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CMUH114- Followup Sepsis [Klebsiella infection

1. 2025/7/16 | 2310905 DERUXTECAN 1.3
REC1-060 7 (10061259)*]

Injection
(raludotatug
deruxtecan)
#1)
RALUDOTATU
G
CMUH114- Followup Sepsis [Klebsiella infection

2. 2025/7/16 | 2310905 DERUXTECAN 1.3 A
REC1-060 8 (10061259)*]

Injection

(raludotatug

deruxtecan)
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#1)
neutrophil count decrease
RALUDOTATU
G [Neutrophil count
CMUH114- Followup decreased (10029366)*],
3. 2025/9/14 | 2330459 DERUXTECAN 2.3 A
REC1-060 5 Acute Kidney injury
Injection
[Acute kidney injury
(raludotatug
(10069339)*]
deruxtecan)
#1)
RALUDOTATU
G
CMUH114- Followup Sepsis [Klebsiella infection
4. 2025/7/16 | 2310905 DERUXTECAN 13 A
REC1-060 9 (10061259)*]
Injection
(raludotatug
deruxtecan)
#1)
neutrophil count decrease
RALUDOTATU
G [Neutrophil count
CMUH114- Followup decreased (10029366)*],
5. 2025/9/14 | 2330459 DERUXTECAN 23 A
REC1-060 6 Acute Kidney injury
Injection
[Acute kidney injury
(raludotatug
(10069339)*]
deruxtecan)
#1)
neutrophil count decrease
RALUDOTATU
G [Neutrophil count
CMUH114- Followup decreased (10029366)*],
6. 2025/9/14 | 2330459 DERUXTECAN 23 A
REC1-060 7 Acute Kidney injury
Injection
[Acute kidney injury
(raludotatug
(10069339)*]
deruxtecan)
#1)
RALUDOTATU
G
CMUH114- Followup Sepsis [Klebsiella infection
7. 2025/7/16 | 2310905 DERUXTECAN 13 ] A
REC1-060 10 (10061259)*]
Injection
(raludotatug
deruxtecan)
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#1)
RALUDOTATU
G Neutropenic sepsis
CMUH114- Followup
8. 2025/6/24 | 2300522 DERUXTECAN [Neutropenic sepsis 1.3 A
REC1-060 11
Injection (10049151)*]
(raludotatug
deruxtecan)
#1)
RALUDOTATU
G
CMUH114- Followup Sepsis [Klebsiella infection
9. 2025/7/16 | 2310905 DERUXTECAN 13 A
REC1-060 11 (10061259)*]
Injection
(raludotatug
deruxtecan)
#1)
Goodpasture's Syndrome
PEMBROLIZU
[Goodpasture's syndrome
CMUH113- Followup| MAB Solution
10. 2025/7/7 | 2321536 (10018620)*], 23| A
REC1-046 14 for injection
Dyspnea [Dyspnoea
(pembrolizumab
(10013968)*]
)
115 # 02 % 25 p % 35 F > % 73 F
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#1)
PEMBROLIZU
MAB Solution
for injection
(pembrolizumab
) interstitial pneumonia
#2) [Interstitial pneumonia
SACITUZUMA (10022617)*],
CMUH113- Followup|B GOVITECAN pneumothorax
2024/4/10 | 2251102
REC1-046 21 (3475 [Pneumothorax
SOLUTION (10035759)*],
FOR diarrhoea [Diarrhoea
INJECTION (10012735)*]
STUDY)
Injection
(SACITUZUM
AB
GOVITECAN)
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#1)
PEMBROLIZU
MAB Solution
for injection
(pembrolizumab
) interstitial pneumonia
#2) [Interstitial pneumonia
SACITUZUMA (10022617)*],
CMUH113- Followup|B GOVITECAN pneumothorax
12. 2024/4/10 | 2251102 23 A
REC1-046 22 (3475 [Pneumothorax
SOLUTION (10035759)*],
FOR diarrhoea [Diarrhoea
INJECTION (10012735)*]
STUDY)
Injection
(SACITUZUM
AB
GOVITECAN)
#1)
Goodpasture's Syndrome
PEMBROLIZU
[Goodpasture's syndrome
CMUH113- Followup| MAB Solution
13. 2025/7/7 | 2321536 (10018620)*], 231 A
REC1-046 15 for injection
Dyspnea [Dyspnoea
(pembrolizumab
(10013968)*]
)
Asundexian vs.
CMUH112- 2023A1502 |follow up Placebo Gastrointestinal
14, 2023/9/12 231 A
RECI1-051 02 2 Acetylsalicylic | haemorrhage, Syncope
acid
Asundexian vs.
CMUH112- 2025A1408 Placebo
15. 2025/6/14 Initial Haemorrhage intracranial | 1 A
REC1-051 70 Acetylsalicylic
acid
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Asundexian vs.
CMUH112- 2025A0824 |follow up Placebo Haemorrhage intracranial,
16. 2025/6/14 121 A
REC1-051 19 4 Acetylsalicylic | Traumatic haemorrhage
acid
Asundexian vs. Intra-abdominal
CMUH112- 2024A0251 |follow up Placebo haematoma, Gastric ulcer
17. 2024/2/5 1,2,3 A
REC1-051 86 4 Acetylsalicylic perforation, Shock
acid haemorrhagic
CMUH113- PL2025138 Dostarlimab vs
18. 2025/10/24 Initial Hepatitis 2,31 A
REC1-023 667 Placebo
CMUH113- PL2025138 Dostarlimab vs
19. 2025/10/24 FU1 Hepatitis 2,3 A
REC1-023 667 Placebo
CMUH113- PL2025138 Dostarlimab vs
20. 2025/10/24 FU2 Liver injury 2,3 A
REC1-023 667 Placebo
CMUH113- PL2025138 Dostarlimab vs
21. 2025/10/24 FU3 Liver injury 2,3 A
REC1-023 667 Placebo
CMUH113- PL2025138 Dostarlimab vs
22. 2025/10/24 FU4 Liver injury 2,31 A
REC1-023 667 Placebo
Threatening Anaemia -
SUSAR for blinded study
1) BLINDED
CMUH113- 2024-  |follow up therapy,rituximab,
23. 2024/8/22 GOLCADOMI 231 A
RECI1-095 137099(16) 16 cyclophosphamide,
DE (Suspect)
doxorubicin, vincristine
and prednisone
1) BLINDED
CMUH113- 2025-  |follow up 1) SEPTIC SHOCK I~
24, 2025/7/9 GOLCADOMI A
REC1-095 096937(2) 2 2) NEUTROPENIA 3~7
DE (Suspect)
1) BLINDED 1) SEPTIC SHOCK
CMUHI113- 2025-  |follow up 1~
25. 2025/7/9 GOLCADOMI 2) FEBRILE A
REC1-095 096937(4) 4 3~7
DE (Suspect) NEUTROPENIA
1) BLINDED
CMUH113- 2025- follow up 1) MYOCARDITIS 2~
26. 2025/7/6 GOLCADOMI A
REC1-095 096363(2) 2 2) LUNG INFECTION |37
DE (Suspect)
115 # 02 * 25 p % 38 F £ 731
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1) BLINDED
CMUH113- 2025- 2~
217. 2025/6/30 Initial | GOLCADOMI HOSPITALIZATION A
REC1-095 095327(0) 3~7
DE (Suspect)
1) BLINDED
CMUH113- 2025-  |follow up 2~
28. 2025/6/30 GOLCADOMI | HOSPITALIZATION A
REC1-095 095327(1) 1 3~7
DE (Suspect)
1) HOSPITALIZATION -
ANEMIA G3.
1) BLINDED
CMUH113- 2025-  |follow up ACCORDING TO 2~
29. 2025/6/30 GOLCADOMI A
RECI1-095 095327(3) 3 FAMILYDUE TO 37
DE (Suspect)
INTENT TO ATTEMPT
SUICIDE.
1) FEBRILE
NEUTROPENIA
1) BLINDED
CMUH113- 2025- 2) LEUCOPENIA/
30. 2025/7/3 Initial | GOLCADOMI 271 A
REC1-095 095141(0) NEUTROPENIA
DE (Suspect)
3) LEUCOPENIA/
NEUTROPENIA
1) FEBRILE
NEUTROPENIA
1) BLINDED
CMUH113- 2025-  |follow up 2) LEUCOPENIA/
31. 2025/7/3 GOLCADOMI 271 A
REC1-095 095141(1) 1 NEUTROPENIA
DE (Suspect)
3) LEUCOPENIA/
NEUTROPENIA
1) BLINDED 1) FEBRILE
CMUH113- 2025-  |follow up
32. 2025/7/3 GOLCADOMI NEUTROPENIA 271 A
RECI1-095 095141(3) 3
DE (Suspect) 2) LEUCOPENIA
1) BLINDED
CMUH113- 2025-  |follow up 1) FEBRILE 2~
33. 2025/6/29 GOLCADOMI A
REC1-095 094408(1) 1 NEUTROPENIA 3-7
DE (Suspect)
1) BLINDED
CMUH113- 2025-  |follow up 1) FEBRILE 2~
34. 2025/6/29 GOLCADOMI A
REC1-095 094408(2) 2 NEUTROPENIA 3~7
DE (Suspect)
115 # 02 * 25 p % 39 F % 73 F
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1) BLINDED 1)
CMUH113- 2025-  |follow up 2~
35. 2025/6/30 GOLCADOMI | THROMBOCYTOPENIA A
REC1-095 092774(1) 1 3~7
DE (Suspect) 2) NEUTROPENIA
1) BLINDED 1)
CMUH113- 2025-  |follow up 2~
36. 2025/6/30 GOLCADOMI | THROMBOCYTOPENIA A
REC1-095 092774(2) 2 3~7
DE (Suspect) 2) NEUTROPENIA
1) BLINDED 1)
CMUH113- 2025-  |follow up 2~
37. 2025/6/30 GOLCADOMI | THROMBOCYTOPENIA A
REC1-095 092774(3) 3 3~7
DE (Suspect) 2) NEUTROPENIA
1) BLINDED 1)
CMUH113- 2025-  |follow up 2~
38. 2025/6/30 GOLCADOMI | THROMBOCYTOPENIA A
REC1-095 092774(5) 5 3~7
DE (Suspect) 2) NEUTROPENIA
1) BLINDED 1) NEUTROPENIA
CMUH113- 2025-  |follow up 2~
39. 2025/6/30 GOLCADOMI 2) A
RECI1-095 092774(8) 8 3~7
DE (Suspect) | THROMBOCYTOPENIA
1) BLINDED 1) LUNG INFECTION
CMUH113- 2025-  |follow up 2~
40. 2025/6/24 GOLCADOMI 2) PNEUMONITIS A
RECI1-095 090850(1) 1 3~7
DE (Suspect) 3) HEART FAILURE
1) BLINDED
CMUH113- 2025- follow up 1) PNEUMONITIS 2~
41. 2025/6/24 GOLCADOMI A
RECI1-095 090850(2) 2 2) HEART FAILURE |37
DE (Suspect)
1) BLINDED
CMUH113- 2025-  |follow up 1) PNEUMONITIS 2~
42. 2025/6/24 GOLCADOMI A
REC1-095 090850(3) 3 2) HEART FAILURE |37
DE (Suspect)
1) BLINDED
CMUH113- 2025-  |follow up 1~
43. 2025/6/13 GOLCADOMI | SEVERE PNEUMONIA A
REC1-095 085189(3) 3 3~7
DE (Suspect)
1) BLINDED
CMUH113- 2025-  |follow up 1~
44, 2025/6/13 GOLCADOMI | SEVERE PNEUMONIA A
REC1-095 085189(6) 6 3~7
DE (Suspect)
1) BLINDED
CMUH113- 2025- follow 1~
45. 2025/6/13 GOLCADOMI | SEVERE PNEUMONIA A
REC1-095 085189(8) up8 3~7
DE (Suspect)
115 # 02 * 25 p % 40 B - £ 73 |
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1) BLINDED
CMUH113- 2025-  |follow up FEBRILE 2~
46. 2025/6/5 GOLCADOMI A
RECI1-095 081443(3) 3 NEUTROPENIA 3~7
DE (Suspect)
1) SEPTICEMIA
1) BLINDED
CMUH113- 2025-  |follow up 2) COVID-19 2~
47. 2025/5/30 GOLCADOMI A
REC1-095 078996(9) 9 INFECTION 3~7
DE (Suspect)
3) DIARRHEA
1) SEPTICEMIA
1) BLINDED
CMUH113- 2025-  |follow up 2) COVID-19 2~
48. 2025/5/30 GOLCADOMI A
RECI1-095 078996(10) 10 INFECTION 3~7
DE (Suspect)
3) DIARRHEA
1) SEPTICEMIA
1) BLINDED
CMUH113- 2025-  |follow up 2) COVID-19 2~
49. 2025/5/30 GOLCADOMI A
REC1-095 078996(11) 11 INFECTION 3~7
DE (Suspect)
3) DIARRHEA
1) SEPTICEMIA
1) BLINDED
CMUH113- 2025-  |follow up 2) COVID-19 2~
50. 2025/5/30 GOLCADOMI A
REC1-095 078996(12) 12 INFECTION 3~7
DE (Suspect)
3) DIARRHEA
1) SEPTICEMIA
1) BLINDED
CMUH113- 2025-  |follow up 2) COVID-19 2~
ol. 2025/5/30 GOLCADOMI A
REC1-095 078996(14) 14 INFECTION 3~7
DE (Suspect)
3) DIARRHEA
1) LUNG INFECTION | 1~
1) BLINDED 2) FEBRILE 2~
CMUH113- 2025-  |follow up
52. 2025/5/21 GOLCADOMI NEUTROPENIA 3- A
RECI1-095 074319(11) 11
DE (Suspect) 3) RESPIRATORY 4~
FAILURE 5~7
1) FAILURE TO THRIVE
1) BLINDED
CMUH113- 2025- follow up 2) DEEP VEIN 2~
53. 2025/5/8 GOLCADOMI A
REC1-095 070748(3) 3 THROMBOSIS 3-7
DE (Suspect)
3) HYPERGLYCEMIA
115 # 02 * 25 p ¥ 41 F - £ 73 |
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1) SEPSIS
2) ACQUIRED
1) BLINDED |[HYPOGAMMAGLOBULI
CMUH113- 2025-  |follow up 1~
54, 2025/4/28 GOLCADOMI NAEMIA A
REC1-095 062203(7) 7 37
DE (Suspect) 3) DISSEMINATED
INTRAVASCULAR
COAGULATION
1) BLINDED
CMUH113- 2025-  [follow up CYTOMEGALOVIRUS | 2 -
55. 2025/2/10 GOLCADOMI A
REC1-095 040895(5) 5 VIREMIA 37
DE (Suspect)
1) BLINDED
CMUH113- 2025-  [follow up SMALL BOWEL 2~
56. 2025/3/7 GOLCADOMI A
REC1-095 037331(12) 12 PERFORATION 3-7
DE (Suspect)
1) BLINDED
CMUH113- 2025-  [follow up SMALL BOWEL 2~
57. 2025/3/7 GOLCADOMI A
REC1-095 037331(13) 13 PERFORATION 3-7
DE (Suspect)
1) BLINDED
CMUH113- 2025-  [follow up SMALL BOWEL 2~
58. 2025/3/7 GOLCADOMI A
RECI1-095 037331(14)| 14 PERFORATION 37
DE (Suspect)
1) CUTANEOUS SEPTIC
1) BLINDED 1~
CMUH113- 2025-  [follow up SHOCK
59. 2025/2/13 GOLCADOMI 2 A
REC1-095 024051(7) 7 2) CUTANEOUS SEPTIC
DE (Suspect) 3~7
SHOCK
1) CUTANEOUS SEPTIC
1) BLINDED 1~
CMUH113- 2025-  [follow up SHOCK
60. 2025/2/13 GOLCADOMI 2~ A
REC1-095 024051(8) 8 2) CUTANEOUS SEPTIC
DE (Suspect) 3~7
SHOCK
1) BLINDED | 1) WHITE BLOOD CELL
CMUH113- 2025-
61. 2025/7/15 Initial | GOLCADOMI DECREASED 2-7| A
REC1-095 105331(0)
DE (Suspect) 2) NEUTROPENIA
1) BLINDED
CMUH113- 2025-  [follow up FEBRILE 1~
62. 2025/7/23 GOLCADOMI A
REC1-095 104638(1) 1 NEUTROPENIA 37
DE (Suspect)
115 & 02 % 25 p ¥ 42 F > £ 73 F
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1) BLINDED
CMUH113- 2025-  |follow up FEBRILE 1~
63. 2025/7/23 GOLCADOMI A
REC1-095 104638(2) 2 NEUTROPENIA 37
DE (Suspect)
1) BLINDED 1) SEPTIC SHOCK
CMUH113- 2025-  |follow up 1~
64. 2025/7/9 GOLCADOMI 2) FEBRILE A
REC1-095 096937(5) 5 3.7
DE (Suspect) NEUTROPENIA
1) BLINDED
CMUH113- 2025-  |follow up HOSPITALIZATION -
65. 2025/6/30 GOLCADOMI 231 A
REC1-095 095327(4) 4 ANEMIA G3.
DE (Suspect)
1) BLINDED
CMUH113- 2025-  |follow up 1) PNEUMONITIS 2
66. 2025/6/24 GOLCADOMI A
REC1-095 090850(6) 6 2) HEART FAILURE |37
DE (Suspect)
1) BLINDED
CMUH113- 2025-  [follow up 1) PNEUMONITIS 2
67. 2025/6/24 GOLCADOMI A
REC1-095 090850(7) 7 2) HEART FAILURE |37
DE (Suspect)
1) LUNG INFECTION | 1~
1) BLINDED 2) FEBRILE 2~
CMUH113- 2025- follow
68. 2025/5/21 GOLCADOMI NEUTROPENIA 3~ | A
REC1-095 074319(14)| upl4
DE (Suspect) 3) RESPIRATORY 4~
FAILURE 57
1) HYPOTENSION
2) DIARRHEA
3) ALKALOSIS
4) ABDOMINAL
INFECTION
1) BLINDED
CMUH113- 2025-  |follow up 5) BICARBONATE 2~
69. 2025/5/15 GOLCADOMI A
REC1-095 072488(6) 6 REDUCTION 3+7
DE (Suspect)
6) FEBRILE
NEUTROPENIA
7) VASCULAR ACCESS
COMPLICATION
8) ATRIAL FIBRILATION
115 % 02 7 25 p $ 43 F - £ 73 F




PRFFAETEARFRALGELA Y- LR §
S F-LIERFIARAEBEL(C RR)
B X AR |AFE
gL | AP Y FRES 7 aE e %=
5L i 2 ML ]
1) SEPSIS
2) ACQUIRED
1) BLINDED [HYPOGAMMAGLOBULI
CMUH113- 2025-  |follow up 1~
70. 2025/4/28 GOLCADOMI NAEMIA A
REC1-095 062203(8) 8 3~7
DE (Suspect) 3) DISSEMINATED
INTRAVASCULAR
COAGULATION
1) BLINDED | 1) CUTANEOUS SEPTIC | 1 ~
CMUH113- 2025-  |follow up
71. 2025/2/13 GOLCADOMI SHOCK 2~ | A
REC1-095 024051(9) 9
DE (Suspect) Septic shock 37
1,2,3,
4,7(0
Septic shock ther
CN- Soft tissue infection ~ [medic
CMUH109- Follow Azacitidine,
72. 2022/11/13 | ABBVIE- Heart insufficiency ally | A
RECI1-107 up 12 Venetoclax
4199847 Pyemia impor
Pneumonia tant
condi
tion)
#1)
RALUDOTATU
TW- G
CMUH114- follow up Pneumonitis [Pneumonitis
73. 2025/12/7 [009507513- DERUXTECAN 1.23] A
REC1-060 2 (10035742)*]
2359669 Injection
(raludotatug
deruxtecan)
FR- 1) Hepatic hematoma,
CMUH113- Follow
74. 2025/8/20 | ABBVIE- Livmoniplimab Immune-mediated 2,31 A
REC1-014 up 3
6434319 2) Budigalimab pneumonitis
IT- 1)
CMUH113- Follow
75. 2024/9/15 | ABBVIE- Livmoniplimab | Immune-mediated colitis | 2,3 [ A
REC1-014 up 4
5926362 2) Budigalimab
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#1) MK-5684
Tablet
(opevesostat
tosylate)
) atrial fibrillation [Atrial
2
fibrillation (10003658)*]
FLUDROCORT
hypokalemia
ISONE (5684-
[Hypokalaemia
004 STUDY)
CMUH112- (10021015)*]
76. 2025/12/18 | 2363305 | Initial Tablet L3 A
RECI-196 infarction(brain) [Brain
(fludrocortisone)
infarction (10072154)*]
#3)
aspiration pneumonia
DEXAMETHA
[Pneumonia aspiration
SONE (5684-
(10035669)*]
004 STUDY)
Tablet
(dexamethasone
)
115 # 02 % 25 p % 45 7 - £ 73 |
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ADRENAL CRISIS
#1) MK-5684
[Adrenal crisis
Tablet
(10001346)*]
(opevesostat
AECOPD [Chronic
tosylate)
) obstructive pulmonary
disease exacerbation
FLUDROCORT
(10077773)*]
ISONE (5684-
HYPOKALEMIA
004 STUDY)
[Hypokalaemia
Tablet
(10021015)*]
(fludrocortisone)
) PNEUMONIA [Pneumonia
CMUH112- Followup (10035664)*]
77. 2025/6/11 | 2296974 DEXAMETHA 2,3 A
REC1-196 26 ACUTE KIDNEY
SONE (5684-
INJURY [Acute kidney
004 STUDY)
injury (10069339)*]
Tablet
HYPERTENSIVE
(dexamethasone
) URGENCY [Hypertensive
44 urgency (10058181)*]
RIGHT LOWER LIMB
HYDROCORTI
DEEP VEIN
SONE (5684-
THROMBOSIS [Deep
004 STUDY)
vein thrombosis leg
Tablet
(10065052)*]JANEMIA
(hydrocortisone)
[Anaemia (10002034)*]
115 # 02 * 25 p % 46 F > £ 73 |
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#1) MK-5684
Tablet
(opevesostat
disseminated hemorrhagic
tosylate)
) intravascular coagulation
2
[Disseminated
FLUDROCORT
intravascular coagulation
ISONE (5684-
(10013442)*]
004 STUDY)
CMUH112- Followup Adrenal insufficiency 1,2,
78. 2025/4/18 | 2278904 Tablet A
RECI1-196 28 [Adrenal insufficiency 3
(fludrocortisone)
(10001367)*]
#3)
intracranial subdural
DEXAMETHA
hematoma [Intracranial
SONE (5684-
subdural haematoma
004 STUDY)
(10050165)*]
Tablet
(dexamethasone
)
#1) MK-5684
Tablet
(opevesostat
tosylate)
) atrial fibrillation [Atrial
fibrillation (10003658)*]
FLUDROCORT
hypokalemia
ISONE (5684-
[Hypokalaemia
004 STUDY)
CMUH112- Followup (10021015)*]
79. 2025/12/18 | 2363305 Tablet L3 A
REC1-196 1 infarction(brain) [Brain
(fludrocortisone)
infarction (10072154)*]
#3)
aspiration pneumonia
DEXAMETHA
[Pneumonia aspiration
SONE (5684-
(10035669)*]
004 STUDY)
Tablet
(dexamethasone
)
115 # 02 * 25 p ¥ 47 7 £ 73 |
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80.

CMUH112-
RECI-196

2025/11/14

2353016

Followup

2

#1) MK-5684
Tablet
(opevesostat
tosylate)
#2)
DEXAMETHA
SONE (5684-
004 STUDY)
Tablet
(dexamethasone
)

#3)
FLUDROCORT
ISONE (5684-
004 STUDY)
Tablet
(fludrocortisone)
#4)
HYDROCORTI
SONE (5684-
004 STUDY)
Tablet

(hydrocortisone)

Hyponatremia
[Hyponatraemia

(10021036)*]

2,3

115 # 02 % 25 p
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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)*]
81. 2025/12/18 | 2363305 Tablet L3 A
RECI-196 2 infarction(brain) [Brain
(fludrocortisone)
infarction (10072154)*]
#3)
aspiration pneumonia
DEXAMETHA
[Pneumonia aspiration
SONE (5684-
(10035669)*]
004 STUDY)
Tablet
(dexamethasone
)
115 # 02 % 25 p ¥ 49 F £ 73 |
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ADRENAL CRISIS
#1) MK-5684 [Adrenal crisis
Tablet (10001346)*]
(opevesostat AECOPD [Chronic
tosylate) obstructive pulmonary
#2) disease exacerbation
FLUDROCORT (10077773)*]
ISONE (5684- HYPOKALEMIA
004 STUDY) [Hypokalaemia
Tablet (10021015)*]
(fludrocortisone)[PNEUMONIA [Pneumonia
#3) (10035664)*]
CMUH112- Followup
82. 2025/6/11 | 2296974 DEXAMETHA ACUTE KIDNEY 2,31 A
REC1-196 27
SONE (5684- | INJURY [Acute kidney
004 STUDY) injury (10069339)*]
Tablet HYPERTENSIVE
(dexamethasone | URGENCY [Hypertensive
) urgency (10058181)*]
#4) RIGHT LOWER LIMB
HYDROCORTI DEEP VEIN
SONE (5684- THROMBOSIS [Deep
004 STUDY) vein thrombosis leg
Tablet (10065052)*]
(hydrocortisone) ANEMIA [Anaemia
(10002034)*]
115 # 02 % 25 p % 50 F > £ 73 F
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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)*]
83. 2025/12/18 | 2363305 Tablet L3 A
RECI-196 3 infarction(brain) [Brain
(fludrocortisone)
infarction (10072154)*]
#3)
aspiration pneumonia
DEXAMETHA
[Pneumonia aspiration
SONE (5684-
(10035669)*]
004 STUDY)
Tablet
(dexamethasone
)
Acute heart failure
[Cardiac failure acute
#1) (10007556)*]
ENZALUTAMI Pulmonary
CMUH112- Followup DE (5684 Thromboembolism 1,2,
84. 2025/5/22 | 2290506 A
RECI1-196 19 STUDY) [Pulmonary 3
Capsule thromboembolism
(enzalutamide) (10037436)*]
Pneumonia [Pneumonia
(10035664)*]
115 # 02 * 25 p % 61 F - % 73 |
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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)*]
8b. 2025/12/18 | 2363305 Tablet L3 A
RECI-196 4 infarction(brain) [Brain
(fludrocortisone)
infarction (10072154)*]
#3)
aspiration pneumonia
DEXAMETHA
[Pneumonia aspiration
SONE (5684-
(10035669)*]
004 STUDY)
Tablet
(dexamethasone
)
#1)
ABIRATERON
E ACETATE
Diarrhea with alteration of
(5684 STUDY)
health condition [Diarrhoea
Tablet
(10012735)*]
CMUH112- Followup| (abiraterone
86. 2025/8/24 | 2325703 Diarrhea with alterationof | 1,3 | A
RECI1-196 2 acetate)
health condition [General
#2)
physical health
PREDNISONE
deterioration (10049438)*]
(5684 STUDY)
Tablet
(Prednisone)

115 # 02 % 25 p
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#1) MK-5684
Tablet
(opevesostat
tosylate) Pleural Effusion [Pleural
#2) effusion (10035598)*]
DEXAMETHA | malignant pleural effusion
SONE (5684- |[Malignant pleural effusion
PT-
004 STUDY) (10026673)*]
CMUH112- 009507513-|Followup
87. 2024/6/14 Tablet Acute tracheobronchitis | 1,3 | A
REC1-196 2407PRT00 27
3842 (dexamethasone | [Acute tracheobronchitis
) (10066672)*]
#3) Type 1 respiratory
FLUDROCORT | insufficiency [Respiratory
ISONE (5684- [insufficiency (10038701)*]
004 STUDY)
Tablet
(fludrocortisone)
#1) MK-5684
Tablet
(opevesostat
tosylate)
) atrial fibrillation [Atrial
fibrillation (10003658)*]
FLUDROCORT
hypokalemia
ISONE (5684-
[Hypokalaemia
004 STUDY)
CMUH112- Followup (10021015)*]
88. 2025/12/18 | 2363305 Tablet L3 A
REC1-196 5 infarction(brain) [Brain
(fludrocortisone)
infarction (10072154)*]
#3)
aspiration pneumonia
DEXAMETHA
[Pneumonia aspiration
SONE (5684-
(10035669)*]
004 STUDY)
Tablet
(dexamethasone
)
115 # 02 * 25 p % 63 F % 73 |
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HYPOKALEMIA
#1) MK-5684 [Hypokalaemia
Tablet (10021015)*]
(opevesostat AECOPD [Chronic
tosylate) obstructive pulmonary
#2) disease exacerbation
FLUDROCORT (10077773)*]
ISONE (5684- |PNEUMONIA [Pneumonia
004 STUDY) (10035664)*]
Tablet ADRENAL CRISIS
(fludrocortisone) [Adrenal crisis
#3) (10001346)*]
CMUH112- Followup
89. 2025/6/12 | 2296974 DEXAMETHA ACUTE KIDNEY 2,31 A
REC1-196 28
SONE (5684- | INJURY [Acute kidney
004 STUDY) injury (10069339)*]
Tablet HYPERTENSIVE
(dexamethasone | URGENCY [Hypertensive
) urgency (10058181)*]
#4) RIGHT LOWER LIMB
HYDROCORTI DEEP VEIN
SONE (5684- THROMBOSIS [Deep
004 STUDY) vein thrombosis leg
Tablet (10065052)*]
(hydrocortisone) ANEMIA [Anaemia
(10002034)*]
115 # 02 % 25 p % 54 F > £ 73 F
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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)*]
90. 2025/12/18 | 2363305 Tablet L3 A
RECI-196 6 infarction(brain) [Brain
(fludrocortisone)
infarction (10072154)*]
#3)
aspiration pneumonia
DEXAMETHA
[Pneumonia aspiration
SONE (5684-
(10035669)*]
004 STUDY)
Tablet
(dexamethasone
)
#1) MK-5684
Tablet
(opevesostat
disseminated hemorrhagic
tosylate)
) intravascular coagulation
[Disseminated
FLUDROCORT
intravascular coagulation
ISONE (5684-
(10013442)*]
004 STUDY)
CMUH112- Followup Adrenal insufficiency 1,2,
91. 2025/4/18 | 2278904 Tablet A
RECI1-196 29 [Adrenal insufficiency 3
(fludrocortisone)
(10001367)*]
#3)
intracranial subdural
DEXAMETHA
hematoma [Intracranial
SONE (5684-
subdural haematoma
004 STUDY)
(10050165)*]
Tablet
(dexamethasone
)
115 # 02 % 25 p % 65 % 73 |
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#1)
ABIRATERON
E ACETATE
Diarrhea [Diarrhoea
(5684 STUDY)
(10012735)*]
Tablet
ALTERATION OF
CMUHI112- Followup| (abiraterone 1, 3,
92. 2025/8/24 | 2325703 HEALTH CONDITION A
REC1-196 3 acetate) 4
[General physical
#2)
condition decreased
PREDNISONE
(10081195)*]
(5684 STUDY)
Tablet
(Prednisone)

115 # 02 % 25 p
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ADRENAL CRISIS
#1) MK-5684 [Adrenal crisis
Tablet (10001346)*]
(opevesostat HYPOKALEMIA
tosylate) [Hypokalaemia
#2) (10021015)*]
FLUDROCORT AECOPD [Chronic
ISONE (5684- | obstructive pulmonary
004 STUDY) disease exacerbation
Tablet (10077773)*]
(fludrocortisone)[PNEUMONIA [Pneumonia
#3) (10035664)*]
CMUH112- Followup
93. 2025/6/11 | 2296974 DEXAMETHA ACUTE KIDNEY 2,31 A
REC1-196 29
SONE (5684- | INJURY [Acute kidney
004 STUDY) injury (10069339)*]
Tablet HYPERTENSIVE
(dexamethasone | URGENCY [Hypertensive
) urgency (10058181)*]
#4) RIGHT LOWER LIMB
HYDROCORTI DEEP VEIN
SONE (5684- THROMBOSIS [Deep
004 STUDY) vein thrombosis leg
Tablet (10065052)*]
(hydrocortisone) ANEMIA [Anaemia
(10002034)*]
115 # 02 % 25 p % 57 F > £ 73 |
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#1)
ABIRATERON
E ACETATE
(5684 STUDY) Diarrhea [Diarrhoea
Tablet (10012735)*]
CMUH112- Followup| (abiraterone Malignant Neoplasm 1,3,
94. 2025/8/24 | 2325703 A
REC1-196 4 acetate) Progression (MNP) 4
#2) [Malignant neoplasm
PREDNISONE | progression (10051398)*]
(5684 STUDY)
Tablet
(Prednisone)
#1) MK-5684
Tablet
(opevesostat
tosylate)
) atrial fibrillation [Atrial
fibrillation (10003658)*]
FLUDROCORT
hypokalemia
ISONE (5684-
[Hypokalaemia
004 STUDY)
CMUHI112- Followup (10021015)*]
95. 2025/12/18 | 2363305 Tablet L3 A
REC1-196 7 infarction(brain) [Brain
(fludrocortisone)
infarction (10072154)*]
#3)
aspiration pneumonia
DEXAMETHA
[Pneumonia aspiration
SONE (5684-
(10035669)*]
004 STUDY)
Tablet
(dexamethasone
)
115 # 02 % 25 p % 68 B % 73 |
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#1) MK-5684
Tablet
(opevesostat
tosylate)
#2)
DEXAMETHA | Death from unknown
SONE (5684- [ causes [Unknown cause of
004 STUDY) death (10063378)*]
CMUH112-
96. 2025/12/11 | 2364180 | Initial Tablet acute Lowerresp tract | 1,3 | A
REC1-196
(dexamethasone infec [Acute lower
) respiratory tract infection
#3) (10084982)*]
FLUDROCORT
ISONE (5684-
004 STUDY)
Tablet
(fludrocortisone)
#1) MK-5684
Tablet
(opevesostat
Pleural Effusion [Pleural
tosylate)
effusion (10035598)*]
#2)
Malignant Neoplasm
DEXAMETHA
Progression [Malignant
SONE (5684-
PT- neoplasm progression
004 STUDY)
CMUH112- 009507513-|Followup (10051398)*]
97. 2024/6/14 Tablet L3 A
RECI1-196 2407PRT00 28 Acute tracheobronchitis
(dexamethasone
3842 ) [Acute tracheobronchitis
(10066672)*]
#3) Tvoe 1 )
ype 1 respiratory
FLUDROCORT -
insufficiency [Respiratory
ISONE (5684-
insufficiency (10038701)*]
004 STUDY)
Tablet
(fludrocortisone)

115 # 02 % 25 p
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1.SEPSIS [Sepsis]
2.GUILLAIN-BARRE
BLINDED [Guillain-Barre syndrome] L
DURVALUMA 3.NECROTIC o
CMUH109- 2022A0942 3,4,
98. 2022/2/17 Initial B/ 5- PANCREATITIS A
RECI-150 54 7:0th
FLUOROURAC]| [Pancreatitis necrotising]
er
IL 4 NEFROTIC
SYNDROME [Nephrotic
syndrome]
1.Colangitis [Cholangitis]
TRASTUZUM
202410GL 2.thrombocytopenia 2,3,
CMUH114- follow up AB
99. 2024/10/19 | O030556B [Thrombocytopenia] 7:0th| A
RECI1-115 4 DERUXTECAN
R 3.pancytopenia er
/ AZD2936
[Pancytopenia]
202509GL TRASTUZUM
CMUH114-
100 2025/9/10 [ 0028778C | Initial AB Jaundice [Jaundice] L3 A
RECI1-115
N DERUXTECAN
1.Pulmonary and Cerebral
Thrombosis [Cerebral
thrombosis]
202511GL TRASTUZUM 2,3,
CMUH114- 2.Pulmonary thrombosis
101 2025/10/30 | 0003281V | Initial AB 7:0th| A
RECI-115 [Pulmonary thrombosis]
N DERUXTECAN er
3.Infection thought to be
from the biliary tract
[Biliary tract infection]
1.Thrombocytopenia
TRASTUZUM
202410GL [Thrombocytopenial] 2,3,
CMUH114- follow up AB
102 2024/10/19 | O030556B 2.Colangitis [Cholangitis] [7:0th| A
RECI1-115 5 DERUXTECAN
R 3.Pancytopenia er
/ AZD2936
[Pancytopenia]
115 # 02 * 25 p % 60 F % 73 |
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1.Pulmonary thrombosis
[Pulmonary thrombosis]
202511GL TRASTUZUM | 2.Cerebral Thrombosis | 2, 3,
CMUH114- follow up
103 2025/10/30 | 0003281V AB [Cerebral thrombosis] [7:0th| A
RECI-115 1
N DERUXTECAN]| 3.Infection thoughtto be | er
from the biliary tract
[Biliary tract infection]
1.Bilateral pulmonary
RILVEGOSTO 1,2,
202512GL embolism [Pulmonary
CMUH114- follow up MIG/ 3,
104 2025/12/24 1 0022958C embolism] A
REC1-193 1 GEMCITABIN 7:0th
A 2.Stroke [Cerebrovascular
E er
accident]
1.Stroke [Cerebrovascular
RILVEGOSTO 1,2,
202512GL accident]
CMUH114- follow up MIG/ 3,
105 2025/12/24 1 0022958C 2.Bilateral pulmonary A
REC1-193 2 GEMCITABIN 7:0th
A embolism [Pulmonary
E er
embolism]
1.Stroke [Cerebrovascular
RILVEGOSTO 1,2,
202512GL accident]
CMUH114- follow up MIG/ 3,
106 2025/12/24 1 0022958C 2.Bilateral pulmonary A
REC1-193 3 GEMCITABIN 7:0th
A embolism [Pulmonary
E er
embolism]
1.Stroke [Cerebrovascular
RILVEGOSTO 1,2,
202512GL accident]
CMUH114- follow up MIG/ 3,
107 2025/12/24 1 0022958C 2.Bilateral pulmonary A
RECI1-193 4 GEMCITABIN 7:0th
A embolism [Pulmonary
E er
embolism]
1.Stroke [Cerebrovascular
RILVEGOSTO 1,2,
202512GL accident]
CMUH114- follow up MIG/ 3,
108 2025/12/24 1 0022958C 2.Bilateral pulmonary A
REC1-193 5 GEMCITABIN 7:0th
A embolism [Pulmonary
E er
embolism]
115 # 02 * 25 p % 61 F > % 73 F
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AZD0901/
202511GL
CMUH112- follow up 5- HYPONATREMIA
109 2025/11/6 | O006551K 2,31 A
RECI1-184 | FLUOROURAC [Hyponatraemia]
R
IL
202511GL AZD0901/ PULMONARY
CMUH112-
110 2025/11/26 | 0026435C | Initial | GEMCITABIN | EMBOLISM [Pulmonary | 2,3 | A
REC1-184
A E embolism]
AZD0901/
202511GL
CMUH112- follow up 5- Diabetic ketoacidosis
111 2025/11/6 | O006551K 2,3 A
RECI1-184 R 2 FLUOROURAC| [Diabetic ketoacidosis]
IL
202508GL AZD0901/ 1.THROMBOEMBOLIC | 2, 3,
CMUH112- follow up
112 2025/8/27 [ 0022565U GEMCITABIN EVENT [Embolism] |7:0th| A
REC1-184 2
S E 2.gastritis [Gastritis] er
202511GL AZD0901/ PULMONARY
CMUH112- follow up
113 2025/11/26 | 0026435C GEMCITABIN | EMBOLISM [Pulmonary | 2,3 | A
RECI1-184 1
A E embolism]
202508GL AZD0901/ 1.THROMBOEMBOLIC | 2, 3,
CMUH112- follow up
114 2025/8/27 [0022565U GEMCITABIN EVENT [Embolism] 7:0th| A
RECI1-184 3
S E 2.gastritis [Gastritis] er
202511GL AZD0901/ PULMONARY
CMUH112- follow up
115 2025/11/26 | 0026435C GEMCITABIN | EMBOLISM [Pulmonary | 2,3 | A
RECI1-184 2
A E embolism]
202505GL
CMUH112- follow up Obstructive jaundice
116 2025/5/8 | 0014085C AZD0901 L3 ] A
REC1-222 4 [Jaundice cholestatic]
N
202508GL
CMUH112- Intestinal necrosis
117 2025/8/10 [ O007459C | Initial AZD0901 2,3 A
REC1-222 [Gastrointestinal necrosis]
N
202509GL AZD0901/
CMUH112- follow up anorexia [Decreased
118 2025/9/19 | O019258F RAMUCIRUM L3 A
REC1-222 1 appetite]
R AB
PACLITAXEL/ Pulmonary
CMUH112- 202507GL |follow up
119 2025/7/17 RAMUCIRUM thromboembolism 1 A
REC1-222 0015101PL 4
AB [Pulmonary embolism]
115 # 02 * 25 p % 62 F % 73 |
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1.Myelosuppression
202506GL
CMUH112- follow up [Myelosuppression]
120 2025/6/4 | 0005198C IRINOTECAN 2,3 A
REC1-222 5 2.Infectious shock [Septic
N
shock]
1.Myelosuppression
202506GL
CMUH112- follow up [Myelosuppression]
121 2025/6/4 [ 0005198C IRINOTECAN 2,3 A
RECI1-222 6 2.Infectious shock [Septic
N
shock]
1.Intra-abdominal
hemorrhage [Intra-
202507GL RAMUCIRUM
CMUH112- follow up abdominal haemorrhage]
122 2025/7/6 | O006358C AB/ 2,3 A
REC1-222 3 2.Port-a-cath infection
H PACLITAXEL
[Device related infection]
3.Sepsis [Sepsis]
202506GL Apatinib/
CMUH112- follow up Thrombocytopenia
123 2025/6/2 | 0006364C RAMUCIRUM 2,31 A
REC1-222 4 [Thrombocytopenial]
N AB
202505GL
CMUH112- follow up Obstructive jaundice
124 2025/5/8 [ 0014085C AZD0901 L3 A
REC1-222 N 5 [Jaundice cholestatic]
1.Myelosuppression
202506GL
CMUH112- follow up [Myelosuppression]
125 2025/6/4 | 0005198C IRINOTECAN 2,3 A
REC1-222 7 2.Infectious shock [Septic
N
shock]
202508GL
CMUH112- follow up Small intestine necrosis
126 2025/8/10 [ 0007459C AZD0901 2.3 A
REC1-222 N 1 [Gastrointestinal necrosis]
202505GL
CMUH112- follow up Obstructive jaundice
127 2025/5/8 | 0014085C AZD0901 1,3 A
REC1-222 6 [Jaundice cholestatic]
N
202510GL
CMUHI112- follow up HEART FAILURE
128 2025/9/28 [ 0015831C AZD0901 1,3 A
REC1-222 1 [Cardiac failure]
N
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202508GL
CMUH112- follow up Small intestine necrosis
129 2025/8/10 [ O007459C AZD0901 2,3 A
REC1-222 2 [Gastrointestinal necrosis]
N
Acute respiratory distress
CMUH113- DS-2025-
130 2025/3/14 FU9 Lurbinectedin syndrome 23 | A
REC1-122 130928-KR
Neutrophil count decreased
Acute respiratory distress
CMUH113- DS-2025-
131 2025/3/14 FUI0 | Lurbinectedin syndrome 23| A
REC1-122 130928-KR
Neutrophil count decreased
Pneumonitis
Pulmonary embolism
CMUH113- DS-2025-
132 2025/4/16 FU11 DS-7300a confirmed COVID-19 1.3 A
REC1-122 134991-AU
Community acquired
pneumonia
Pneumonitis
Pulmonary embolism
CMUHI113- DS-2025-
133 2025/4/6 FU12 DS-7300a confirmed COVID-19 131 A
REC1-122 134991-AU
Community acquired
pneumonia
Other Serious Criteria:
IME
Septic status 2.3.7
CMUH113- DS-2025-
134 2025/5/19 FU13 DS-7300a White blood cell count |(IME| A
RECI1-122 142149-IT
decrease )
Diarrhea
Vomiting
Other Serious Criteria: 123
CMUH113- DS-2025- IME S
135 2025/5/20 FU9 DS-7300a TIM| A
REC1-122 142192-BE Immune mediated |
E).
pheumonitis
Other Serious Criteria: 123
CMUHI13- DS-2025- IME T
136 2025/5/20 FU10 DS-7300a TIM| A
REC1-122 142192-BE Immune mediated |
E).
pneumonitis
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Other Serious Criteria: 123
CMUH113- DS-2025- IME T
137 2025/5/20 FUI11 DS-7300a TIM| A
REC1-122 142192-BE Immune mediated |
E).
pneumonitis
Other Serious Criteria:
1.2.3.
CMUHI113- DS-2025- IME
138 2025/5/20 FU12 DS-7300a T7IM| A
RECI1-122 142192-BE Immune mediated )
E).
pheumonitis
CMUHI113- DS-2025-
139 2025/7/7 FU7 DS-7300a Pneumonia 1.3 A
RECI1-122 151976-KR
Other Serious Criteria: [1.2.3.
CMUH113- DS-2025-
140 2025/7/9 FU7 DS-7300a IME 7IM| A
RECI1-122 152876-DE
Pneumonitis E).
Acute Respiratory Failure
CMUHI113- DS-2025-
141 2025/8/2 FU6 DS-7300a Pneumonitis 1.23.] A
RECI1-122 158185-US
Lung infection
Acute Respiratory Failure
CMUHI113- DS-2025-
142 2025/8/2 FU7 DS-7300a Pneumonitis 1.23.] A
RECI1-122 158185-US
Lung infection
CMUH113- DS-2025- pneumonia
143 2025/8/20 FU10 DS-7300a 13 ] A
RECI1-122 160556-CN Suspected ILD
CMUH113- DS-2025- pneumonia
144 2025/8/20 FUI11 DS-7300a 131 A
RECI-122 160556-CN Suspected ILD
CMUH113- DS-2025- pneumonia
145 2025/8/20 FU12 DS-7300a 131 A
RECI-122 160556-CN Suspected ILD
Amrubicin
CMUHI113- DS-2025-
146 2025/9/1 FU7 [LEVOFLOXAC| Hepatic dysfunction NOS | 2.3 | A
RECI1-122 163063-JP
IN HYDRATE
CMUHI113- DS-2025-
147 2025/9/24 FU3 DS-7300a PNEUMONITIS 13 ] A
RECI1-122 166821-ES
CMUHI113- DS-2025-
148 2025/10/1 FU4 DS-7300a Interstitial pneumonia 23 | A
RECI1-122 167741-JP
CMUHI113- DS-2025-
149 2025/10/1 FUS5 DS-7300a Interstitial pneumonia | 1.2.3| A
RECI1-122 167741-JP
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CMUH113- DS-2025-
150 2025/10/1 FU6 DS-7300a Interstitial pneumonia | 1.2.3| A
RECI1-122 167741-JP
Other Serious Criteria:
1.2.3.
CMUHI113- DS-2025- IME
151 2025/10/2 FU3 DS-7300a TIM| A
RECI-122 168017-IT sepsi da Pseudomonas E)
aeruginosa .
CMUHI113- DS-2025-
152 2025/10/17 FU1 Topotecan Liver failure 1 A
RECI1-122 170779-CN
CMUHI113- DS-2025-
153 2025/10/17 FU2 Topotecan Liver failure 1 A
RECI1-122 170779-CN
CMUH113- DS-2025- FEBRILE
154 2025/10/18 FUI1 Topotecan 13 A
RECI1-122 170841-ES NEUTROPENIA
CMUH113- DS-2025- FEBRILE
155 2025/10/18 INI Topotecan 13 A
RECI1-122 170841-ES NEUTROPENIA
CMUH113- DS-2025- Pneumocystis pneumonia
156 2025/3/31 FU3 DS-7300a 131 A
RECI1-122 133691-KR Drug induced pneumonitis
CMUH113- DS-2025- Pneumocystis pneumonia
157 2025/3/31 FU10 DS-7300a 13 ] A
RECI1-122 133691-KR Drug induced pneumonitis
CMUH113- DS-2025-
158 2025/7/4 FUI Topotecan Septic chock 1 A
RECI1-122 151504-ES
CMUH113- DS-2025-
159 2025/7/4 INI Topotecan Septic chock 1 A
RECI1-122 151504-ES
CMUHI113- DS-2025-
160 2025/9/24 FU2 DS-7300a Respiratory failure 13 A
RECI1-122 166821-ES
CMUH113- DS-2025- Diarrhea
161 2025/3/13 FU4 DS-7300a 131 A
RECI1-122 130927-KR Foreign body aspiration
Adult respiratory distress
CMUH113- DS-2025-
162 2025/3/14 FUI Lurbinectedin [syndrome Neutrophil count| 2.3 A
RECI1-122 130928-KR
decreased
Adult respiratory distress
CMUHI113- DS-2025-
163 2025/3/14 FU2 | Lurbinectedin |syndrome Neutrophil count| 2.3 | A
RECI1-122 130928-KR
decreased
CMUH113- DS-2025-
164 2025/3/24 FU9 Topotecan Septic choc 1.3 A
RECI1-122 133041-FR
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Pneumonitis
CMUH113- DS-2025- Community acquired
165 2025/4/6 FU3 DS-7300a 131 A
RECI1-122 134991-AU pneumonia
Pulmonary embolism
Pneumonitis
CMUH113- DS-2025- Community acquired
166 2025/4/6 FuU4 DS-7300a 1.3 A
RECI-122 134991-AU pneumonia
Pulmonary embolism
CMUH113- DS-2025- Pneumonitis
167 2025/4/29 FU7 DS-7300a 1.23] A
REC1-122 138808-TW Pneumonia
CMUH113- DS-2025- Pneumonitis
168 2025/4/29 FUS DS-7300a 1.23] A
REC1-122 138808-TW Pneumonia
1.2.3.
CMUHI113- DS-2025-
169 2025/5/20 FU1 DS-7300a Pneumonitis T7IM| A
REC1-122 142192-BE
E).
1.2.3.
CMUHI113- DS-2025-
170 2025/5/20 FU2 DS-7300a Pneumonitis T7IM| A
REC1-122 142192-BE
E).
CMUH113- DS-2025- Diarrhea
171 2025/3/13 FU6 DS-7300a 1.3 A
RECI1-122 130927-KR Foreign body aspiration
CMUH113- DS-2025- Diarrhea
172 2025/3/13 FU7 DS-7300a 131 A
RECI1-122 130927-KR Foreign body aspiration
Adult respiratory distress
CMUH113- DS-2025-
173 2025/3/14 FU11 Lurbinectedin [syndrome Neutrophil count| 2.3 A
REC1-122 130928-KR
decreased
Pneumonitis
CMUH113- DS-2025- Community acquired
174 2025/4/6 FU13 DS-7300a 131 A
REC1-122 134991-AU pneumonia
Pulmonary embolism
Pneumonitis
CMUH113- DS-2025- Community acquired
175 2025/4/6 FU14 DS-7300a 1.3 A
RECI1-122 134991-AU pneumonia
Pulmonary embolism
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176

CMUH113-
RECI-122

2025/5/19

DS-2025-
142149-1T

FU14

DS-7300a

Other Serious Criteria:
IME
Septic status
White blood cell count
decrease
Diarrhea

Vomiting

2.3.7(
IME).

177

CMUH113-
RECI1-122

2025/5/19

DS-2025-
142149-1T

FUIS

DS-7300a

Other Serious Criteria:
IME
Septic status
White blood cell count
decrease
Diarrhea

Vomiting

2.3.7(
IME).

178

CMUH113-
RECI-122

2025/5/19

DS-2025-
142149-1T

FUI6

DS-7300a

Other Serious Criteria:
IME
Septic status
White blood cell count
decrease
Diarrhea

Vomiting

2.3.7(
IME).

179

CMUH113-
RECI1-122

2025/5/14

DS-2025-
142149-1T

FU17

DS-7300a

Other Serious Criteria:
IME
Septic status
White blood cell count
decrease
Diarrhea

Vomiting

2.3.7(
IME).

180

CMUH113-
REC1-122

2025/5/14

DS-2025-
142149-1T

FUI8

DS-7300a

Other Serious Criteria:
IME
Septic status
White blood cell count
decrease
Diarrhea

Vomiting

2.3.7(
IME).
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Other Serious Criteria: 123
CMUH113- DS-2025- IME T
181 2025/5/20 FU13 DS-7300a TIM| A
RECI1-122 142192-BE Immune mediated |
E).
pneumonitis
CMUH113- DS-2025-
182 2025/5/23 FU10 DS-7300a Interstitial lung disease |1.2.3| A
REC1-122 146288-FR
CMUH113- DS-2025-
183 2025/7/7 FUS DS-7300a Pneumonia 1.3 A
REC1-122 151976-KR
CMUH113- DS-2025-
184 2025/7/7 FU9 DS-7300a Pneumonia 1.3 A
REC1-122 151976-KR
CMUH113- DS-2025-
185 2025/7/7 FU10 DS-7300a Pneumonia 131 A
REC1-122 151976-KR
Other Serious Criteria: |1.2.3.
CMUH113- DS-2025-
186 2025/7/9 FUS DS-7300a IME T7(IM| A
REC1-122 152876-DE
Pneumonitis E).
Acute Respiratory Failure
CMUH113- DS-2025-
187 2025/8/2 FUS DS-7300a Pneumonitis 123 A
REC1-122 158185-US
Lung infection
Acute Respiratory Failure
CMUH113- DS-2025-
188 2025/8/2 FU9 DS-7300a Pneumonitis 123 A
REC1-122 158185-US
Lung infection
Acute Respiratory Failure
CMUH113- DS-2025-
189 2025/8/2 FU10 DS-7300a Pneumonitis 123 A
REC1-122 158185-US
Lung infection
Acute Respiratory Failure
CMUH113- DS-2025-
190 2025/8/2 FU11 DS-7300a Pneumonitis 123 A
REC1-122 158185-US
Lung infection
Acute Respiratory Failure
CMUH113- DS-2025-
191 2025/8/2 FU12 DS-7300a Pneumonitis 1231 A
REC1-122 158185-US
Lung infection
Acute Respiratory Failure
CMUH113- DS-2025-
192 2025/8/2 FU13 DS-7300a Pneumonitis 1231 A
REC1-122 158185-US

Lung infection
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Respiratory failure
CMUH113- DS-2025-
193 2025/8/25 FUI0 | Lurbinectedin | Decreased platelet count |1.2.3]| A
RECI1-122 161518-CN
Nausea
Other Serious Criteria:
CMUH113- DS-2025- 2.3.7(
194 2025/9/19 FU6 DS-7300a IME A
REC1-122 165992-AU IME)
Pneumonitis
Other Serious Criteria:
CMUH113- DS-2025- 2.3.7(
195 2025/9/19 FU7 DS-7300a IME A
REC1-122 165992-AU IME)
Pneumonitis
CMUH113- DS-2025-
196 2025/9/24 FU4 DS-7300a Pneumonitis 1.3 A
RECI1-122 166821-ES
CMUH113- DS-2025-
197 2025/9/24 FUS DS-7300a Pneumonitis 13 ] A
REC1-122 166821-ES
CMUH113- DS-2025-
198 2025/9/24 FU6 DS-7300a Pneumonitis 131 A
REC1-122 166821-ES
CMUH113- DS-2025- Cardiac arrest
199 2025/9/24 FU2 DS-7300a 1231 A
RECI1-122 167582-RO Pneumonitis
CMUH113- DS-2025- Cardiac arrest
200 2025/89/25 FU3 DS-7300a 1231 A
RECI1-122 167582-RO Pneumonitis
CMUH113- DS-2025- Cardiac arrest
201 2025/9/24 FU4 DS-7300a 1231 A
RECI1-122 167582-RO Pneumonitis
CMUH113- DS-2025- Cardiac arrest
202 2025/9/24 FU5 DS-7300a 1231 A
RECI1-122 167582-RO Pneumonitis
CMUH113- DS-2025- Refactory Interstitial
203 2025/10/1 FU7 DS-7300a 123 A
REC1-122 167741-JP pneumonia
Other Serious Criteria:
CMUH113- DS-2025- IME
204 2025/10/2 FU4 DS-7300a 123 A
REC1-122 168017-1T sepsi da Pseudomonas
aeruginosa
CMUH113- DS-2025-
205 2025/10/17 FU3 Topotecan Liver failure 1 A
REC1-122 170779-CN
CMUH113- DS-2025-
206 2025/10/17 FU4 Topotecan Liver failure 1 A
RECI1-122 170779-CN
CMUH113- DS-2025- FEBRILE
207 2025/10/18 FU2 Topotecan 1.3 A
REC1-122 170841-ES NEUTROPENIA
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CMUH113- DS-2025- FEBRILE

208 2025/10/18 FU3 Topotecan 13 ] A
REC1-122 170841-ES NEUTROPENIA
CMUH113- DS-2025- FEBRILE

209 2025/10/18 FU4 Topotecan 13 A
RECI1-122 170841-ES NEUTROPENIA
CMUH113- DS-2025- Febrile neutropenia

210 2025/10/18 FUS Topotecan 13 A
RECI-122 170841-ES Neutropenia
CMUH113- DS-2025-

211 2025/10/18 FU6 Topotecan Febrile neutropenia 13 A
RECI1-122 170841-ES
CMUH113- DS-2025-

212 2025/11/17 FU2 Topotecan bilateral pyelonephritis | 2.3. [ A
REC1-122 177947-IT
CMUH113- DS-2025-

213 2025/11/17 FU3 Topotecan bilateral pyelonephritis | 2.3. [ A
REC1-122 177947-IT
CMUH113- DS-2025-

214 2025/11/21 FUI1 DS-7300a Unknown cause of death | 1 A
REC1-122 178950-JP
CMUH113- DS-2025-

215 2025/11/21 FU2 DS-7300a Unknown cause of death 1 A
RECI1-122 178950-JP
CMUH113- DS-2025-

216 2025/11/21 INI DS-7300a Unknown cause of death 1 A
RECI1-122 178950-JP
CMUH113- DS-2025-

217 2025/12/12 FUI1 DS-7300a Congestive heart failure 1 A
RECI1-122 183610-CN
CMUH113- DS-2025-

218 2025/12/12 FU2 DS-7300a Congestive heart failure 1 A
RECI1-122 183610-CN
CMUH113- DS-2025-

219 2025/12/12 INI DS-7300a Dyspnea 1 A
REC1-122 183610-CN
CMUH113- DS-2025-

220 2025/9/1 FU6 Amrubicin | Hepatic function disorder | 2.3 [ A
RECI1-122 163063-JP

FATAL

CMUH112- 100003917 [follow up

221 2025/9/19 RO7082859 ENCEPHALOPATHY, | 1,3 | A
REC1-142 96 11

FATAL ICANS

CMUH112- 100004403

222 2025/11/12 Initial RO0452294 | UNEXPLAINED DEATH| 1 A
REC1-142 55
CMUH112- 100004403

223 2025/11/12 Initial RO5541077 | UNEXPLAINED DEATH| 1 A
REC1-142 55
CMUH112- 100004498

224 2025/11/19 Initial R0O0452294 FATAL SEPSIS 131 A
RECI1-142 19
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CMUH112- 100004498
225 2025/11/19 Initial RO7082859 FATAL SEPSIS 3] A
REC1-142 19
FATAL
CMUH112- 100003958 |follow up
226 2025/9/23 RO0452294 MYELODYSPLASTIC 1 A
REC1-142 20 2
SYNDROME
FATAL
CMUH112- 100003958 |follow up
227 2025/9/23 RO5541077 MYELODYSPLASTIC 1 A
REC1-142 20 2
SYNDROME
FATAL
CMUH112- 100003958 |follow up
228 2025/9/23 RO7082859 MYELODYSPLASTIC 1 A
REC1-142 20 2
SYNDROME
LIFE-THREATENING
CMUH112- 100004624
229 2025/12/5 Initial RO5541077 | NEUTROPHIL COUNT | 2 A
REC1-142 64
DECREASED
CMUH112- 100004403 |follow up
230 2025/11/16 RO5541077 | UNEXPLAINED DEATH| 1 A
REC1-142 55 3
CMUH112- 100004403 |follow up
231 2025/11/16 RO0452294 | UNEXPLAINED DEATH| 1 A
REC1-142 55 3
FATAL ACUTE
CMUH112- 100004701
232 2025/12/18 Initial RO5541077 HYPOXIC L3 A
REC1-142 59
RESPIRATORY FAILURE
FATAL ACUTE
CMUH112- 100004701
233 2025/12/18 Initial R0O0452294 HYPOXIC 131 A
REC1-142 59
RESPIRATORY FAILURE
FATAL ACUTE
CMUH112- 100004701
234 2025/12/18 Initial RO7082859 HYPOXIC 131 A
REC1-142 59
RESPIRATORY FAILURE
CMUH112- 100004498 |follow up FATAL NEUTROPENIC
235 2025/11/19 R0O0452294 3] A
REC1-142 19 5 SEPSIS, FATAL SEPSIS
CMUH112- 100004498 |follow up FATAL NEUTROPENIC
236 2025/11/19 RO7082859 3] A
REC1-142 19 5 SEPSIS, FATAL SEPSIS
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#1 ) DAK539 vs
Placebo (XXX)
CMUHI111- NVSC2025 #2 ) INC424
237 2025/11/25 Initial Progressive Polyneuropaty | 2 A
REC1-066 AT184026 INC+TAB
(RUXOLITINIB
) Tablet
#1) DAK539 vs
Placebo (XXX)
CMUHI111- NVSC2025]| Follow #2 ) INC424
238 2025/11/25 Progressive Polyneuropaty | 2 A
REC1-066 AT184026 up 1 INC+TAB
(RUXOLITINIB
) Tablet
#1) DAK539 vs
Placebo (XXX)
CMUH111- NVSC2025]| Follow #2 ) INC424
239 2025/11/25 Progressive Polyneuropaty | 2 A
REC1-066 AT184026 up 2 INC+TAB
(RUXOLITINIB
) Tablet
(k] FRPHE -
s REPpEFLR (%)
£ TRER (%)
Fad > 4tg (20820 4)
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