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PEMBROLIZU
MAB Solution
for injection
(pembrolizumab
)
#2)
SACITUZUMA

CMUH113- B GOVITECAN| Pneumonitis [Pneumonitis
1.3 A

1. 2025/11/11 | 2351989 Initial
RECI1-046 (3475 (10035742)*]
SOLUTION

FOR
INJECTION
STUDY)
Injection
(SACITUZUM
AB
GOVITECAN)
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CMUH113-
RECI1-046

2025/11/11

2351989

Followup

1

#1)
PEMBROLIZU
MAB Solution

for injection
(pembrolizumab
)

#2)
SACITUZUMA
B GOVITECAN

(3475
SOLUTION
FOR
INJECTION
STUDY)
Injection
(SACITUZUM

AB
GOVITECAN)

(10035742)*]

Pneumonitis [Pneumonitis

1.3

CMUH113-
RECI1-046

2025/7/7

2321536

Followup

16

#1)
PEMBROLIZU
MAB Solution
for injection
(pembrolizumab

)

(10018620)*]

Dyspnea [Dyspnoea

(10013968)*]

Goodpasture's Syndrome

[Goodpasture's syndrome

23
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#1)
PEMBROLIZU
MAB Solution
for injection
(pembrolizumab
)
#2)
SACITUZUMA
CMUH113- Followup|B GOVITECAN| Pneumonitis [Pneumonitis
4, 2025/11/10 | 2351989 13 ] A
REC1-046 2 (3475 (10035742)*]
SOLUTION
FOR
INJECTION
STUDY)
Injection
(SACITUZUM
AB
GOVITECAN)
#1) DEATH [Death
PEMBROLIZU (10011906)*]
CMUH113- MAB Solution ANEMIA [Anaemia
5. 2026/1/15 | 2373775 | Initial 13 ] A
REC1-046 for injection (10002034)*]
(pembrolizumab DEATH [Death
) (10011906)*]
CMUH110- 100003199 [follow up
0. 2025/6/16 Giredestrant Atrial flutter 23| A
RECI1-215 24 3
115 # 04 7 22 p % 34 F £ 77 F
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#1) MK-5684
Tablet
(opevesostat
tosylate)
) atrial fibrillation [Atrial
2
fibrillation (10003658)*]
FLUDROCORT
aspiration pneumonia
ISONE (5684-
[Pneumonia aspiration
004 STUDY)
CMUH112- Followup (10035669)*]
7. 2025/12/18 | 2363305 Tablet L3 A
RECI1-196 10 hypokalemia
(fludrocortisone)
) [Hypokalaemia
(10021015)*]
DEXAMETHA
infarction(brain) [Brain
SONE (5684-
infarction (10072154)*]
004 STUDY)
Tablet
(dexamethasone
)
#1) MK-5684
Tablet
(opevesostat
tosylate)
#2)
DEXAMETHA
SONE (5684-
respiratory insufficiency in
004 STUDY)
CMUH112- differential diagnosis
8. 2026/2/24 | 2387399 | Initial Tablet 2,7 A
RECI1-196 [Respiratory insufficiency
(dexamethasone
(10038701)*]
)
#3)
FLUDROCORT
ISONE (5684-
004 STUDY)
Tablet
(fludrocortisone)
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#1) MK-5684
Tablet
(opevesostat
tosylate)
) atrial fibrillation [Atrial
2
fibrillation (10003658)*]
FLUDROCORT
aspiration pneumonia
ISONE (5684-
[Pneumonia aspiration
004 STUDY)
CMUH112- Followup (10035669)*]
9. 2025/12/18 | 2363305 Tablet L3 A
RECI1-196 11 hypokalemia
(fludrocortisone)
) [Hypokalaemia
(10021015)*]
DEXAMETHA
infarction(brain) [Brain
SONE (5684-
infarction (10072154)*]
004 STUDY)
Tablet
(dexamethasone
)
#1) MK-5684
Tablet
(opevesostat
tosylate)
#2)
DEXAMETHA
SONE (5684-
respiratory insufficiency in
004 STUDY)
CMUH112- Followup differential diagnosis 2,3,
10. 2026/2/24 | 2387399 Tablet A
RECI1-196 1 [Respiratory insufficiency | 7
(dexamethasone
(10038701)*]
)
#3)
FLUDROCORT
ISONE (5684-
004 STUDY)
Tablet
(fludrocortisone)

115 # 04 7 22 p
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11.

CMUH112-
RECI-196

2025/12/11

2364180

Followup

1

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

#3)
FLUDROCORT
ISONE (5684-
004 STUDY)
Tablet

(fludrocortisone)

Death from unknown
causes [Unknown cause of
death (10063378)*]
acute Lower resp tract
infec [Acute lower
respiratory tract infection

(10084982)*]

1,3

12.

CMUH112-

2026/2/24
RECI1-196

2387399

Followup
2

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

#3)
FLUDROCORT
ISONE (5684-
004 STUDY)
Tablet

(fludrocortisone)

respiratory insufficiency in
differential diagnosis
[Respiratory insufficiency

(10038701)*]

2,3

115 # 04 7 22 p
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#1) MK-5684
Tablet
(opevesostat
tosylate)
#2) Death caused by multiple
DEXAMETHA | organ failure [Multiple
SONE (5684- |organ failure (10028237)*]
CMUH112- Followup
13. 2025/12/11 | 2364180 004 STUDY) acute Lowerresp tract | 1,3 [ A
RECI1-196 2
Tablet infec [Acute lower
#3) respiratory tract infection
FLUDROCORT (10084982)*]
ISONE (5684-
004 STUDY)
Tablet
(fludrocortisone)
#1) MK-5684
Tablet
(opevesostat
tosylate)
#2)
DEXAMETHA | Death caused by multiple
SONE (5684- organ failure [Multiple
004 STUDY) |organ failure (10028237)*]
CMUH112- Followup
14. 2025/12/11 | 2364180 Tablet acute Lowerresptract | 1,3 | A
RECI1-196 3
(dexamethasone infec [Acute lower
) respiratory tract infection
#3) (10084982)*]
FLUDROCORT
ISONE (5684-
004 STUDY)
Tablet
(fludrocortisone)
115 # 04 7 22 p % 38 F £ 77 F
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#1) MK-5684
Tablet
(opevesostat
tosylate)
#2)
DEXAMETHA
SONE (5684-
004 STUDY) | Unknown cause of death
CMUH112-
15. 2025/12/11 | 2362701 | Initial Tablet [Unknown cause of death | 1 A
REC1-196
(dexamethasone (10063378)*]
)
#3)
FLUDROCORT
ISONE (5684-
004 STUDY)
Tablet
(fludrocortisone)
#1) MK-5684
Tablet
(opevesostat
tosylate)
) atrial fibrillation [Atrial
fibrillation (10003658)*]
FLUDROCORT
aspiration pneumonia
ISONE (5684-
[Pneumonia aspiration
004 STUDY)
CMUH112- Followup (10035669)*]
16. 2025/12/18 | 2363305 Tablet L3 A
RECI1-196 12 hypokalemia
(fludrocortisone)
) [Hypokalaemia
(10021015)*]
DEXAMETHA
infarction(brain) [Brain
SONE (5684-
infarction (10072154)*]
004 STUDY)
Tablet
(dexamethasone
)
115 # 04 ® 22 p ¥ 39 F £ 77T
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#1) MK-5684
Tablet
(opevesostat
tosylate)
) atrial fibrillation [Atrial
2
fibrillation (10003658)*]
FLUDROCORT
aspiration pneumonia
ISONE (5684-
[Pneumonia aspiration
004 STUDY)
CMUH112- Followup (10035669)*]
17. 2025/12/18 | 2363305 Tablet L3 A
RECI1-196 13 hypokalemia
(fludrocortisone)
) [Hypokalaemia
(10021015)*]
DEXAMETHA
infarction(brain) [Brain
SONE (5684-
infarction (10072154)*]
004 STUDY)
Tablet
(dexamethasone
)
1) BLINDED
CMUH113- 2024-  |follow up
18. 2024/12/23 GOLCADOMI | 1) ORAL MUCOSITIS [2~3| A
REC1-095 195024(9) 9
DE (Suspect)
1) BLINDED
CMUH113- 2025- 1)
19. 2025/9/3 Initial | GOLCADOMI 271 A
REC1-095 123288(0) THROMBOCYTOPENIA
DE (Suspect)
1) BLINDED
CMUH113- 2025-  |follow up 1)
20. 2025/9/3 GOLCADOMI 27 A
REC1-095 123288(1) 1 THROMBOCYTOPENIA
DE (Suspect)
1) BLINDED
CMUH113- 2025-  |follow up 1~
21. 2025/9/4 GOLCADOMI 1) UNKNOWN A
REC1-095 123259(1) 1 3-7
DE (Suspect)
1) BLINDED 1) SEPSIS
CMUH113- 2025- 2~
22. 2025/8/30 Initial | GOLCADOMI 2) FEBRILE A
REC1-095 122079(5) 3-7
DE (Suspect) NEUTROPENIA
1) BLINDED 1) SEPSIS
CMUH113- 2025-  |follow up 2~
23. 2025/8/30 GOLCADOMI 2) FEBRILE A
REC1-095 122079(6) 6 3~7
DE (Suspect) NEUTROPENIA
115 # 04 7 22 p % 40 F > £ 77 F
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1) BLINDED 1) SEPSIS
CMUH113- 2025-  |follow up 2~
24. 2025/8/30 GOLCADOMI 2) FEBRILE A
REC1-095 122079(7) 7 3.7
DE (Suspect) NEUTROPENIA
1) PERITONITIS WITH
SEPTIC SHOCK
2) PERITONITIS WITH
SEPTIC SHOCK .
1) BLINDED 3) SMALL INTESTINE
CMUH113- 2025-  |follow up 2~
25. 2025/8/9 GOLCADOMI PERFORATION A
REC1-095 111319(6) 6 3
DE (Suspect) | 4) DIARRHEA CTCAE 47
GRADE 2 WITH
CONSECUTIVE
PROLONGED
HOSPITALIZATION
1) PERITONITIS WITH
SEPTIC SHOCK
2) PERITONITIS WITH
SEPTIC SHOCK .
1) BLINDED 3) SMALL INTESTINE
CMUH113- 2025-  |follow up 2~
26. 2025/8/9 GOLCADOMI PERFORATION A
REC1-095 111319(8) 8 3~
DE (Suspect) 4) DIARRHEA CTCAE 47
GRADE 2 WITH
CONSECUTIVE
PROLONGED
HOSPITALIZATION
1) BLINDED
CMUH113- 2025-  |follow up 1) FEBRILE 1~
217. 2025/7/23 GOLCADOMI A
REC1-095 104638(8) 8 NEUTROPENIA 37
DE (Suspect)
1) BLINDED
CMUH113- 2025-  |follow up 1) FEBRILE 1-
28. 2025/7/23 GOLCADOMI A
REC1-095 104638(9) 9 NEUTROPENIA 37
DE (Suspect)
115 % 04 * 22 p % 41 F o= 77 B
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1) SEPTIC SHOCK
1) BLINDED 2) SARS-COV-2
CMUH113- 2025-  |follow up 2~
29. 2025/7/3 GOLCADOMI PNEUMONIA A
RECI1-095 095341(16) 16 3~7
DE (Suspect) 3) FEBRILE
NEUTROPENIA
1) BLINDED
CMUH113- 2025-  |follow up 1) HOSPITALIZATION -
30. 2025/6/30 GOLCADOMI 23| A
REC1-095 095327(7) 7 ANEMIA G3
DE (Suspect)
1) SEPTICEMIA
1) BLINDED
CMUH113- 2025-  |follow up 2) COVID-19 2~
31. 2025/5/30 GOLCADOMI A
RECI1-095 078996(17) 17 INFECTION 3~7
DE (Suspect)
3) DIARRHEA
1) SEPTICEMIA
1) BLINDED
CMUH113- 2025-  |follow up 2) COVID-19 2~
32. 2025/5/30 GOLCADOMI A
RECI1-095 078996(19) 19 INFECTION 3~7
DE (Suspect)
3) DIARRHEA
1) HYPOTENSION
2) DIARRHEA
3) ALKALOSIS
4) ABDOMINAL
1) BLINDED INFECTION
CMUH113- 2025-  |follow up 2~
33. 2025/5/15 GOLCADOMI 5) BICARBONATE A
RECI1-095 072488(17) 17 3~7
DE (Suspect) REDUCTION
6) NEUTROPENIA
7) ATRIAL FIBRILATION
8) VASCULAR ACCESS
COMPLICATION
115 # 04 ® 22 p ¥ 42 B £ 77T T
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34.

CMUH113-
REC1-095

2025/5/15

2025-
072488(18)

follow up

18

1) BLINDED
GOLCADOMI
DE (Suspect)

1) HYPOTENSION
2) DIARRHEA
3) ALKALOSIS

4) ABDOMINAL
INFECTION
5) BICARBONATE
REDUCTION
6) NEUTROPENIA

COMPLICATION

7) ATRIAL FIBRILATION
8) VASCULAR ACCESS

3~7

35.

CMUH113-
2025/5/15
RECI1-095

2025-
072488(19)

follow up

19

1) BLINDED
GOLCADOMI
DE (Suspect)

1) HYPOTENSION
2) DIARRHEA
3) ALKALOSIS

4) ABDOMINAL
INFECTION
5) BICARBONATE
REDUCTION
6) NEUTROPENIA

COMPLICATION

7) ATRIAL FIBRILATION
8) VASCULAR ACCESS

36.

CMUH113-
RECI1-095

2025/5/15

2025-
072488(21)

follow up

21

1) BLINDED
GOLCADOMI
DE (Suspect)

1) HYPOTENSION
2) DIARRHEA
3) ALKALOSIS

4) ABDOMINAL
INFECTION
5) BICARBONATE
REDUCTION
6) NEUTROPENIA

COMPLICATION

7) ATRIAL FIBRILATION
8) VASCULAR ACCESS

2.
37
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1) DEEP VEIN
1) BLINDED
CMUH113- 2025-  |follow up THROMBOSIS 2
37. 2025/5/8 GOLCADOMI A
REC1-095 070748(7) 7 2) FAILURE TO THRIVE |3 ~ 7
DE (Suspect)
3) HYPERGLYCEMIA
1) BLINDED 1) FEBRILE 1~
CMUH113- 2025-  |follow up
38. 2025/5/10 GOLCADOMI NEUTROPENIA 2~ | A
REC1-095 068827(7) 7
DE (Suspect) 2) PNEUMONIA 3~7
1) BLINDED 1) FEBRILE 1~
CMUH113- 2025-  |follow up
39. 2025/5/10 GOLCADOMI NEUTROPENIA 2~ | A
REC1-095 068827(8) 8
DE (Suspect) 2) PNEUMONIA 3~7
1) BLINDED 1) FEBRILE 1~
CMUH113- 2025-  |follow up
40. 2025/5/10 GOLCADOMI NEUTROPENIA 2~ A
REC1-095 068827(9) 9
DE (Suspect) 2) PNEUMONIA 3~7
1) SEPTIC SHOCK
1) BLINDED
CMUH113- 2025- 2) PLEURAL EFFUSION | 2 »
41. 2025/4/8 Initial | GOLCADOMI A
REC1-095 052766(29) 3) 3~7
DE (Suspect)
THROMBOCYTOPENIA
1) SEPTIC SHOCK
1) BLINDED
CMUH113- 2025-  |follow up 2) PLEURAL EFFUSION | 2 ~
42. 2025/4/8 GOLCADOMI A
REC1-095 052766(30) 30 3) 3~7
DE (Suspect)
THROMBOCYTOPENIA
1) BLINDED
CMUH113- 2025-  |follow up
43. 2025/2/17 GOLCADOMI | 1) ORAL MUCOSITIS [2~3| A
REC1-095 026502(10) 10
DE (Suspect)
CMUH113- DS-2025- interstitial lung disease
44, 2025/8/28 FuU4 DS-7300a 1.23] A
REC1-122 162032-TW Pneumonia
CMUH113- DS-2025-
45. 2026/2/4 FU14 DS-7300a Lung infections 1.3 A
REC1-122 128579-CN
Acute respiratory distress
CMUH113- DS-2025-
46. 2025/3/14 FU12 | Lurbinectedin syndrome 23 A
REC1-122 130928-KR
Neutrophil count decreased
Acute respiratory distress
CMUH113- DS-2025-
47. 2025/3/14 FUI13 Lurbinectedin syndrome 23 A
REC1-122 130928-KR
Neutrophil count decreased
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CMUH113- DS-2025-
48. 2025/3/24 FU13 Topotecan Septic choc 13 A
REC1-122 133041-FR
CMUH113- DS-2025-
49. 2025/3/24 FU14 Topotecan Septic choc 13 A
REC1-122 133041-FR
Pneumonitis
Pulmonary embolism
CMUH113- DS-2025-
50. 2025/4/6 FU15 DS-7300a confirmed COVID 1.3 A
REC1-122 134991-AU
Community acquired
pneumonia"
Pneumonitis
Pulmonary embolism
CMUH113- DS-2025-
51. 2025/4/6 FUl16 DS-7300a confirmed COVID 1.3 A
REC1-122 134991-AU
Community acquired
pneumonia"
CMUHI113- DS-2025- Pneumonitis
52. 2025/4/29 FU10 DS-7300a 1231 A
REC1-122 138808-TW Pneumonia"
Other Serious Criteria:
IME
Septic status
CMUH113- DS-2025- 2.3.7(
53. 2025/5/14 FU19 DS-7300a White blood cell count A
RECI1-122 142149-1T IME)
decrease
Diarrhea
Vomiting"
Other Serious Criteria:
IME
Septic status
CMUH113- DS-2025- 2.3.7(
54, 2025/5/19 FU20 DS-7300a White blood cell count A
RECI1-122 142149-1T IME)
decrease
Diarrhea
Vomiting"
Other Serious Criteria: 123
CMUH113- DS-2025- IME T
55. 2025/5/20 FU14 DS-7300a 7IM| A
REC1-122 142192-BE Immune mediated |
E
pneumonitis"
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Other Serious Criteria: 123
CMUH113- DS-2025- IME T
56. 2025/5/20 FUI15 DS-7300a 7IM| A
RECI1-122 142192-BE Immune mediated |
E
pneumonitis"
Other Serious Criteria: | 1.2.3.
CMUH113- DS-2025-
S7. 2025/7/9 FU9 DS-7300a IME 7IM| A
REC1-122 152876-DE
Pneumonitis" E)
Acute Respiratory Failure
CMUH113- DS-2025-
58. 2025/8/2 FU14 DS-7300a Pneumonitis 123 A
REC1-122 158185-US
Lung infection"
Respiratory failure
CMUH113- DS-2025- Acute heart failure
59. 2025/8/25 FU11 Lurbinectedin 123 A
RECI1-122 161518-CN Decreased platelet count
Nausea"
Other Serious Criteria:
CMUH113- DS-2025- 2.3.7(
60. 2025/9/19 FUS DS-7300a IME A
REC1-122 165992-AU IME)
Pneumonitis"
CMUH113- DS-2025- Cardiac arrest
61. 2025/9/24 FU6 DS-7300a 1.23] A
REC1-122 167582-RO Pneumonitis"
CMUH113- DS-2025- Refactory Interstitial
62. 2025/10/1 FU8 DS-7300a 1.23] A
REC1-122 167741-JP pneumonia
Other Serious Criteria: 123
CMUH113- DS-2025- IME T
63. 2025/10/2 FU5 DS-7300a TIM| A
RECI1-122 168017-IT sepsi da Pseudomonas E)
aeruginosa"
Other Serious Criteria: 123
CMUH113- DS-2025- IME T
64. 2025/10/2 FU6 DS-7300a TIM| A
REC1-122 168017-1T sepsi da Pseudomonas E)
aeruginosa"
CMUH113- DS-2025-
65. 2025/10/18 FU7 Topotecan Febrile neutropenia 1.3 A
REC1-122 170841-ES
CMUH113- DS-2025-
66. 2025/10/18 FUS8 Topotecan Febrile neutropenia 13 ] A
REC1-122 170841-ES
CMUH113- DS-2025-
67. 2025/10/18 FU9 Topotecan Febrile neutropenia 1.3 A
REC1-122 170841-ES
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CMUH113- DS-2025-
68. 2025/11/17 FU4 Topotecan bilateral pyelonephritis | 2.3 | A
REC1-122 177947-1T
CMUHI113- DS-2025-
69. 2025/11/21 FU3 DS-7300a Unknown cause of death | 1 A
RECI1-122 178950-JP
CMUHI113- DS-2025-
70. unknown FU4 DS-7300a Unknown cause of death | 1 A
RECI1-122 178950-JP
CMUHI111- US2025GS Depemokimab
71. 2025/9/14 Initial ST 1 A
RECI-072 K120312 Mepolizumab
CMUHI111- US2025GS |follow up| Depemokimab
72. 2025/9/14 JEC 1 A
REC1-072 K120312 1 Mepolizumab
#1)
RALUDOTATU
G
CMUH114- Followup Septick Shock [Septic
73. 2025/6/9 | 2295062 DERUXTECAN 131 A
RECI1-060 9 shock (10040070)*]
Injection
(raludotatug
deruxtecan)
#1)
RALUDOTATU
G
CMUH114- Followup Septick Shock [Septic
74. 2025/6/6 | 2295062 DERUXTECAN 131 A
RECI1-060 10 shock (10040070)*]
Injection
(raludotatug
deruxtecan)
#1)
RALUDOTATU
G
CMUH114- Followup Septick Shock [Septic
75. 2025/6/6 | 2295062 DERUXTECAN 13 A
REC1-060 11 shock (10040070)*]
Injection
(raludotatug
deruxtecan)
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#1)
neutrophil count decrease
RALUDOTATU
G [Neutrophil count
CMUH114- Followup decreased (10029366)*]
76. 2025/9/14 | 2330459 DERUXTECAN 23| A
REC1-060 9 Acute Kidney injury
Injection
[Acute kidney injury
(raludotatug
(10069339)*]
deruxtecan)
#1)
neutrophil count decrease
RALUDOTATU
G [Neutrophil count
CMUH114- Followup decreased (10029366)*]
77. 2025/9/14 | 2330459 DERUXTECAN 23 | A
REC1-060 10 Acute Kidney injury
Injection
[Acute kidney injury
(raludotatug
(10069339)*]
deruxtecan)
LIFE THREATENING
CMUH110- follow up ALANINE
78. 2023/8/26 | 3405468 RO5304020 2,3 A
REC1-060 6 AMINOTRANSFERASE
INCREASED
LIFE THREATENING
CMUH110- follow up ALANINE
79. 2023/8/26 | 3405468 RO5541267 2,3 A
REC1-060 6 AMINOTRANSFERASE
INCREASED
CMUHI110- 100004929 FATAL PERICARDIAL
80. 2026/1/9 Initial RO0452317 L3 A
REC1-060 02 TAMPONADE
CMUHI110- 100004929 [follow up FATAL PERICARDIAL
81. 2026/1/9 RO0452317 L3 A
REC1-060 02 1 TAMPONADE
CMUHI110- 100005227 LIFE THREATENING
82. 2026/3/2 Initial RO0452317 2,3 A
REC1-060 03 CEREBELLAR TUMOR
CMUH110- 100005227 [follow up LIFE THREATENING
83. 2026/3/2 RO0452317 2,31 A
REC1-060 03 1 CEREBELLAR TUMOR
CMUH110- follow up LIFE THREATENING
84. 2022/10/28 | 3211621 RO5541267 2,31 A
REC1-060 3 HYPOKALEMIA
CMUH110- follow up LIFE THREATENING
85. 2022/10/28 | 3211621 RO5304020 2,31 A
REC1-060 3 HYPOKALEMIA
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FATAL ACUTE
PSYCHOTIC-LIKE
CMUH110- 100005458 EPISODE, FATAL
2026/3/24 Initial RO5541267 L3 A
REC1-060 21 BEHAVIORAL
DISTURBANCE (UNK
DIAGNOSIS)
FATAL ACUTE
PSYCHOTIC-LIKE
CMUH110- 100005458 EPISODE, FATAL
87. 2026/3/24 Initial RO5304020 1,3
REC1-060 21 BEHAVIORAL
DISTURBANCE (UNK
DIAGNOSIS)
#1)
PEMBROLIZU
MAB Solution
CMUH110- Followup Stevens Johnson Syndrome
88. 2023/3/11 | 2073989 for injection 2,3
RECI1-156 25 Hyponatremia
#2) BCG LIVE
Powder For
Instillation Fluid
#1)
PEMBROLIZU
MAB Solution
CMUH110- Followup Immune-mediated
89. 2024/9/8 2252072 for injection 2,3
RECI1-156 10 myocarditis
#2) BCG LIVE
Powder For
Instillation Fluid
#1)
PEMBROLIZU
MAB Solution
CMUH110- Followup Stevens Johnson Syndrome
90. 2023/3/11 | 2073989 for injection 2,3
REC1-156 26 Hyponatremia
#2) BCG LIVE
Powder For
Instillation Fluid
% 49 F > £ 77 |
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#1)
PEMBROLIZU
MAB Solution
CMUH110- Followup Immune-mediated
91. 2024/9/17 | 2252653 for injection L3 A
RECI1-156 18 cholangitis
#2) BCG LIVE
Powder For
Instillation Fluid
#1)
PEMBROLIZU
MAB Solution
for injection
SEPTIC SHOCK [Septic
(pembrolizumab
) shock (10040070)*]
) PNEUMONIA [Pneumonia
CMUH113- Followup (10035664)*]
92. 2025/8/6 | 2319294 SACITUZUMA 2.3 A
REC1-046 11 HOSPITAL ACQUIRED
B GOVITECAN
PNEUMONIA [Hospital
(3475
acquired pneumonia
SOLUTION
(10076918)*]
FOR
INJECTION
STUDY)
Injection
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#1)
PEMBROLIZU
MAB Solution
for injection
(pembrolizumab
)
#2) Febrile Neutropenia
CMUH113- Followup
93. 2026/1/28 | 2376212 SACITUZUMA| [Febrile neutropenia 23| A
REC1-046 6
B GOVITECAN (10016288)*]
(3475
SOLUTION
FOR
INJECTION
STUDY)
Injection
#1)
PEMBROLIZU
MAB Solution
Sepsis [Sepsis
for injection
(10040047)*]
(pembrolizumab
) Septic shock [Septic shock
(10040070)*]
#2)
CMUH113- Followup Bronchopneumonia
94. 2024/5/13 | 2079051 SACITUZUMA 231 A
REC1-046 15 [Bronchopneumonia
B GOVITECAN
(10006469)*]
(3475
Acute respiratory failure
SOLUTION
[Acute respiratory failure
FOR
(10001053)*]
INJECTION
STUDY)
Injection
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#1)
PEMBROLIZU
MAB Solution

for injection
SEPTIC SHOCK [Septic

) shock (10040070)*]
) PNEUMONIA [Pneumonia
2
CMUH113- Followup (10035664)*]
2025/8/6 | 2319294 SACITUZUMA
REC1-046 12 HOSPITAL ACQUIRED
B GOVITECAN
(3475
SOLUTION
FOR
INJECTION

STUDY)

(pembrolizumab

PNEUMONIA [Hospital
acquired pneumonia

(10076918)*]

Injection

#1)
PEMBROLIZU
MAB Solution
for injection
(pembrolizumab

)

#2) Febrile Neutropenia
CMUH113- Followup
2026/1/28 | 2376212 SACITUZUMA [Febrile neutropenia
REC1-046 7
B GOVITECAN (10016288)*]
(3475
SOLUTION
FOR
INJECTION
STUDY)

Injection
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#1)
Goodpasture's Syndrome
PEMBROLIZU
[Goodpasture's syndrome
CMUH113- Followup| MAB Solution
97. 2025/7/7 | 2321536 (10018620)*] 23| A
REC1-046 18 for injection
Dyspnea [Dyspnoea
(pembrolizumab
(10013968)*]
)
#1)
PEMBROLIZU
MAB Solution
for injection
SEPTIC SHOCK [Septic
(pembrolizumab
) shock (10040070)*]
) PNEUMONIA [Pneumonia
CMUH113- Followup (10035664)*]
98. 2025/8/6 | 2319294 SACITUZUMA 23 | A
REC1-046 13 HOSPITAL ACQUIRED
B GOVITECAN
PNEUMONIA [Hospital
(3475
acquired pneumonia
SOLUTION
(10076918)*]
FOR
INJECTION
STUDY)
Injection
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99.

CMUH113-
RECI1-046

2024/9/15

2081486

Followup

10

#1)
PEMBROLIZU
MAB Solution

for injection
(pembrolizumab
)

#2)
SACITUZUMA
B GOVITECAN

(3475
SOLUTION
FOR
INJECTION
STUDY)

Injection

Pancytopenia
[Pancytopenia

(10033661)*]

atrial fibrillation [Atrial
fibrillation (10003658)*

]

1.23

100

CMUH113-
RECI1-046

2026/1/28

2376212

Followup
8

#1)
PEMBROLIZU
MAB Solution
for injection
(pembrolizumab
)

#2)
SACITUZUMA
B GOVITECAN
(3475
SOLUTION
FOR
INJECTION
STUDY)

Injection

Febrile Neutropenia

[Febrile neutropenia

(10016288)*]

23
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101

CMUH113-
RECI1-046

2025/11/19

2353141

Followup

#1)
PEMBROLIZU
MAB Solution

for injection
(pembrolizumab
)

#2)
SACITUZUMA
B GOVITECAN

(3475
SOLUTION
FOR
INJECTION
STUDY)

Injection

Neutropenic Sepsis

[Neutropenic sepsis

(10049151)*]

23

102

CMUH113-
RECI1-046

2024/11/13

2253327

Followup
9

#1)
PEMBROLIZU
MAB Solution
for injection
(pembrolizumab
)

#2)
SACITUZUMA
B GOVITECAN
(3475
SOLUTION
FOR
INJECTION
STUDY)

Injection

Urinary tract infection

[Urinary tract infection

(10046571)*]

23
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#1)
PEMBROLIZU
MAB Solution
for injection
(pembrolizumab
) Pancytopenia
#2) [Pancytopenia
CMUH113- Followup
103 2024/9/15 | 2081486 SACITUZUMA (10033661)*] 123 A
REC1-046 11
B GOVITECAN]| atrial fibrillation [Atrial
(3475 fibrillation (10003658)*]
SOLUTION
FOR
INJECTION
STUDY)
Injection
#1)
PEMBROLIZU
MAB Solution
for injection
SEPTIC SHOCK [Septic
(pembrolizumab
) shock (10040070)*]
) PNEUMONIA [Pneumonia
CMUHI113- Followup (10035664)*]
104 2025/8/6 | 2319294 SACITUZUMA 23| A
REC1-046 14 HOSPITAL ACQUIRED
B GOVITECAN
PNEUMONIA [Hospital
(3475
acquired pneumonia
SOLUTION
(10076918)*]
FOR
INJECTION
STUDY)
Injection
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#1)
PEMBROLIZU
MAB Solution
for injection
(pembrolizumab
)
#2) Neutropenic Sepsis
CMUH113- Followup
105 2025/11/19 | 2353141 SACITUZUMA|  [Neutropenic sepsis 23| A
RECI1-046 4
B GOVITECAN (10049151)*]
(3475
SOLUTION
FOR
INJECTION
STUDY)
Injection
#1)
PEMBROLIZU
MAB Solution
for injection
SEPTIC SHOCK [Septic
(pembrolizumab
) shock (10040070)*]
) PNEUMONIA [Pneumonia
CMUHI113- Followup (10035664)*]
106 2025/8/6 | 2319294 SACITUZUMA 23| A
REC1-046 15 HOSPITAL ACQUIRED
B GOVITECAN
PNEUMONIA [Hospital
(3475
acquired pneumonia
SOLUTION
(10076918)*]
FOR
INJECTION
STUDY)
Injection
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TRFFAREARFRFLARELAEF-FELR ¢
"R tIERFIAGEEREE( RK)

B & >HIF|EREL N
AEME | B4 p 5
i 2 | &

L
et

#1)
PEMBROLIZU
MAB Solution
for injection
(pembrolizumab

) Pancytopenia

#2) [Pancytopenia

CMUH113- Followup

107 2024/9/15 | 2081486 SACITUZUMA (10033661)*] 1.2.3

REC1-046 12

B GOVITECAN]| atrial fibrillation [Atrial

(3475 fibrillation (10003658)*]

SOLUTION
FOR

INJECTION

STUDY)

Injection

#1)
PEMBROLIZU
MAB Solution
for injection
(pembrolizumab

)
#2)
CMUH113- Followup Neutropenia [Neutropenia
108 2024/11/13 | 2253327 SACITUZUMA 2.3
REC1-046 10 (10029354)*]
B GOVITECAN

(3475
SOLUTION
FOR
INJECTION
STUDY)

Injection
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#1)
PEMBROLIZU
MAB Solution
for injection
(pembrolizumab

)

#2) Neutropenic Sepsis
CMUH113- Followup
109 2025/11/19 | 2353141 SACITUZUMA|  [Neutropenic sepsis 2.3
RECI1-046 5
B GOVITECAN (10049151)*]
(3475
SOLUTION
FOR
INJECTION
STUDY)

Injection

#1)
PEMBROLIZU
MAB Solution
for injection
(pembrolizumab

)

#2)
CMUHI113- Followup (10035742)*]
110 2024/11/16 | 2253061 SACITUZUMA 123
REC1-046 14 septicemia [Sepsis
B GOVITECAN
(10040047)*]
(3475
SOLUTION
FOR
INJECTION

STUDY)

Pneumonitis [Pneumonitis

Injection
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#1)
PEMBROLIZU
MAB Solution

for injection
SEPTIC SHOCK [Septic

) shock (10040070)*]
) PNEUMONIA [Pneumonia
2
CMUH113- Followup (10035664)*]
111 2025/8/6 | 2319294 SACITUZUMA
REC1-046 16 HOSPITAL ACQUIRED
B GOVITECAN
(3475
SOLUTION
FOR
INJECTION

STUDY)

(pembrolizumab

PNEUMONIA [Hospital
acquired pneumonia

(10076918)*]

Injection

#1)
PEMBROLIZU
MAB Solution
for injection
(pembrolizumab

)

#2) Neutropenic Sepsis
CMUH113- Followup
112 2025/11/19 | 2353141 SACITUZUMA [Neutropenic sepsis
REC1-046 6
B GOVITECAN (10049151)*]
(3475
SOLUTION
FOR
INJECTION
STUDY)

Injection
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#1)
PEMBROLIZU
MAB Solution
for injection
(pembrolizumab [febrile neutropenia [Febrile
) neutropenia (10016288)*]
#2) Febrile neutropenia
113 CMUHILS- 2024/10/27 | 2253084 Followup SACITUZUMA| [Febrile neutropenia 123 A
RECI1-046 15
B GOVITECAN (10016288)*]
(3475 Multi-organ failure [Multi-
SOLUTION |organ failure (10028154)*]
FOR
INJECTION
STUDY)
Injection
#1)
PEMBROLIZU
MAB Solution
for injection
(pembrolizumab
) Pancytopenia
#2) [Pancytopenia
CMUH113- Followup
114 2024/9/15 | 2081486 SACITUZUMA (10033661)*] 123 A
REC1-046 13
B GOVITECAN(| atrial fibrillation [Atrial
(3475 fibrillation (10003658)*]
SOLUTION
FOR
INJECTION
STUDY)
Injection
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CMUH113-
RECI1-046

2025/11/10

2351989

Followup

#1)
PEMBROLIZU
MAB Solution

for injection
(pembrolizumab
)

#2)
SACITUZUMA
B GOVITECAN

(3475
SOLUTION
FOR
INJECTION
STUDY)

Injection

Pneumonia [Pneumonia

(10035664)*]

1.3

116

CMUH113-
RECI1-046

2026/3/18

2395368

Initial

#1)
PEMBROLIZU
MAB Solution
for injection
(pembrolizumab

)

Hyperkalemia

[Hyperkalaemia

(10020646)*]

Nephritis [Nephritis

(10029117)*]

23
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#1)
PEMBROLIZU
MAB Solution
for injection
(pembrolizumab
) Pancytopenia
#2) [Pancytopenia
117 CMUHILS- 2024/9/15 | 2081486 Followup SACITUZUMA (10033661)*] 123 A
REC1-046 14
B GOVITECAN]| atrial fibrillation [Atrial
(3475 fibrillation (10003658)*]
SOLUTION
FOR
INJECTION
STUDY)
Injection
#1)
PEMBROLIZU
MAB Solution
for injection
(pembrolizumab |febrile neutropenia [Febrile
) neutropenia (10016288)*]
CMUHLL3. Followup #2) Febrile neutropenia
118 2024/10/27 | 2253084 SACITUZUMA [Febrile neutropenia 1.23] A
REC1-046 16
B GOVITECAN (10016288)*]
(3475 Multi-organ failure [Multi-
SOLUTION |organ failure (10028154)*]
FOR
INJECTION
STUDY)
Injection
115 # 04 7 22 p % 63 F > £ 77 F
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#1)
PEMBROLIZU
MAB Solution
for injection
(pembrolizumab
) iy .
) Pneumonitis [Pneumonitis
CMUHI113- Followup (10035742)*]
119 2024/11/16 | 2253061 SACITUZUMA 1.23] A
REC1-046 15 septicemia [Sepsis
B GOVITECAN
(10040047)*]
(3475
SOLUTION
FOR
INJECTION
STUDY)
Injection
#1)
PEMBROLIZU
MAB Solution
for injection
(pembrolizumab | Multi-organ failure [Multi-
) organ failure (10028154)*]
#2) Febrile neutropenia
CMUH113- Followup
120 2024/10/27 | 2253084 SACITUZUMA [Febrile neutropenia 1.23] A
REC1-046 17
B GOVITECAN (10016288)*]
(3475 febrile neutropenia [Febrile
SOLUTION | neutropenia (10016288)*]
FOR
INJECTION
STUDY)
Injection
115 # 04 7 22 p % 64 F > £ 77 F
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#1)
PEMBROLIZU
MAB Solution
for injection
(pembrolizumab [febrile neutropenia [Febrile
) neutropenia (10016288)*]
#2) Febrile neutropenia
CMUH113- Followup
121 2024/10/27 | 2253084 SACITUZUMA| [Febrile neutropenia 123 A
REC1-046 18
B GOVITECAN (10016288)*]
(3475 Multi-organ failure [Multi-
SOLUTION |organ failure (10028154)*]
FOR
INJECTION
STUDY)
Injection
#1)
PEMBROLIZU
MAB Solution
Sepsis [Sepsis
for injection
(10040047)*]
(pembrolizumab
) Septic shock [Septic shock
(10040070)*]
#2)
CMUH113- Followup Bronchopneumonia
122 2024/5/13 | 2079051 SACITUZUMA 231 A
REC1-046 16 [Bronchopneumonia
B GOVITECAN
(10006469)*]
(3475
Acute respiratory failure
SOLUTION
[Acute respiratory failure
FOR
(10001053)*]
INJECTION
STUDY)
Injection
115 # 04 7 22 p % 65 F > £ 77 F
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#1)
PEMBROLIZU
MAB Solution

for injection
SEPTIC SHOCK [Septic

) shock (10040070)*]
) PNEUMONIA [Pneumonia
2
CMUH113- Followup (10035664)*]
123 2025/8/6 | 2319294 SACITUZUMA
REC1-046 17 HOSPITAL ACQUIRED
B GOVITECAN
(3475
SOLUTION
FOR
INJECTION

STUDY)

(pembrolizumab

PNEUMONIA [Hospital
acquired pneumonia

(10076918)*]

Injection

#1)
PEMBROLIZU
MAB Solution
for injection
(pembrolizumab

)

#2) Neutropenic Sepsis
CMUH113- Followup
124 2025/11/19 | 2353141 SACITUZUMA [Neutropenic sepsis
REC1-046 7
B GOVITECAN (10049151)*]
(3475
SOLUTION
FOR
INJECTION
STUDY)

Injection

115 # 04 7 22 p % 66 F & 77
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#1)
PEMBROLIZU
MAB Solution
for injection
(pembrolizumab
) iy .
) Pneumonitis [Pneumonitis
2
CMUH113- Followup (10035742)*]
125 2024/11/16 | 2253061 SACITUZUMA 1.23] A
REC1-046 16 septicemia [Sepsis
B GOVITECAN
(10040047)*]
(3475
SOLUTION
FOR
INJECTION
STUDY)
Injection
#1)
PEMBROLIZU
MAB Solution
for injection
(pembrolizumab |febrile neutropenia [Febrile
) neutropenia (10016288)*]
#2) Febrile neutropenia
CMUH113- Followup
126 2024/10/27 | 2253084 SACITUZUMA [Febrile neutropenia 1.23] A
REC1-046 19
B GOVITECAN (10016288)*]
(3475 Multi-organ failure [Multi-
SOLUTION |organ failure (10028154)*]
FOR
INJECTION
STUDY)
Injection
115 # 04 7 22 p % 67 F > £ 77 F
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#1)
PEMBROLIZU
MAB Solution
for injection
Myositis [Myositis
(pembrolizumab
) (10028653)*]
) Elevate liver enzyme
2
CMUH113- Followup [Elevated liver enzyme
127 2024/10/19 | 2252841 SACITUZUMA 123 A
RECI1-046 12 levels (10014480)*]
B GOVITECAN
Bacterial Pneumonia
(3475
[Pneumonia bacterial
SOLUTION
(10060946)*]
FOR
INJECTION
STUDY)
Injection
#1)
PEMBROLIZU
MAB Solution
for injection
(pembrolizumab
) Pancytopenia
#2) [Pancytopenia
CMUH113- Followup
128 2024/9/15 | 2081486 SACITUZUMA (10033661)*] 1.23] A
REC1-046 15
B GOVITECAN(| atrial fibrillation [Atrial
(3475 fibrillation (10003658)*]
SOLUTION
FOR
INJECTION
STUDY)
Injection
115 # 04 7 22 p % 68 B £ 77 |
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129

CMUH113-
RECI1-046

2024/11/13

2253327

Followup

11

#1)
PEMBROLIZU
MAB Solution

for injection
(pembrolizumab
)

#2)
SACITUZUMA
B GOVITECAN

(3475
SOLUTION
FOR
INJECTION
STUDY)

Injection

Neutropenia [Neutropenia

(10029354)*]

23

130

CMUH113-
RECI1-046

2024/9/15

2081486

Followup
16

#1)
PEMBROLIZU
MAB Solution
for injection
(pembrolizumab
)

#2)
SACITUZUMA
B GOVITECAN
(3475
SOLUTION
FOR
INJECTION
STUDY)

Injection

Pancytopenia
[Pancytopenia

(10033661)*]

atrial fibrillation [Atrial
fibrillation (10003658)*]

1.23
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#1)
PEMBROLIZU
MAB Solution
for injection
Myositis [Myositis
(pembrolizumab
) (10028653)*]
) Elevate liver enzyme
2
CMUH113- Followup [Elevated liver enzyme
131 2024/10/19 | 2252841 SACITUZUMA 1.23] A
REC1-046 13 levels (10014480)*]
B GOVITECAN
Bacterial Pneumonia
(3475
[Pneumonia bacterial
SOLUTION
(10060946)*]
FOR
INJECTION
STUDY)
Injection
#1)
PEMBROLIZU
MAB Solution
for injection
Elevate liver enzyme
(pembrolizumab
) [Elevated liver enzyme
levels (10014480)*]
#2)
CMUH113- Followup Myositis [Myositis
132 2024/10/19 | 2252841 SACITUZUMA 1.23] A
REC1-046 14 (10028653)*]
B GOVITECAN
Bacterial Pneumonia
(3475
[Pneumonia bacterial
SOLUTION
(10060946)*]
FOR
INJECTION
STUDY)
Injection
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133

CMUH113-
RECI1-046

2026/4/5

2400002

Initial

#1)
PEMBROLIZU
MAB Solution

for injection
(pembrolizumab
)

#2)
SACITUZUMA
B GOVITECAN

(3475
SOLUTION
FOR
INJECTION
STUDY)

Injection

Pnuemonia High

Risk/Bacteremia

[Pneumonia (10035664)*]

134

CMUH113-
RECI1-046

2026/4/5

2400002

Followup
1

#1)
PEMBROLIZU
MAB Solution
for injection
(pembrolizumab
)

#2)
SACITUZUMA
B GOVITECAN
(3475
SOLUTION
FOR
INJECTION
STUDY)

Injection

Pnuemonia High Risk/
Bacteremia [Pneumococcal

bacteraemia (10058859)*]
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CMUH113-
RECI1-046

2026/4/7

2400893

Initial

#1)
PEMBROLIZU
MAB Solution

for injection
(pembrolizumab
)

#2)
SACITUZUMA
B GOVITECAN

(3475
SOLUTION
FOR
INJECTION
STUDY)

Injection

Allergic reaction

[Hypersensitivity reaction

(10020756)*]

23

136

CMUH113-
RECI1-046

2024/9/15

2081486

Followup
17

#1)
PEMBROLIZU
MAB Solution
for injection
(pembrolizumab
)

#2)
SACITUZUMA
B GOVITECAN
(3475
SOLUTION
FOR
INJECTION
STUDY)

Injection

Pancytopenia
[Pancytopenia

(10033661)*]

atrial fibrillation [Atrial
fibrillation (10003658)*]

1.23
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#1)
PEMBROLIZU
MAB Solution
Sepsis [Sepsis
for injection
(10040047)*]
(pembrolizumab
) Septic shock [Septic shock
) (10040070)*]
CMUH113- Followup Bronchopneumonia
137 2024/5/13 | 2079051 SACITUZUMA 231 A
REC1-046 17 [Bronchopneumonia
B GOVITECAN
(10006469)*]
(3475
Acute respiratory failure
SOLUTION
[Acute respiratory failure
FOR
(10001053)*]
INJECTION
STUDY)
Injection
#1)
PEMBROLIZU
MAB Solution
for injection
(pembrolizumab| leukopenia [Leukopenia
) (10024384)*]
#2) infection [Infection
CMUH113- Followup
138 2024/12/3 | 2246184 SACITUZUMA (10021789)*] 123 A
REC1-046 20
B GOVITECAN unconsciousness
(3475 [Unconsciousness
SOLUTION (10045481)*]
FOR
INJECTION
STUDY)
Injection
115 # 04 7 22 p % 73 F £ 77 F
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#1)
Hyperkalemia
PEMBROLIZU
CMUH113 Followup| MAB Solution [Hyperkalacmia
- wu uti
139 2026/3/18 | 2395368 (10020646)*] 23| A
REC1-046 | for injection
Nephritis [Nephritis
(pembrolizumab
(10029117)*]
)
#1)
PEMBROLIZU
MAB Solution
for injection
(pembrolizumab
)
CMUHI13 Foll #2) Pnuemonia High Risk/
- ollowup
140 RECL046 2026/4/5 | 2400002 5 SACITUZUMA |Bacteremia [Pneumococcal| 2 A
B GOVITECAN)| bacteraemia (10058859)*]
(3475
SOLUTION
FOR
INJECTION
STUDY)
Injection
(3R] FRPHE -
sy FHRILIFAFR
+3
AY| R paE s AFH PG
[z 2482 ]
1. | CMUHI109-REC1-100 By F | *R%E P L4 0 ABBV-151 (Livmoniplimab)
*E PMAFLHEF 14870 25p 3 115810 240p
[ 21ap2 ]
*RERE Y L4 0 DS7300a
2 CMUH113-REC1-122 E?\i‘,’fﬁ *E MMARL B 12025087 09 p 3 2026 & 02 *
' ‘ 08 p
SUSAR Line Listing 6Monthly for DS-7300a (9Aug2025 to
8Feb2026)
[z 2132 ]
3. | CMUHI114-REC1-194 0 AR | *3R%kE 4 LA 1 PONSEGROMARB (PF-06946860)
k% > 4R 2 #p B ¢ (1)Clinical Trial Safety Update
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Report PF-06946860 (Ponsegromab) Clinical Trial Safety
Update Report PF-06946860 (Ponsegromab) 02-AUG-2025
through 01-FEB-2026
(2)Clinical Trial Safety Update Report PF-06946860 02-
FEB-2025 through 01-AUG-2025
(2= 21244 ]
w g o | YRR E Y LA 0 ABBV-525 & Ibrutinib
- _ 4 v
4. | CMUHIIA-RECI-ITS | 205 |y s b gy 020252 09 7 01 p % 2026 & 02 7
28 p
(2= 21242 ]
) *E% E A © Tozorakimab (MEDI3506)
- - AL v
O | CMUHIIRECI016 | %% s g2 11145 077 30 5 % 115 01 7 29
P
[z % 2P42]
R E S LA AZDT798
*E pMFLYPEF I3 E122 29p 3 114 & 06 ¢ 28
. P
- - =F
6. | CMUHI113-RECI-111 FAE | Lagz rpaea)
R E S LA AZDT798
*E rMIFLYPREF 114 E2067 29p 3 114 # 12 7 28
P
[ 2= 2134 ]
o *R ok I # # * Tozorakimab (MEDI3506)
7. | CMUHTI2-RECIATS - M4 | ay spspa ym : 1142 070 309 3 115 013 29
P
[xdp% 2i2dp ]
a.6MLL
e | RERER LA
_ ~ 1 ¥ 7
8. CMUH114-RECI-079 ik Golidocitinib/Chidamide/Pralatrexate/Gemcitabine
o DMAFL B 12025 & 08 7 23 p 3 2026 & 02 F 22
P
[z % 2144 ]
*REE Y L H 1 MORF-057
*E PMAFLEHEF 1202508 09p 3 2026 & 02 *
9. | CMUHI111-REC1-191 ¥ |08 p
Line Listing of Suspected Unexpected Serious Adverse
Reactions (Reporting period: from 09-Aug-2025 to 08-Feb-
2026)
(ST EIEICE D
R EY LA MK-6482
-114- B £ 3T ¥
10. | CMUH-114-RECI-145 R *E pMIFLYPRE 1202580 13 1 2026 2% 12
P
(9% 24472 ]
R EY LA MK-5684
- - &L ’ . .
11. | CMUH1HI2-RECI-196 § *E rMIFLPRE 2025F 088 08 p 3 2026 F 02 ¢
07 p
(8% 24482 ]
*R%REL LA D 1 b (MEDI4736
12. | CMUH109-REC1-150 g apm | oA e i Durvalumab ( )

*E rMHFLYEF 1142057 01 p 3 114 # 10 7 31
P
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21
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ERE =
[ % 2142 ]
e . | TiESEP L4 DS-8201
13. | CMUH107-RECI-156 A g PPAFAYPEF I3 E060 09 p % 113 # 127 08
p~113#06" 09p % 114#06" 08P
[B%5%%L 4 2]
14. | CMUHI108-REC1-036 3 Fé}?‘f Tk e S R 4R L E 2 L 0 10-FEB-2026
Tok % 5 24724 ¢ < & 1 10-FEB-2026
[ % 2142 ]
WHE AT KT T E 2K
15. | CMUH114-REC1-201 SHE | @Rt
Rk & LAE 1 INJ-78278343 (pasritamig)
1.SSR JNJ-78278343 Blinded 20May2025-19Nov2025
[ =% 2442 ]
*:8% ¥ 4 ¢ A © Tirapazamine(TPZ)
*g PMFLHF C2025F 02 % 14p F 2026 & 02
16. | CMUH113-REC1-025 Flod | 13P
[{a7a41£p]
¥R A 1 9.0
*p Hp 12026 # 03 % 31p
[2#% 21482 ]
*R5% F 4 ¢ AL Tirapazamine(TPZ)
g pMIFLDPF 2025 F 022 14p % 2026 F 02
17. | CMUH110-REC1-062 28 & 13 p
[{#ra#F4£p]
*EA 190
*p Hp 12026 F 03 % 31¢p
[ =% 242 ]
% E S L4 Glofitamab
*g MR LHF 202506 19p F 2025 & 127
18. | CMUH112-REC1-142 FL R 18 p
*35% F 4 ¢4 Polatuzumab Vedotin
*g PMIFLDPEF 2025 F 087 04p 3 2026 F 02
03 p
[#]
*IOE L REE 3T 2026/02/25 i€ iEESR K A o Bt
L 2026/03/25 H 7% M B = (COV) B » X ¥
19. | CMUH113-REC1-132 LGRS STOS001 * 4 & 3= (EOS) ' 4 ¢ % PBMC %ﬁfg’l
b5 7 X % A Biomarker #3ip] o SN R H o gm TH @
X R | AR b if Biomarker A ¥ 2 Bk £ o
(% %L 4 4]
20. | CMUH112-REC1-051 BlEF | R A 1.0

*p oy 12026 % 01 % 29 p

(k] FRPH -

2
z

#FEEEALR (%)

i REER (%)

387 - #cg (00 pF 00 A)
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