hypotension 3
R
[Hypotension]
4.Serious infection (Local)
[Localised infection]
1.Sepsis [Sepsis]
2.AKI [Acute kidney
injury]
202511GL
CMUH113- follow up| BLINDED 3.Pneumonia of right
57. 2025/10/26 | 0011975U 2,3 A
RECI1-058 g 1 AZD2961 middle lobe due to
infectious organism
[Pneumonia]
4.Anemia [Anaemia]
2,3,
CMUH113- 202508GL |follow up| BLINDED |Ischemic stroke [Ischaemic| 4,
58. 2025/7/26 A
RECI1-058 0007397PL 1 AZD2961 stroke] 7:0th
er
2,3,
202512GL
CMUH113- BLINDED Aspiration pneumonia 4,
59. 2025/12/11 | O012912G | Initial A
RECI1-058 B AZD2961 [Pneumonia aspiration] |7:0th
er
1.Exacerbation of renal
failure.HF hospitalization
is associated with AE #7 5 3
CMUH113- 202508GL |follow up| BLINDED [Renal failure] o
60. 2025/8/17 7:0th| A
RECI1-058 0014907PL 2 AZD2961 2.clot in the heart cavity.
er
HF hospitalization is
associated with AE #7
[Thrombosis]
202503GL
CMUH113- follow up| BLINDED CARDIAC ARREST
61. 2025/3/9 | 0006877G 2,3 A
REC1-058 B 3 AZD2961 [Cardiac arrest]
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Acute Kidney Injury
202511GL BLINDED STAGE 3 AND 2,3,
CMUH113- follow up
62. 2025/11/12 [ 0016316G AZD2961/ REDUCED ORAL 7:0th| A
REC1-058 1
B Furosemide INTAKE [Acute kidney er
injury]
1.Acute Kidney Injury
STAGE 3 AND
202511GL BLINDED REDUCED ORAL 2,3,
CMUH113- follow up
63. 2025/11/12 | 0016567G AZD2961/ INTAKE [Acute kidney |[7:0th| A
REC1-058 1
B Furosemide injury] er
2.Hypernatraemia
[Hypernatraemia]
post cardiac arrest [Post
202601GL
CMUH113- BLINDED cardiac arrest syndrome]
64. 2026/1/11 | O009779T | Initial 2,3 A
REC1-058 AZD2961 2.Hypernatraemia
H
[Hypernatraemia]
202512GL BLINDED Anaphylactic reaction to
CMUH113- follow up
65. 2025/12/11 | 0026524G AZD2961/ |Teicoplainin [Anaphylactic| 2,3 | A
REC1-058 1
B Teicoplanin reaction]
202512GL BLINDED Anaphylactic reaction to
CMUH113- follow up
66. 2025/12/11 | 0026524G AZD2961/ |Teicoplainin [Anaphylactic| 2,3 [ A
REC1-058 2
B Teicoplanin reaction]|
CMUH113- 202601GL BLINDED
67. 2025/12/8 Initial DEATH [Death] 1 A
REC1-058 0016509IN AZD2961
FR- 1) Hepatic hematoma,
CMUH113- Follow
68. 2025/8/20 | ABBVIE- Livmoniplimab Immune-mediated 2,3 A
RECI1-014 up 4
6434319 2) Budigalimab pneumonitis
IT- 1)
CMUH113- Follow Encephalitis herpes, 1,2,
69. 2025/11/27 | ABBVIE- Livmoniplimab A
RECI1-014 up3 Encephalitis herpes, 3
6572161 2) Budigalimab
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decreased white blood cell
#1) count [White blood cell
Vibostolimab count decreased
+) (10047942)*]
CMUH111- Followup
70. 2022/12/3 | 2072972 pembrolizumab Thrombocytopenia 23| A
RECI1-019 1
VS. [Thrombocytopenia
Pembrolizumab (10043554)*]
(HAEE) pharyngitis [Pharyngitis
(10034835)*]
#1)
PEMETREXED
(7684A-007
STUDY)
Injection
(Pemetrexed)
#2)
CARBOPLATI [Lung Infection; Pneumonia
N (7684A-007 (Left Lower Lobe,
CMUHI111- Followup
71. 2022/11/30 | 2250089 STUDY) infectious organism) 23 | A
REC1-019 1
Injection [Pneumonia
(carboplatin) (10035664)*]
#3)
Vibostolimab
()
pembrolizumab
vs.
Pembrolizumab
(**** *)
ePremature lungs
eoLow birth weight
ePremature birth bornin | 1, 2,
CMUHI111- Follow- Blinded
72. 2024/4/15 1609848 gestational week 26 3,4, A
RECI1-208 up 1 CagriSema
eRespiratory 7
complications
eDrug exposure in utero
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CMUH109- 100003882 [follow up DEATH CAUSED BY
73. 2025/9/11 RO7197597 1 A
REC1-084 21 5 CARDIAC ARREST
CMUH109- 100003882 [follow up DEATH CAUSED BY
74. 2025/9/11 R0O4991855 1 A
REC1-084 21 6 CARDIAC ARREST
CMUH109- 100003882 [follow up DEATH CAUSED BY
75. 2025/9/11 RO4897779 1 A
REC1-084 21 6 CARDIAC ARREST
CMUH109- 100004286 FATAL DISEASE
76. 2025/9/17 Initial RO4897779 1 A
REC1-084 72 PROGRESSION
CMUH109- 100004286 FATAL DISEASE
77, 2025/9/17 Initial R0O4991855 1 A
REC1-084 72 PROGRESSION
CMUH109- 100004286 FATAL DISEASE
78. 2025/9/17 Initial RO7197597 1 A
REC1-084 72 PROGRESSION
CMUH109- 100004286 [follow up FATAL DISEASE
79. 2025/9/17 RO4897779 1 A
REC1-084 72 4 PROGRESSION
CMUH109- 100004286 [follow up FATAL DISEASE
80. 2025/9/17 R0O4991855 1 A
REC1-084 72 4 PROGRESSION
CMUH109- 100004286 [follow up FATAL DISEASE
81. 2025/9/17 RO7197597 1 A
REC1-084 72 4 PROGRESSION
LIFE THREATENING
CMUH109- 100004086 [follow up
82. 2025/10/8 RO7197597 PULMONARY 2 A
REC1-084 40 3
EMBOLISM
5.
FLUOROURAC
CMUH112-
83. 2023/5/30 |2023-00977| Initial 1L, Worsened Mucositis Oral 2 A
RECI1-101
CARBOPLATI
N
5.
FLUOROURAC
CMUH112-
84. 2023/9/9 (2023-01664| Initial IL, Alteration of general status| 1 A
RECI1-101
CARBOPLATI
N
CARBOPLATI
CMUH112-
85. 2024/1/21 (2024-00174| Initial | N, GEN1042, Dyspnea 1 A
RECI1-101
Pembrolizumab
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CARBOPLATI
CMUH112-
86. 2024/1/21 (2024-00174| FU1 N, GEN1042, Pneumonia of NOS 1 A
REC1-101
Pembrolizumab
CARBOPLATI
CMUH112-
87. 2024/1/21 (2024-00174| FU2 N, GEN1042, Pneumonia of NOS 1 A
RECI1-101
Pembrolizumab
CARBOPLATI
CMUH112-
88. 2024/1/21 (2024-00174| FU3 N, GEN1042, Pneumonia of NOS 1 A
REC1-101
Pembrolizumab
CMUH112- GEN1042,
89. 2024/4/24 (2024-01413| FUl Pneumocystis pneumonia | 1 A
RECI1-101 Pembrolizumab
CMUH112- GEN1042,
90. 2024/4/24 (2024-01413| FU2 Pneumocystis pneumonia | 1 A
RECI1-101 Pembrolizumab
CMUH112- GEN1042,
91. 2024/4/24 (2024-01413| FU3 Pneumocystis pneumonia | 1 A
RECI1-101 Pembrolizumab
CMUH112- GEN1042,
92. 2024/4/24 (2024-01413 FU4 Pneumocystis pneumonia | 1 A
RECI1-101 Pembrolizumab
Acute liver failure,
CMUH112- GEN1042,
93. 2024/5/17 [2024-01749( Initial complicated with hepatic | 2 A
RECI1-101 Pembrolizumab
encephalopathy
Acute liver failure,
CMUH112- GEN1042,
94, 2024/5/17 (2024-01749] FU1 complicated with hepatic | 2 A
RECI1-101 Pembrolizumab
encephalopathy
Acute liver failure,
CMUH112- GEN1042,
95. 2024/5/17 (2024-01749| FU2 complicated with hepatic | 2 A
RECI1-101 Pembrolizumab
encephalopathy
Acute hepatitis with liver
CMUH112- GEN1042, failure, suspected
96. 2024/5/17 |2024-01749 FU3 1 A
RECI1-101 Pembrolizumab | immunotherapy-related
adverse reaction
Acute hepatitis with liver
CMUH112- GEN1042, failure, suspected
97. 2024/5/17 |2024-01749 FU4 1 A
RECI1-101 Pembrolizumab | immunotherapy-related
adverse reaction
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CMUH112- GEN1042, Acute hepatitis with liver
98. 2024/5/17 (2024-01749| FUS 1 A
RECI1-101 Pembrolizumab failure
CARBOPLATI
CMUH112-
99, 2024/6/28 (2024-02256( Initial | N, GEN1042, Cardiac arrest 1 A
RECI1-101
Pembrolizumab
CARBOPLATI
CMUH112-
100 2024/6/28 (2024-02256| FU1 N, GEN1042, Cardiac arrest 1 A
REC1-101
Pembrolizumab
CARBOPLATI
CMUH112-
101 2024/6/28 (2024-02256| FU2 N, GEN1042, Cardiac arrest 1 A
REC1-101
Pembrolizumab
CARBOPLATI
CMUHI112-
102 2024/6/28 (2024-02256 FU3 N, GEN1042, Cardiac arrest 1 A
RECI1-101
Pembrolizumab
CMUH112- Infection triggered
103 2023/12/18 12023-02467| Initial GEN1042 2 A
RECI1-101 cytokine release syndrome
Infection triggered
CMUH112- follow up
104 2023/12/18 12023-02467 GEN1042 cytokine release 2 A
RECI1-101 1
syndrome/Pneumonia
Infection triggered
CMUH112- follow up
105 2023/12/18 |2023-02467 GEN1042 cytokine release 2 A
RECI1-101 2
syndrome/Pneumonia
Infection triggered
CMUH112- follow up
106 2023/12/18 |2023-02467 GEN1042 cytokine release 2 A
RECI1-101 3
syndrome/Pneumonia
Infection triggered
CMUH112- follow up
107 2023/12/18 |2023-02467 GEN1042 cytokine release 2 A
RECI1-101 4
syndrome/Pneumonia
Infection triggered
CMUH112- follow up
108 2023/12/18 |2023-02467 GEN1042 cytokine release 2 A
RECI1-101 5
syndrome/Pneumonia
GEN1042/CAR
CMUH112- follow up Maculo-papular
109 2023/6/2 {2023-00953 BOPLATIN/PA 1 A
REC1-101 4 rash/Neutropenic fever
CLITAXEL
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GEN1042/CAR
CMUH112- follow up Maculo-papular
110 2023/6/2 {2023-00953 BOPLATIN/PA 1 A
RECI1-101 5 rash/Neutropenic fever
CLITAXEL
GEN1042/CAR
CMUH112- follow up Maculo-papular
111 2023/6/2 {2023-00953 BOPLATIN/PA 1 A
RECI1-101 6 rash/Neutropenic fever
CLITAXEL
GEN1042/CAR
CMUH112- follow up Maculo-papular
112 2023/6/2 2023-00953 BOPLATIN/PA 1 A
RECI1-101 7 rash/Neutropenic fever
CLITAXEL
GEN1042/CAR
CMUH112- follow up Maculo-papular
113 2023/6/2 |2023-00953 BOPLATIN/PA 1 A
RECI1-101 8 rash/Neutropenic fever
CLITAXEL
GEN1042/CAR
CMUH112- follow up Maculo-papular
114 2023/6/2 {2023-00953 BOPLATIN/PA 1 A
RECI-101 9 rash/Neutropenic fever
CLITAXEL
CMUH112- follow up
115 2024/9/6 |2024-03241 GEN1042 Meningoencephalitis 1 A
RECI1-101 1
CMUH112- follow up
116 2024/9/6 |2024-03241 GEN1042 Meningoencephalitis 1 A
RECI1-101 2
CMUH112- follow up
117 2024/9/6 (2024-03241 GEN1042 Meningoencephalitis 1 A
REC1-101 3
CMUH112- follow up
118 2024/9/6 (2024-03241 GEN1042 Meningoencephalitis 1 A
REC1-101 4
CMUH112- follow up
119 2024/9/6 2024-03241 GEN1042 Meningoencephalitis 1 A
REC1-101 5
CMUH112- follow up
120 2024/9/6 (2024-03241 GEN1042 Meningoencephalitis 1 A
RECI1-101 6
CMUH112- follow up
121 2024/9/6 12024-03241 GEN1042 Meningoencephalitis 1 A
RECI1-101 7
CMUH112- follow up
122 2024/9/6 2024-03241 GEN1042 Meningoencephalitis 1 A
RECI1-101 8
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GEN1042/CAR
BOPLATIN/PA
CMUH112- follow up Cytokine release
123 2024/4/18 (2024-01338 CLITAXEL/PE 1 A
RECI-101 2 syndrome/Pneumonitis
MBROLIZUM
AB
GEN1042/CAR
BOPLATIN/PA
CMUH112- follow up Cytokine release
124 2024/4/18 |2024-01338 CLITAXEL/PE 1 A
RECI1-101 3 syndrome/Pneumonitis
MBROLIZUM
AB
GEN1042/CAR
BOPLATIN/PA
CMUH112- follow up Cytokine release
125 2024/4/18 |2024-01338 CLITAXEL/PE 1 A
RECI1-101 4 syndrome/Pneumonitis
MBROLIZUM
AB
GEN1042/CAR
BOPLATIN/PA
CMUH112- follow up Cytokine release
126 2024/4/18 |2024-01338 CLITAXEL/PE 1 A
RECI1-101 5 syndrome/Pneumonitis
MBROLIZUM
AB
GEN1042/CAR
BOPLATIN/PA
CMUH112- follow up Cytokine release
127 2024/4/18 (2024-01338 CLITAXEL/PE 1 A
RECI-101 6 syndrome/Pneumonitis
MBROLIZUM
AB
GEN1042/CAR
BOPLATIN/PA
CMUH112- follow up Cytokine release
128 2024/4/18 (2024-01338 CLITAXEL/PE 1 A
REC1-101 7 syndrome/Pneumonitis
MBROLIZUM
AB
GEN1042/CAR
BOPLATIN/PA
CMUH112- follow up Cytokine release
129 2024/4/18 (2024-01338 CLITAXEL/PE 1 A
REC1-101 8 syndrome/Pneumonitis
MBROLIZUM
AB
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CMUH112- follow up| GEN1042/PEM
130 2024/6/4 12024-01982 Pneumonia 2 A
RECI1-101 5 BROLIZUMAB
CMUH112- follow up| GEN1042/PEM Hemophagocytic
131 2024/6/9 (2024-02006 2 A
RECI-101 4 BROLIZUMAB lymphohistiocytosis
CMUH112- follow up| GEN1042/PEM Hemophagocytic
132 2024/6/9 (2024-02006 2 A
RECI-101 5 BROLIZUMAB lymphohistiocytosis
CMUH112- follow up| GEN1042/PEM Hemophagocytic
133 2024/6/9 (2024-02006 ) 2 A
RECI-101 6 BROLIZUMAB lymphohistiocytosis
CMUH112- follow up| GEN1042/PEM Hemophagocytic
134 2024/6/9 (2024-02006 2 A
RECI1-101 7 BROLIZUMAB lymphohistiocytosis
CMUH112- follow up| GEN1042/PEM Hemophagocytic
135 2024/6/9 (2024-02006 2 A
RECI1-101 8 BROLIZUMAB lymphohistiocytosis
CMUH112- follow up| GEN1042/PEM Hemophagocytic
136 2024/6/9 (2024-02006 2 A
RECI1-101 9 BROLIZUMAB lymphohistiocytosis
CMUH112- follow up| GEN1042/PEM Hemophagocytic
137 2024/6/9 (2024-02006 ) 2 A
RECI-101 10 BROLIZUMAB lymphohistiocytosis
1,2,
BLINDED COPD exacerbation
CMUH112- 2024A0480|follow up 3,
138 2024/2/19 TOZORAKIMA [Chronic obstructive A
REC1-173 62 2 7:0th
B pulmonary disease]
er
1.RIGHT LOWER LOBE
PNEUMONIA
BLINDED
CMUH112- 202508GL |follow up [Pneumonia]
139 2025/8/13 TOZORAKIMA L3 A
RECI1-173 0O010051IN 3 2.Type 2 Respiratory
B
Failure [Respiratory
failure]
1.RIGHT LOWER LOBE
PNEUMONIA
BLINDED
CMUH112- 202508GL |follow up [Pneumonia]
140 2025/8/13 TOZORAKIMA L3 A
RECI-173 O010051IN 4 2.Type 2 Respiratory
B
Failure [Respiratory
failure]
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1.BILATERAL VIRAL
AND BACTERIAL
BLINDED PNEUMONIA
CMUH112- 202508GL |follow up
141 2025/8/20 TOZORAKIMA [Pneumonia] L3 A
REC1-173 0O015367IN 5
B 2.Acute Coronary
Syndrome [Acute coronary
syndrome]
1.BILATERAL VIRAL
AND BACTERIAL
BLINDED PNEUMONIA
CMUH112- 202508GL |follow up 1,2,
142 2025/8/20 TOZORAKIMA [Pneumonia] A
REC1-173 0O015367IN 6 3
B 2.Acute Coronary
Syndrome [Acute coronary
syndrome]
1.RIGHT LOWER LOBE
PNEUMONIA
BLINDED
CMUH112- 202508GL |follow up [Pneumonia]
143 2025/8/13 TOZORAKIMA 2,3 A
REC1-173 O010051IN 5 B 2.Type 2 Respiratory
Failure [Respiratory
failure]
1.Bacterial Pneumonia
BLINDED [Pneumonia bacterial]
CMUH112- 202508GL |follow up 1,2,
144 2025/8/20 TOZORAKIMA 2.Acute Coronary A
REC1-173 0O015367IN 7 3
B Syndrome [Acute
coronaryvsyndrome]
1.Bacterial Pneumonia
BLINDED [Pneumonia bacterial]
CMUH112- 202508GL |follow up 1,2,
145 2025/8/20 TOZORAKIMA 2.Acute Coronary A
REC1-173 0O015367IN 8 3
B Syndrome [Acute
coronaryvsyndrome]
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CMUH112-
REC1-173

2025/8/1

202508GL |follow up
0O010051IN 6

1

BLINDED
TOZORAKIMA
B

1.RIGHT LOWER LOBE
PNEUMONIA
[Pneumonia]
2.Sepsis [Sepsis]
3.Type 2 Respiratory

Failure [Respiratory

1,2,

failure]
4.ACUTE
EXACERBATION OF
COPD [Chronic
obstructive pulmonary

disease]

147

CMUH112-
RECI-173

2025/8/20

202508GL
0015367IN 9

follow up

BLINDED
TOZORAKIMA
B/ APFS Pre-
filled Syringe

1.Bacterial Pneumonia

[Pneumonia bacterial]
2.Acute Coronary
Syndrome [Acute

coronaryvsyndrome]

148

CMUH112-
RECI-173

2025/8/11

202508GL
OO010051IN 7

follow up

TOZORAKIMA

BLINDED

B

1.RIGHT LOWER LOBE
PNEUMONIA
[Pneumonia]
2.Sepsis [Sepsis]
3.Type 2 Respiratory
Failure [Respiratory
failure]

4. ACUTE
EXACERBATION OF
COPD [Chronic
obstructive pulmonary

disease]

149

1.Bacterial Pneumonia

CMUH112-
RECI-173

2025/8/20

202508GL
0015367IN

follow up

10

BLINDED
TOZORAKIMA
B/ APFS Pre-
filled Syringe

[Pneumonia bacterial]

2.Acute Coronary
Syndrome [Acute

coronaryvsyndrome]

1,2,

7:0th

cr
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CMUH112-
150
REC1-173

2024/11/3

202311GL
0002153V
N

follow up

4

BLINDED
TOZORAKIMA
B/ APFS Pre-
filled Syringe

2.PULMONARY
TUBERCULOSIS

1.Pneumonia [Pneumonia]

[Pulmonary tuberculosis

2,3

CMUH112-
151
REC1-173

2025/8/11

202508GL
OO010051IN

follow up

8

TOZORAKIMA

BLINDED

B/ APFS Pre-

filled Syringe

PNEUMONIA
[Pneumonia]
2.Sepsis [Sepsis]
3.Type 2 Respiratory
Failure [Respiratory
failure]

4.ACUTE

COPD [Chronic
obstructive pulmonary

disease]

1.RIGHT LOWER LOBE

EXACERBATION OF

1,2,

CMUH112-

BLINDED

152
RECI-173

2025/8/20

202508GL
0015367IN

follow up

TOZORAKIMA
11 B/ APFS Pre-

filled Syringe

1.Bacterial Pneumonia

[Pneumonia bacterial]
2.Sepsis [Sepsis]
3.Acute Coronary
Syndrome [Acute

coronaryvsyndrome]

4.Acute Exacerbation of

COPD [Chronic
obstructive pulmonary
disease]

5.Acute Respiratory

Failure [Acute respiratory

failure]

]‘5 2’

7:0th

€r
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REC1-173

CMUH112-

2025/8/11

202508GL
OO010051IN

9

follow up

BLINDED
TOZORAKIMA
B/ APFS Pre-
filled Syringe

1.RIGHT LOWER LOBE
PNEUMONIA
[Pneumonia]
2.Sepsis [Sepsis]
3.Type 2 Respiratory
Failure [Respiratory
failure]
4.ACUTE
EXACERBATION OF
COPD [Chronic
obstructive pulmonary

disease]

1,2,

CMUH112-
154
RECI-173

2025/8/20

202508GL
0015367IN

follow up

12

BLINDED
TOZORAKIMA
B/ APFS Pre-

filled Syringe

1.Bacterial Pneumonia
[Pneumonia bacterial]
2.Sepsis [Sepsis]
3.Acute Coronary
Syndrome [Acute
coronaryvsyndrome]
4.Acute Exacerbation of
COPD [Chronic
obstructive pulmonary
disease]
5.Acute Respiratory
Failure [Acute respiratory

failure]

1,2,

7:0th

€r

CMUH112-
RECI1-173

155

2024/2/19

2024A0480
62

follow up

3

BLINDED
TOZORAKIMA
B

COPD exacerbation
[Chronic obstructive

pulmonary disease]

7:0th

1,2,

cr
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CMUH112-
REC1-173

2025/8/20

202508GL
O015367IN

follow up

13

BLINDED
TOZORAKIMA
B/ APFS Pre-
filled Syringe

1.Bacterial Pneumonia

[Pneumonia bacterial]
2.Sepsis [Sepsis]
3.Acute Coronary
Syndrome [Acute

coronaryvsyndrome]

4.Acute Exacerbation of

COPD [Chronic

obstructive pulmonary

disease]

1,2,

7:0th

cr

157

CMUH112-
RECI-173

2025/8/11

202508GL
OO010051IN

follow up

10

BLINDED
TOZORAKIMA
B

1.RIGHT LOWER LOBE
PNEUMONIA
[Pneumonia]
2.Sepsis [Sepsis]
3.Type 2 Respiratory
Failure [Respiratory
failure]

4. ACUTE
EXACERBATION OF
COPD [Chronic
obstructive pulmonary

disease]

1,2,

158

CMUH112-
RECI-173

2024/11/3

202311GL
0002153V
N

follow up

5

BLINDED
TOZORAKIMA
B/ APFS Pre-
filled Syringe

1.Pneumonia [Pneumonia]
2.PULMONARY
TUBERCULOSIS

[Pulmonary tuberculosis

2,3

115% 03 " 25 p
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1.SEVERE
INVESTIGATION
PRODUCT ALLERGIC
OR CONSUMPTION OF
BLINDED PHYTOTHERAPY 2,3,
CMUH111- 2023A1398
159 2023/6/15 Initial |[TOZORAKIMA REACTION [Drug 7:0th| A
REC1-016 13
B hypersensitivity] er
2.COPD
EXACERBATION
[Chronic obstructive
pulmonary disease]
202602GL BLINDED
CMUHI111- acute respiratory failure
160 2023/6/15 [0017616C | Initial |TOZORAKIMA 2,3 A
RECI1-016 [Acute respiratory failure]
L B
202602GL BLINDED
CMUHI111- follow up acute respiratory failure
161 2023/6/15 | 0017616C TOZORAKIMA 2,3 A
RECI1-016 1 [Acute respiratory failure]
L B
#1)
PEMBROLIZU
MAB Solution
CMUH110- Followup Stevens Johnson Syndrome
162 2023/3/11 | 2073989 for injection 2,3 A
RECI1-156 22 Hyponatremia
#2) BCG LIVE
Powder For
Instillation Fluid
#1)
PEMBROLIZU
Small bowel obstruction
MAB Solution
CMUH110- Followup Colitis 1,2,
163 2020/1/15 | 2060153 for injection A
RECI1-156 13 Influenza-A related 3
#2) BCG LIVE
pneumonia
Powder For
Instillation Fluid
115 # 03 % 25 p % 61 F > % 89 F
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#1)
PEMBROLIZU
MAB Solution
CMUH110- Followup Stevens Johnson Syndrome
164 2023/3/11 | 2073989 for injection 2,3 A
RECI-156 23 Hyponatremia
#2) BCG LIVE
Powder For
Instillation Fluid
#1)
PEMBROLIZU
MAB Solution
CMUH110- Followup Stevens Johnson Syndrome
165 2023/3/11 | 2073989 for injection 2,3 A
RECI1-156 24 Hyponatremia
#2) BCG LIVE
Powder For
Instillation Fluid
CMUH114- 2026-BI-
166 2026/2/18 INI BI 690517 unexpected death 1 A
REC1-081 011951
#1)
RALUDOTATU
G Malignant neoplasm
CMUH114- Followup progression [Malignant
167 2026/1/3 | 2367969 DERUXTECAN 131 A
REC1-060 1 neoplasm progression
Injection
(10051398)*]
(raludotatug
deruxtecan)
#1)
RALUDOTATU
G Malignant neoplasm
CMUH114- Followup progression [Malignant
168 2026/1/3 2367969 DERUXTECAN 131 A
REC1-060 2 neoplasm progression
Injection
(10051398)*]
(raludotatug
deruxtecan)
115 # 03 % 25 p % 62 F > £ 89 F



TRFFAREARFRFLARELAEF-FELR ¢
- F-LIERFTXB R ERELC BR)

B X AR |AFE
A FA P Y FRES A
5L i 2 ML ]
#1)
neutrophil count decrease
RALUDOTATU
G [Neutrophil count
CMUH114- Followup decreased (10029366)*]
169 2025/9/14 | 2330459 DERUXTECAN
REC1-060 8 Acute Kidney injury
Injection
[Acute kidney injury
(raludotatug
(10069339)*]
deruxtecan)
#1)
RALUDOTATU
G
CMUH114- Followup Septick Shock [Septic
170 2025/6/6 | 2295062 DERUXTECAN
REC1-060 8 shock (10040070)*]
Injection
(raludotatug
deruxtecan)
#1)
PEMBROLIZU

MAB Solution
for injection
(pembrolizumab
)

#2)
SACITUZUMA
CMUH113- B GOVITECAN
171 2026/1/28 | 2376212 | Initial [Febrile neutropenia

REC1-046 (3475
(10016288)*]
SOLUTION
FOR
INJECTION

STUDY)

Febrile Neutropenia

Injection
(SACITUZUM
AB
GOVITECAN)

115% 03 " 25 p % 63 F £ 89
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#1)
Pulmonary Embolism
PEMBROLIZU
[Pulmonary embolism
CMUH113- MAB Solution
172 2026/1/20 | 2375705 | Initial (10037377)*] 2371 A
REC1-046 for injection
Pneumonia [Pneumonia
(pembrolizumab
(10035664)*]
)
#1)
PEMBROLIZU
MAB Solution
for injection
(pembrolizumab
)
#2)
SACITUZUMA
CMUH113- Followup |B GOVITECAN| Pneumonia [Pneumonia
173 2025/11/10 | 2351989 131 A
REC1-046 3 (3475 (10035664)*]
SOLUTION
FOR
INJECTION
STUDY)
Injection
(SACITUZUM
AB
GOVITECAN)
#1)
Pulmonary Embolism
PEMBROLIZU
[Pulmonary embolism
CMUH113- Followup| MAB Solution
174 2026/1/20 | 2375705 (10037377)*] 23| A
REC1-046 1 for injection
Pneumonia [Pneumonia
(pembrolizumab
(10035664)*]
)
115 # 03 % 25 p % 64 F > £ 89 F
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#1) PRIMARY LUNG
PEMBROLIZU| CANCER STAGE 1V
CMUH113- Followup| MAB Solution [Lung cancer stage IV
175 2026/1/15 | 2373775
REC1-046 1 for injection (10025062)*]
(pembrolizumab ANEMIA [Anaemia

) (10002034)*]

#1)
PEMBROLIZU
MAB Solution
for injection
(pembrolizumab
)

#2)
SACITUZUMA
CMUH113- Followup|B GOVITECAN
176 2026/1/28 | 2376212 [Febrile neutropenia
REC1-046 1 (3475

(10016288)*]
SOLUTION
FOR
INJECTION
STUDY)

Febrile Neutropenia

Injection
(SACITUZUM
AB
GOVITECAN)

115% 03 " 25 p ¥ 65 F > %
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#1)

PEMBROLIZU
MAB Solution
for injection
(pembrolizumab
)

#2)
SACITUZUMA
CMUH113- Followup|B GOVITECAN
177 2026/1/28 | 2376212 [Febrile neutropenia
REC1-046 2 (3475

(10016288)*]
SOLUTION
FOR
INJECTION

STUDY)

Febrile Neutropenia

Injection
(SACITUZUM
AB
GOVITECAN)

115% 03 " 25 p ¥ 66 7%
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CMUH113-
RECI1-046

2025/11/10

2351989

Followup
4

#1)
PEMBROLIZU
MAB Solution

for injection
(pembrolizumab
)

#2)
SACITUZUMA
B GOVITECAN

(3475
SOLUTION
FOR
INJECTION
STUDY)
Injection
(SACITUZUM

AB
GOVITECAN)

Pneumonia [Pneumonia

(10035664)*]

1.3

115% 03 " 25 p
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#1)

PEMBROLIZU
MAB Solution
for injection
(pembrolizumab
)

#2)
SACITUZUMA
CMUH113- Followup|B GOVITECAN
179 2026/1/28 | 2376212 [Febrile neutropenia
REC1-046 3 (3475

(10016288)*]
SOLUTION
FOR
INJECTION

STUDY)

Febrile Neutropenia

Injection
(SACITUZUM
AB
GOVITECAN)

115% 03 " 25 p ¥ 68 7 %
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#1)
PEMBROLIZU
MAB Solution
for injection
(pembrolizumab
) SEPTIC SHOCK [Septic
#2) shock (10040070)*]
SACITUZUMA [PNEUMONIA [Pneumonia
CMUH113- Followup B GOVITECAN (10035664)*]
180 2025/8/6 | 2319294 231 A
REC1-046 9 (3475 HOSPITAL ACQUIRED
SOLUTION | PNEUMONIA [Hospital
FOR acquired pneumonia
INJECTION (10076918)*]
STUDY)
Injection
(SACITUZUM
AB
GOVITECAN)
115% 03 " 25 p ¥ 69 + 89 |
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#1)

PEMBROLIZU
MAB Solution
for injection
(pembrolizumab
)

#2)
SACITUZUMA
CMUH113- Followup|B GOVITECAN
181 2026/1/28 | 2376212 [Febrile neutropenia
REC1-046 4 (3475

(10016288)*]
SOLUTION
FOR
INJECTION

STUDY)

Febrile Neutropenia

Injection
(SACITUZUM
AB
GOVITECAN)

115% 03 " 25 p % 70 F > £
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#1)
PEMBROLIZU
MAB Solution
for injection
(pembrolizumab
) SEPTIC SHOCK [Septic
#2) shock (10040070)*]
SACITUZUMA |[PNEUMONIA [Pneumonia
CMUH113- Followup|B GOVITECAN (10035664)*]
182 2025/8/6 | 2319294 23 A
REC1-046 10 (3475 HOSPITAL ACQUIRED
SOLUTION | PNEUMONIA [Hospital
FOR acquired pneumonia
INJECTION (10076918)*]
STUDY)
Injection
(SACITUZUM
AB
GOVITECAN)
#1)
Goodpasture's Syndrome
PEMBROLIZU
[Goodpasture's syndrome
CMUH113- Followup| MAB Solution
183 2025/7/7 | 2321536 (10018620)*] 23| A
REC1-046 17 for injection
Dyspnea [Dyspnoea
(pembrolizumab
(10013968)*]
)
115% 03 " 25 p % 71 F > % 89 F
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#1)
PEMBROLIZU
MAB Solution
for injection
(pembrolizumab
)
#2)
SACITUZUMA
Febrile Neutropenia
CMUH113- Followup B GOVITECAN
184 2026/1/28 | 2376212 [Febrile neutropenia 23 [ A
REC1-046 5 (3475
(10016288)*]
SOLUTION
FOR
INJECTION
STUDY)
Injection
(SACITUZUM
AB
GOVITECAN)
1) BLINDED 1) 2~
CMUH113- 2024-  |follow up
185 2024/12/29 GOLCADOMI | THROMBOCYTOPENIA | 3 ~ A
REC1-095 201336(16) 16
DE (Suspect) 2) LEUKOPENIA 4-~7
1) BLINDED 1) 2~
CMUH113- 2024-  |follow up
186 2024/12/29 GOLCADOMI [ THROMBOCYTOPENIA| 3~ | A
REC1-095 201336(17) 17
DE (Suspect) 2) LEUKOPENIA 4-~7
1) BLINDED
CMUH113- 2025-  |follow up 2~
187 2025/8/25 GOLCADOMI 1) SEPTIC SHOCK A
REC1-095 119406(1) 1 3~7
DE (Suspect)
1) BLINDED
CMUH113- 2025- 1) LIVER INJURY 2~
188 2025/8/19 Initial | GOLCADOMI A
REC1-095 118507(0) 2) FEVER 3-7
DE (Suspect)
1) ANEMIA
1) BLINDED 2) SEPSIS
CMUH113- 2025-  |follow up 2~
189 2025/8/15 GOLCADOMI 3) SEPSIS A
REC1-095 115375(1) 1 3-7
DE (Suspect) 4) FEBRILE
NEUTROPENIA
115 # 03 % 25 p ¥ 72 %% 89
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1) ANEMIA
1) BLINDED 2) SEPSIS
CMUH113- 2025-  |follow up 2~
190 2025/8/15 GOLCADOMI 3) SEPSIS A
REC1-095 115375(2) 2 37
DE (Suspect) 4) FEBRILE
NEUTROPENIA
1) BLINDED | 1) LUNG INFECTION
CMUH113- 2025-  |follow up 2
191 2025/8/12 GOLCADOMI 2) FEBRILE A
REC1-095 113899(2) 2 37
DE (Suspect) NEUTROPENIA
1) BLINDED | 1) LUNG INFECTION
CMUH113- 2025-  |follow up 2~
192 2025/8/12 GOLCADOMI 2) FEBRILE A
REC1-095 113899(3) 3 37
DE (Suspect) NEUTROPENIA
1) PERITONITIS WITH
SEPTIC SHOCK
2) PERITONITIS WITH
SEPTIC SHOCK |
1) BLINDED | 3) SMALL INTESTINE
CMUH113- 2025-  |follow up 2~
193 2025/8/9 GOLCADOMI PERFORATION A
REC1-095 111319(4) 4 3~
DE (Suspect) 4) DIARRHEA CTCAE 47
GRADE 2 WITH
CONSECUTIVE
PROLONGED
HOSPITALIZATION
1) PERITONITIS WITH
SEPTIC SHOCK
2) PERITONITIS WITH
SEPTIC SHOCK 1
1) BLINDED | 3) SMALL INTESTINE
CMUH113- 2025-  |follow up 2~
194 2025/8/9 GOLCADOMI PERFORATION A
REC1-095 111319(5) 5 3~
DE (Suspect) | 4) DIARRHEA CTCAE 47
GRADE 2 WITH
CONSECUTIVE
PROLONGED
HOSPITALIZATION
115 # 03 * 25 p % 73 F % 89 F
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1) BLINDED
CMUH113- 2025-  |follow up 1) FEBRILE 1~
195 2025/7/23 GOLCADOMI
RECI1-095 104638(5) 5 NEUTROPENIA 3~7
DE (Suspect)
1) MYOCARDITIS
1) BLINDED
CMUH113- 2025-  |follow up 2) LUNG INFECTION | 2~
196 2025/7/6 GOLCADOMI
REC1-095 096363(8) 8 3) ACUTE RETINAL [3~7
DE (Suspect)
NECROSIS SYNDROME
1) MYOCARDITIS
1) BLINDED
CMUH113- 2025-  |follow up 2) LUNG INFECTION | 2~
197 2025/7/6 GOLCADOMI
RECI1-095 096363(10) 10 3) ACUTE RETINAL [3~7
DE (Suspect)
NECROSIS SYNDROME
1) SEPTIC SHOCK
1) BLINDED 2) SARS-COV-2
CMUH113- 2025-  |follow up 2~
198 2025/7/3 GOLCADOMI PNEUMONIA
REC1-095 095341(10) 10 3~7
DE (Suspect) 3) FEBRILE
NEUTROPENIA
1) SEPTIC SHOCK
1) BLINDED 2) SARS-COV-2
CMUH113- 2025-  |follow up 2~
199 2025/7/3 GOLCADOMI PNEUMONIA
RECI1-095 095341(11) 11 3~7
DE (Suspect) 3) FEBRILE
NEUTROPENIA
1) SEPTIC SHOCK
1) BLINDED 2) SARS-COV-2
CMUH113- 2025-  |follow up 2~
200 2025/7/3 GOLCADOMI PNEUMONIA
RECI1-095 095341(12) 12 3~7
DE (Suspect) 3) FEBRILE
NEUTROPENIA
1) BLINDED 1) NEUTROPENIA
CMUH113- 2025-  |follow up 2~
201 2025/6/30 GOLCADOMI 2)
REC1-095 092774(11) 11 3~7
DE (Suspect) | THROMBOCYTOPENIA
1) LUNG INFECTION
1) BLINDED 2) FEBRILE 1~
CMUH113- 2025-  |follow up
202 2025/5/21 GOLCADOMI NEUTROPENIA 2~
REC1-095 074319(20) 20
DE (Suspect) 3) RESPIRATORY 3~7
FAILURE
115 # 03 % 25 p ¥ 74 7> £ 89 |
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1) LUNG INFECTION
1) BLINDED 2) FEBRILE 1~
CMUH113- 2025-  |follow up
203 2025/5/21 GOLCADOMI NEUTROPENIA 2 A
REC1-095 074319(21) 21
DE (Suspect) 3) RESPIRATORY 3~7
FAILURE
1) HYPOTENSION
2) DIARRHEA
3) ALKALOSIS
4) ABDOMINAL
1) BLINDED INFECTION
CMUH113- 2025-  |follow up 2~
204 2025/5/15 GOLCADOMI 5) BICARBONATE A
REC1-095 072488(15) 15 3~7
DE (Suspect) REDUCTION
6) NEUTROPENIA
7) VASCULAR ACCESS
COMPLICATION
8) ATRIAL FIBRILATION
1) HYPOTENSION
2) DIARRHEA
3) ALKALOSIS
4) ABDOMINAL
1) BLINDED INFECTION
CMUH113- 2025-  |follow up 2~
205 2025/5/15 GOLCADOMI 5) BICARBONATE A
REC1-095 072488(16) 16 3~7
DE (Suspect) REDUCTION
6) NEUTROPENIA
7) VASCULAR ACCESS
COMPLICATION
8) ATRIAL FIBRILATION
1) FAILURE TO THRIVE
1) BLINDED
CMUH113- 2025- follow up 2) DEEP VEIN 2~
206 2025/5/8 GOLCADOMI A
REC1-095 070748(6) 6 THROMBOSIS 3~7
DE (Suspect)
3) HYPERGLYCEMIA
1) BLINDED 1) FEBRILE 1~
CMUH113- 2025-  |follow up
207 2025/5/10 GOLCADOMI NEUTROPENIA 2~ A
REC1-095 068827(6) 6
DE (Suspect) 2) PNEUMONIA 3~7
115 # 03 % 25 p % 75 F > £ 89 F
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1) BLINDED
CMUH113- 2025-  |follow up 1) PLATELET COUNT
208 2025/5/7 GOLCADOMI 2 31 A
REC1-095 067702(7) 7 DECREASED
DE (Suspect)
1) BLINDED
CMUHI113- 2025-  [follow up 1) NEUTROPENIC 2
209 2025/5/1 GOLCADOMI A
RECI1-095 065646(11)| 11 COLITIS 37
DE (Suspect)
1) BLINDED
CMUHI113- 2025-  [follow up 1) CYTOMEGALOVIRUS| 2 -
210 2025/2/10 GOLCADOMI A
REC1-095 040895(6) 6 VIREMIA 37
DE (Suspect)
1) BLINDED
CMUH113- 2025-  |follow up 1~
211 2025/3/14 GOLCADOMI 1) PNEUMONIA A
REC1-095 040863(8) 8 27
DE (Suspect)
1) BLINDED
CMUH113- 2025-  |follow up 2~
212 2025/2/26 GOLCADOMI | 1) FEBRILE APLASIA A
REC1-095 031738(11)| 11 3+7
DE (Suspect)
1) BLINDED
CMUH113- 2025-  |follow up
213 2025/2/17 GOLCADOMI | 1) ORALMUCOSITIS |2-3| A
REC1-095 026502(8) 8
DE (Suspect)
CMUHI112- 100004902 LIFE THREATENING
214 2024/7/31 Initial RO5541077 2 A
RECI-142 70 THROMBOCITOPENIA
CMUH112- 100004902 LIFE THREATENING
215 2024/7/31 Initial | RO0452294 2 A
REC1-142 70 THROMBOCITOPENIA
LIFE THREATENING
CMUHI112- 100004976
216 2026/1/9 Initial R0O0452294 [ NEUTROPHIL COUNT | 2 A
RECI-142 99
DECREASED
CMUH112- 100000476 [follow up Life Threatening
217 2024/7/31 RO0452294 23| A
REC1-142 26 12 PNEUMONIA
LIFE THREATENING
CMUH112- 100004025 [follow up
218 2025/9/30 RO5541077 SMALL BOWEL 23| A
RECI1-142 29 10
PERFORATION
LIFE THREATENING
CMUH112- 100004902 |follow up LEUCOPENIA, LIFE
219 2024/7/31 RO0452294 2 A
RECI1-142 70 3 THREATENING
THROMBOCYTOPENIA
115# 032 25 ¢ % 76 F % 89 F
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LIFE THREATENING
CMUHI112- 100004902 [follow up LEUCOPENIA, LIFE
220 2024/7/31 RO5541077 2 A
RECI1-142 70 3 THREATENING
THROMBOCYTOPENIA
FATAL SEPSIS, FATAL
CMUHI112- 100004087
221 2025/10/8 Initial R0O0452294 ALTERED MENTAL 13 A
RECI1-142 93
STATUS
CMUH112- 100004087 FATAL ALTERED
222 2025/10/8 Initial RO5541077 1,31 A
RECI1-142 93 MENTAL STATUS
CMUH112- 100004087 [follow up
223 2025/10/8 RO0452294 FATAL SEPSIS L3 ] A
REC1-142 93 5
1.Hyperkalemia
[Hyperkalaemia]
Blinded 2.urinary tract infection
202508GL
CMUH114- follow up| AZD9525/ [Urinary tract infection]
224 2025/8/14 [ 0013676V 2,3 A
REC1-046 4 DAPAGLIFLOZ| 3.Acute Kidney Injury
N
IN [Acute kidney injury]
4.Diabetic Ketoacidosis
[Diabetic ketoacidosis]
1.Hyperkalemia
[Hyperkalaemia]
2.Urinary tract infection
202508GL (based on clinical findings
CMUH114- follow up Blinded
225 2025/8/14 [ 0013676V and elevated white blood | 2,3 | A
REC1-046 5 AZD9525
N cell count and Leu 500/uL)
[Urinary tract infection]
3.Acute Kidney Injury
[Acute kidney injury]
202512GL 2,3,
CMUH114- Blinded Hyperkalaemia
226 2025/11/4 1 0003295D | Initial 7:0th| A
REC1-046 AZD9525 [Hyperkalaemia]
K er
115 # 03 % 25 p ¥ 77 %> % 89 |
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1.hyperkalemia
[Hyperkalaemia]
202509GL 2,3,
CMUH114- follow up Blinded 2.sinus bradycardia [Sinus
227 2025/9/8 |1 0009954U 7:0th| A
REC1-046 S 2 AZD9525 bradycardia]
er
3.hypotension
[Hypotension]
1.Hyperkalemia
[Hyperkalaemia]
2.Urinary tract infection
202508GL Blinded (based on clinical findings
CMUH114- follow up
228 2025/8/14 | 0013676V DAPAGLIFLOZ| and elevated white blood | 2,3 | A
REC1-046 6
N IN cell count and Leu 500/uL)
[Urinary tract infection]
3.Acute Kidney Injury
[Acute kidney injury]
Blinded
CMUH114- 202601GL BAXDROSTAT,
229 2026/1/25 Initial Death [Death] 1 A
REC1-046 0023584IN DAPAGLIFLOZ
IN
Blinded
CMUH114- 202601GL |follow up|BAXDROSTAT,| Death of unknown cause
230 2026/1/25 1 A
REC1-046 0023584IN 1 DAPAGLIFLOZ [Death]
IN
1.Hyperkalemia
[Hyperkalaemia]
2.Urinary tract infection
202508GL Blinded (based on clinical findings
CMUH114- follow up
231 2025/8/14 | 0013676V DAPAGLIFLOZ| and elevated white blood | 2, 3 A
REC1-046 7
N IN cell count and Leu 500/ul)
[Urinary tract infection]
3.Acute Kidney Injury
[Acute kidney injury]
115 # 03 % 25 p % 78 F > £ 89 F
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1.Hyperkalemia
[Hyperkalaemia]
2.Urinary tract infection
202508GL Blinded (based on clinical findings
CMUH114- follow up
232 2025/8/14 [0013676V DAPAGLIFLOZ| and elevated white blood | 2,3 | A
REC1-046 8
N IN cell count and Leu 500/ul)
[Urinary tract infection]
3.Acute Kidney Injury
[Acute kidney injury]
Blinded
202602GL
CMUH114- BAXDROSTAT, Hyperkalaemia
233 2026/2/6 [ 0010067B | Initial 2 A
RECI1-046 DAPAGLIFLOZ [Hyperkalaemia]
R
IN
1.Hyperkalemia
[Hyperkalaemia]
2.Urinary tract infection
202508GL (based on clinical findings
CMUH114- follow up
234 2025/8/14 | 0013676V Blinded and elevated white blood | 2,3 | A
REC1-046 9
N cell count and Leu 500/uL)
[Urinary tract infection]
3.Acute Kidney Injury
[Acute kidney injury]
Blinded
202602GL
CMUH114- follow up|BAXDROSTAT, Hyperkalaemia
235 2026/2/6 | 0010067B 2 A
RECI1-046 1 DAPAGLIFLOZ [Hyperkalaemia]
R
IN/ Enalapril
1.Hyperkalemia
[Hyperkalaemia]
202502GL 2,3,
CMUH113- follow up| BLINDED 2.Hypotension
236 2025/2/20 [ 0019447U 7:0th| A
REC1-038 S 5 AZD9525 [Hypotension]
er
3.Acute Kidney Injury
[Acute kidney injury]
202511GL
CMUH113- BLINDED
237 2025/10/15 | O007649U | Initial Pancreatitis [Pancreatitis] | 2,3 | A
REC1-038 AZD9525
S
115 # 03 % 25 p % 79 F > £ 89 F
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238

CMUH113-
REC1-038

2025/11/13

202511GL
O015180A
U

Initial

BLINDED
AZD9525

Metabolic acidosis with
Hyperkalemia [Metabolic

acidosis]

2,3,
7:0th

cr

239

CMUH113-
REC1-038

2025/11/13

202511GL
O015180A
U

follow up

1

BLINDED
AZD9525

Metabolic acidosis with
Hyperkalemia 7.1

[Metabolic acidosis]

2,3,
7:0th

cr

240

CMUH113-
REC1-038

2025/11/13

202511GL
0015180A
U

follow up

2

BLINDED
AZD9525

1.Metabolic acidosis with
Hyperkalemia 7.1
[Metabolic acidosis]
2.Symptomatic
Hypoglycemic episodesx2
[Hypoglycaemia]
3.Mild Respiratory
Acidosis [Respiratory
acidosis]
4.Hyperkalemia with ECG
changes (K+ 7.1 mmol/L)/
Hyperkalemia
[Hyperkalaemia]
5.Acute Kidney Injury
(AKI) on CKD [Acute
kidney injury]

2,3,
7:0th

€r
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CMUH113-
REC1-038

2025/11/13

202511GL
O015180A
U

follow up

3

BLINDED
AZD9525

1.Metabolic acidosis
[Metabolic acidosis]
2.Symptomatic
Hypoglycemic episodesx2
[Hypoglycaemia]

3.Mild Respiratory

Acidosis [Respiratory
acidosis]

4. Hyperkalemia with ECG
changes (K+ 7.1 mmol/L)/
Hyperkalemia
[Hyperkalaemia]
5.Acute Kidney Injury
(AKI) on CKD [Acute
kidney injury]

2,3,
7:0th

€r

242

CMUH113-
RECI1-038

2025/11/13

202511GL
O015180A
U

follow up

4

BLINDED
AZD9525/
DAPAGLIFLOZ
IN

1.Metabolic acidosis
[Metabolic acidosis]
2.Symptomatic
Hypoglycemic episodesx2
[Hypoglycaemia]
3.Mild Respiratory
Acidosis [Respiratory
acidosis]
4.Hyperkalemia with ECG
changes (K+ 7.1 mmol/L)/
Hyperkalemia
[Hyperkalaemia]
5.Acute Kidney Injury
(AKI) [Acute kidney

injury]

2,3,
7:0th

cr

243

CMUH113-
REC1-038

2026/1/26

202601GL
0023587T
R

Initial

BLINDED
BAXDROSTAT,
DAPAGLIFLOZ

IN

death [Death]
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BLINDED
202601GL
CMUH113- follow up| BAXDROSTAT,
244 2026/1/26 | 0023587T death [Death] 1 A
REC1-038 1 DAPAGLIFLOZ
R
IN
BLINDED
202601GL
CMUH113- follow up| BAXDROSTAT,
245 2026/1/26 | 0023587T death [Death] 1 A
REC1-038 2 DAPAGLIFLOZ
R
IN
1.Septic shock [Septic
shock]
2.CUTANEOUS
DISSEMINATED
BLINDED HERPES ZOSTER
15 2’
ANIFROLUMA [Herpes zoster]
CMUHI110- 2024A0911 [follow up 3,4,
246 2024/4/6 B/ Mmf 3.SEPSIS [Sepsis] A
REC1-201 45 8 7:Oth
(Mycophenolate| 4.Acute kidney injury
er
mofetil) [Acute kidney injury]
5.INFECTION OF SKIN
AND SOFT TISSUED
LOWER EXTREMITIES
[Skin infection]
1.Septic shock [Septic
shock]
2.CUTANEOUS
DISSEMINATED
BLINDED HERPES ZOSTER
]‘5 2’
ANIFROLUMA [Herpes zoster]
CMUHI110- 2024A0911 [follow up 3,4,
247 2024/4/6 B/ Mmf 3.SEPSIS [Sepsis] A
RECI1-201 45 9 7:0th
(Mycophenolate| 4.Acute kidney injury
er
mofetil) [Acute kidney injury]
5.INFECTION OF SKIN
AND SOFT TISSUED
LOWER EXTREMITIES
[Skin infection]
115 # 03 % 25 p % 82 F > £ 89 F
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CMUH110-
RECI1-201

2024/4/6

2024A0911
45

follow up

10

BLINDED
ANIFROLUMA
B/ Mmf
(Mycophenolate

mofetil)

1.Septic shock [Septic
shock]
2.CUTANEOUS
DISSEMINATED
HERPES ZOSTER
[Herpes zoster]
3.SEPSIS [Sepsis]
4.Acute kidney injury
[Acute kidney injury]
S.INFECTION OF SKIN
AND SOFT TISSUED
LOWER EXTREMITIES

[Skin infection]

1,2,
3,4,
7:0th

cr

249

CMUH114-
RECI-079

2025/11/13

2025CNO003
95

follow up

6

AZDA4205

Platelet count decreased
[Platelet count
decreased] ~
Hemophagocytic syndrome
[Haemophagocytic
lymphobhistiocytosis]

2,3

250

CMUH114-
RECI-079

2025/12/29

2025CN004
52

follow up

3

AZDA4205

Haemophagocytic
symdrome
[Haemophagocytic
lymphohistiocytosis] -
Hyponatraemia
[Hyponatraemia] ~
Infection of unknown
cause and location
[Infection] ~ Platelet count
decreased [Platelet count
decreased] -
Transaminases increased

[Transaminases

increased]

2,3
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CMUH114-
REC1-079

2025/12/29

2025CN004
52

follow up

4

AZDA4205

Haemophagocytic
symdrome
[Haemophagocytic
lymphobhistiocytosis]
Hyponatraemia
[Hyponatraemia] -
Infection of unknown
cause and location
[Infection] ~ Platelet count
decreased [Platelet count
decreased] -
Transaminases increased
[Transaminases

increased]

2,3

252

CMUH114-
RECI-079

2025/11/13

2025CNO003
95

follow up

7

AZDA4205

Platelet count decreased
[Platelet count
decreased] ~
Hemophagocytic syndrome
[Haemophagocytic
lymphobhistiocytosis]

1,2,3

253

CMUH114-
RECI-079

2026/1/2

2026CN000
07

follow up

3

AZDA4205

Neutrophil count decreased
[Neutrophil count
decreased] ~ White blood
cell count decreased
[White blood

cell count decreased]
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1. CMUH111-REC1-208

(e % 2142 ]
*H5% F P ¢4 semaglutide, Ozempic® and Wegovy®
*E rMIFLPRE 2025F 47 1p 3220259 300p

2. CMUH111-REC1-208

(8% 2142 ]
*2E% % AL ¢ Cagrilintide, CagriSema
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*E PMAFLYHREF 1202570 1 p 32025290 300p

CMUH111-RECI1-208

—
7‘-
o
N

[ % 2142 ]

*3E% ¥ 4 LA ¢ Cagrilintide, CagriSema

*g MMHRLHT 12025 102 1 p 3 2025 & 127 31
2

CMUH109-REC1-100

[arigrrEp]
*5% & | Budigalimab Investigator Brochure Edition 12 — 04
December 2025
*pgp 2025 & 127 04 p

CMUH109-REC1-100

[ 2papd]

*# % F 4 ¢ Budigalimab

*E pMFLYPF I14E042 19p 3 114 # 10 % 18
2

CMUH112-RECI1-101

v AR

(4]
RF o RETHE MRS

e GEN1042 6MLL 22-May-2025 to 21-Nov-2025_Site
Submissions

CMUH114-REC1-081

EH I

[z = 2p42]
*EE B LA vicadrostat (BI 690517) +empagliflozin
*% rMFL B D 01Apr2025 to 30Sep2025

Boehringer Ingelheim Empagliflozin and Vicodrostat 6MLL
Report 01-Apr-2025 to 30-Sep-2025

CMUH114-REC1-124

it

[z x 24t ]

*:8% ¥ 4 L © Felzartamab

*E PMAFLHEF 120252047 11 p 3 2025# 10 7
10 p

CMUH110-REC1-044

aal
Ries
8t

(< 2papd]
MAAS868 DSUR7_Executive Summary SAR with Line
Listing_01-Jul-2023 through 30-Jun-2024
*RERE Y L AL Abelacimab (MAAS868)
*E AMAFLHF 12023870 1p 3 2024 F 67" 30
p

[ 2142 ]
MAA868 DSURS8 Executive Summary with Line
Listing_01-Jul-2024 to 30-Jun-2025
*H% E P LA 1 Abelacimab (MAAS6R)
*E PMAFLHEF 120247 1p 3 2025EF 67 30
p

(< 2papd]
Anthos 6MLL- Abelacimab (MAA868) 01-Jan-
2024 to 30-Jun-2024
*RERE Y LA Abelacimab (MAAS868)
*E PMAFLEF 12024 1% 1p 3 2024 EF 67 30
P

(% 2444 ]
Anthos Therapeutics Inc ANT-006 SSR report 01-Jul-2024
to 31-Dec-2024
*RERE Y LA Abelacimab (MAAS868)
*E rMAFLHRF 1202470 1p 3 2024 & 12 0 3]
p

(GERFI LD
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Anthos Therapeutics Inc_SSR report 01-Jan-2025 to 30-Jun-
2025
*H% E P LA 0 Abelacimab (MAAS6R)
*E rMAFLHF 202510 1p 3 2025&F 6" 30
p

(&= 2p4p]
Anthos Therapeutics Inc SSR_01-Apr-2025 to 30-Sep-2025
*5% F P AL 1 Abelacimab (MAAS6R)
*E rMAFLEHF 1202540 1p 3 2025F 9% 30
P

10.

CMUH111-REC1-062

5%

[z % 242472 ]

*E% & AL © Enzalutamide

*E DM AFL R 12024 087 31 p 3 2025 & 08 *
30p

[z %282 ]

*#5% ¥ ¢ FL * Enzalutamide

*E AP AFL R 12024087 31 p 3 2025 & 02 *
28 p

[z % 2P48d]

*#% F 4 A Enzalutamide

*E AP AFLEHF 120252037 0l p 3 2025 & 08 *
30 B

11.

CMUH108-REC1-118

-
25k

[sk=>%FLH 2]
*Agent DCB Registry Study 36-Month Primary Endpoint
CSR VerB
*Attachment 1 _Agent DCB Registry protocol EN_Rev AD
* Attachment 2_Directions for Use of Agent DCB
* Attachment 3_Directions for Use of Agent DCB (Taiwan)
*Attachment 4 Agent DCB Registry 36-Month Primary
Endpoint Analysis Report

12.

CMUH111-REC1-159

[ 2% 22404 ] 12-Jul-2024

*# % ¥4 L Luspatercept

*E PMRLHF 12023 & 128 25 % 2024 & 06 *
24 p

13.

CMUH111-REC1-159

[ &% 242472 ] 08-Jan-2025

*# % ¥4 ¢ Luspatercept

*E rMIFLPRE 12024067 25p 3 2024 & 127
24 p

14.

CMUH111-REC1-159

[ =8 % > 42 ] 21-Jul-2025

*:# % F 4 L Luspatercept

g pMIFLDF 2024 F 127 25 p % 2025 F 06 °
24 p

15.

CMUH111-REC1-159

[%# % 242474 ] 07-Jan-2026

*5% ¥ ¢4 1 Luspatercept

*E rMIFLPRE 2025F 060 25 3 2025 & 12°%
24 p

16.

CMUH114-RECI1-119

i

[##]
*MoF L 3HE 3T G 3 Protocol Administrative Letter 4~
A:4,09Jan2026

17.

CMUH108-REC1-024

|

f5:
&

(#F+%E24 2]
. Rk % = % 382

115% 03 " 25 p
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A 1.0

*p #p 1 29 October 2024

2. Rk iR~ K AT LR A
IR A 1 1.0

*p #p 0 07 Oct 2025

3. TR RS R R
*u kD ZH-TW % 1.0 %%
*p ) 1 2026 01 28

18.

CMUH111-REC1-066

W
|-
ﬂ

(&= 2p4p ]
1. Pelabresib DSUR 8 28Jun2023 to 27Jun2024
2.Pelabresib 6MLL Safety Statement 28Dec2023 to
27Jun2024
3.Pelabresib 6MLL Safety Statement 28Jun2024 to
27Dec2024
4.CDAKS539 (L1) SUSAR(s) 01APR2025 30SEP2025
BLINDED ALL Arms (CT)

19.

CMUH112-REC1-012

e <

(&I R/ 2 |

*:E% & L HL  Maridebart Cafraglutide
*E pMAFLHEF 12025077 01 p 3
31 p

2025 & 12 ¥

20.

CMUH113-REC1-038

SEH I

[#£%]
R RBF EFEF AR TESRAR (SOP) R
FIARARWHETIDD LS s VERD =+ 3
?% HIBEPE S ALY B TRE AT ERAD M S
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A TRFFE }F‘g,'%—*rﬁé“%g# B0 RS T o]
R RTAPAREFED A LR 2 Er;;«p% 2 HER A
BMIEE o
Poav i iRk F“Lx;éﬁ ZARELER AT L
*« E7406001 : 09 Mar 2026
* E7406004 : 26 Apr 2026
* E7406014 : 13 May 2026
*« E7406015 : 11 Mar 2026

it EFME R P

21.

CMUH110-RECI1-175

H
\1_
&

[ &8 % 28R4 ]

"R EP LA ABLOOI

*F d2MIFLYEF 2024100 01 p 3
31 p

2025 & 03 *

22.

CMUH110-RECI1-175

e
\1_
&

[ &8 % 28R4 ]

¥R E S LA T ABLOOI

*F 2MIFLYEF 2025 EF 040 01 p 3
30 p

2025 & (09 *

23.

CMUH110-RECI1-175

g
|~
I

[z#= 2142 ]
*:k5 E i 440  AMNI107
*% pPARL W 12024 & 100 01 p I 2025 & 03
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24.

CMUH110-REC1-175

W
|~
I

[z =% 2142 ]
FRHES LA AMNIOT

*Z dMAFLYEF C2025EF 042 01 p 3
30 p

2025 & 09 *

25.

CMUHI111-RECI1-124

[

st

(#3+%E2% 2]
R4 VIO
*p g 12025 & 127 10 p

26.

CMUH111-REC1-160

R

[z % 2144 ]

R E Y L BGB-A317

*% 2MARL PR 26Dec2024 to 25Dec2025
(Development Safety Update Report#11)

217.

CMUH111-REC1-160

iR

(% 2144 ]

*RB% ¥ L H - BGB-A317

*E > FL W F L 26Jun2025-25Dec2025
(6 ® * SUSAR Line-Listing)

28.

CMUH111-REC1-160

Fhim i

(% 2144 ]

a5k ¥ LA T BAT-1706

¥ > AFLHF L 12Jul2025 to 11Jan2026
(6 ® * SUSAR Line-Listing)

29.

CMUH111-REC1-160

Fhim i

[ 2= 2134 ]
*R%F 5 LA T BAT-1706
* 2L PR L 12Jan2025-11Jan2026
(Development Safety Update Report#9)

30.

CMUH111-REC1-160

iRk

[z % 2P48d]
*EH%E Y L AL T BGB-A445

*F > MFL W F L 06Jul2025-05]Jan2026
(6 ® * SUSAR Line-Listing)

3L

CMUH111-REC1-160

iRk

[ 24244 ]

R B L4 0 BGB-A445

*% 2 MHFEL PR L 06Jan2025-05]an2026
(Development Safety Update Report#6)

32.

CMUH111-REC1-160

iR iR

(2= 24 ]

R E Y LA BGB-290

*Z 2 MAFL B F L 30Apr2025-290ct2025
(6 ® * SUSAR Line-Listing)

33.

CMUH111-REC1-046

o AR

[z % 2p42]

*Eo% F 4 4L © Bemarituzumab

* pMAFLYREF 20252 07 7 01 p 3 2025 & 12 7 3]
P

34.

CMUH113-RECI1-058

SEH 1

[z % 2482 ]

*:Rok F 4+ ¢ 4L ¢ Balcinrenone and
Balcinrenone/Dapagliflozin

*E PMAFLDEF 114E 067 12P 2
p

*@ 5% ¥ ¢4 Dapagliflozin

*E PMFLHF 142060 200 3
P

114 & 12 * 11

114 & 12 " 19

35.

CMUH111-REC1-191

b
i

[DSMB -3k i 4]
FARGE P 12025 & 120 02 P
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DSMB Meeting and Recommendation (Meeting date: 02-Dec-
2025) [09-Dec-2025]

*AGREEpE 12025 120 02 p

DSMB Recommendations (Meeting date: 02-Dec-2025) [03-
Dec-2025]

36.

CMUH110-REC1-220

o AR

[ 2iap ]

*:8% ¥ 440 1 BGB-A317

*E pMAFLHF 12025F 060 26 p 3 2025 & 12
25 p (6 B ? SUSAR Line-Listing)

37.

CMUH110-REC1-220

v AR

[z % 2142 )

*#% % 4 0 BGB-A317

¥ MMARL W 2024 £ 127 26 3 2025 & 127
25 p (DSUR)

38.

CMUH110-REC1-220

v AR

[z8=x 2134 ]

FRBREY LA ZW2S

*E rMIFLYREF 12025F 7% 29 p 1 2026 & 01 *
28 P (6 i * SUSAR Line-Listing)

39.

CMUH113-REC1-014

\‘;\
fuis
#

[z % 214 ]

*35% F 4 ¢4 * Livmoniplimab

*E PMAFLDF 114 £ 072 25p 2 115F 01 % 24
p

40.

CMUH110-REC1-225

i
¢
ok

[z8h= 2HE4])

*RE% & LA Afimetoran

*E PMFLHEF CI4£01 2 27p 3 114 & 07 % 26
2

41.

CMUH114-REC1-086

o Ak

(= 242 ]

¥Rk E P AL 0 BDC-4182

A% PUAR 2 PR 12025 £ 08 7 26 0 % 2026 % 02 F
26 p

42,

CMUH112-RECI1-163

[z >24dp4]

*RB B AL * Sotorasib

*g pMIFLDPF 2025 F 07 % 01 p 3 2025 & 12 % 31
p

43.

CMUHI111-REC1-114

o Ak

[z#= 2H42)

% E S LA Abelacimab/ MAA86S

X 2MBLDPREF -2 F 2L R FERF AT
1.L6MLL 2025 # 01 *» 01 p X 2025& 6" 30F
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