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#1)
PEMBROLIZU
MAB Solution Gastrointestinal
CMUH110- Followup| for injection haemorrhage
1. 2025/1/31 | 2228873 2 A
RECI1-156 13 #2) BCG LIVE Retroperitoneal
Powder For haematoma
Instillation Fluid
(BCG)
#1)
PEMBROLIZU
MAB Solution
CMUH110- Followup| for injection Chronic obstructive
2. 2023/4/22 | 2074525 2,3 A
RECI-156 26 #2) BCG LIVE pulmonary disease
Powder For
Instillation Fluid
(BCG)
#1)
PEMBROLIZU
MAB Solution Respiratory failure
CMUH110- Followup| for injection Pneumonia
3. 2024/11/28 | 2246186 1,231 A
RECI-156 17 #2) BCG LIVE | Immune-mediated lung
Powder For disease
Instillation Fluid
(BCG)
CMUH112- 100003737 [follow up
4. 2025/8/22 RO0452294 COLITIS 1.3 A
REC1-142 67 1
CMUH112- 100003737 [follow up
5. 2025/8/22 RO5541077 COLITIS 1.3 A
REC1-142 67 1
CMUH112- 100003737 [follow up
6. 2025/8/22 RO7082859 COLITIS 1.3 A
REC1-142 67 1
CMUH112- 100003917 LIFE THREATENING
7. 2025/9/16 Initial RO7082859 2,3 A
REC1-142 96 ENCEPHALOPATHY
LIFE THREATENING
CMUH112- 100003398 [follow up
8. 2025/7/13 RO5541077 FEBRILE 2,3 A
REC1-142 01 1
NEUTROPENIA
114 & 12 * 10 p % 33 % 8 T
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LIFE THREATENING
CMUH112- 100003398 [follow up
9. 2025/7/13 RO0452294 FEBRILE 2.3 A
REC1-142 01 1
NEUTROPENIA
LIFE THREATENING
CMUH112- 100003965
10. 2025/8/27 Initial R0O0452294 PLATELET COUNT 2 A
REC1-142 00
DECREASED
LIFE THREATENING
CMUH112- 100003965
11. 2025/8/27 Initial RO5541077 PLATELET COUNT 2 A
REC1-142 00
DECREASED
LIFE THREATENING
CMUH112- 100003965
12. 2025/8/27 Initial RO7082859 PLATELET COUNT 2 A
REC1-142 00
DECREASED
LIFE THREATENING
CMUH112- 100003233 [follow up
13. 2025/5/28 RO7082859 | NEUTROPHIL COUNT | 2 A
REC1-142 99 1
DECREASED
LIFE THREATENING
CMUH112- 100003088 [follow up
14, 2025/5/29 RO4877533 | NEUTROPHIL COUNT | 2,3 | A
REC1-142 08 1
DECREASED
CMUH112- 100003917 [follow up FATAL
15. 2025/9/16 RO7082859 13] A
REC1-142 96 2 ENCEPHALOPATHY
LIFE THREATENING
CMUH112- 100003638 [follow up
16. 2025/8/10 RO4877533 SEPSIS, SKIN 2,3 A
REC1-142 41 2
INFECTION
CMUH112- 100003737 |follow up LIFE THREATENING
17. 2025/8/22 RO7082859 1,231 A
RECI1-142 67 2 DIARRHEA
LIFE THREATENING
CMUH112- 100004025 [follow up
18. 2025/9/30 RO5541077 SMALL BOWEL 23| A
REC1-142 29 1
PERFORATION
CMUH112- 100003493 [follow up LIFE THREATENING
19. 2025/7/24 R0O0452294 23| A
REC1-142 66 2 SEPSIS
CMUH112- 100003737 |follow up
20. 2025/8/22 R0O0452294 COLITIS 1,231 A
REC1-142 67 3
CMUH112- 100003737 |follow up
21. 2025/8/22 RO7082859 COLITIS 1,23 A
REC1-142 67 3
114 # 12 *» 10 p 5 34 F £ I3
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#1)
PEMBROLIZU
MAB Solution | Immune-mediated lung
CMUH110- Followup| for injection disease
22. 2024/11/28 | 2246186 1,23 A
RECI1-156 18 #2) BCG LIVE Respiratory failure
Powder For Pneumonia
Instillation Fluid
(BCG)
#1)
PEMBROLIZU
MAB Solution | Immune-mediated lung
CMUH110- Followup| for injection discase
23. 2024/11/28 | 2246186 1,23 A
RECI1-156 19 #2) BCG LIVE Pneumonia
Powder For Respiratory failure
Instillation Fluid
(BCG)
#1)
PEMBROLIZU
MAB Solution
Cardiac arrest
CMUH110- Followup| for injection
24. 2022/12/14 | 2073434 Atrial fibrillation L3 A
RECI1-156 4 #2) BCG LIVE
Urinary tract infection
Powder For
Instillation Fluid
(BCG)
% 35 F > % 8 F
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25.

CMUH112-

RECI-196

2025/8/8

2326744

Followup

10

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

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

(fludrocortisone)

Adrenal insufficiency
[Adrenal insufficiency
(10001367)*]
Bronchial infection
[Bronchial infection
(10055078)*]

Soft tissue infection [Soft
tissue infection

(10062255)*]

1,2,

26.

CMUH112-

RECI1-196

2025/9/2

2326609

Followup
6

#1) MK-5684
Tablet
(opevesostat
tosylate)
#2)
FLUDROCORT
ISONE (5684-
004 STUDY)
Tablet
(fludrocortisone)
#3)
DEXAMETHA
SONE (5684-
004 STUDY)
Tablet

(dexamethasone

)

Adrenal crisis [Adrenal

crisis (10001346)*]

2,3

114 # 12 7 10 p
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#1) MK-5684
Tablet
(opevesostat
tosylate)
#2)
FLUDROCORT
ISONE (5684-
CMUH112- Followup 004 STUDY) Adrenal crisis [Adrenal
2025/9/2 | 2326609 Tablet
REC1-196 7 crisis (10001346)*]
(fludrocortisone)
#3)
DEXAMETHA
SONE (5684-
004 STUDY)
Tablet

(dexamethasone

)
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#1) MK-5684
Tablet
(opevesostat
tosylate)
#2)
FLUDROCORT
ADRENAL CRISIS
ISONE (5684-
[Adrenal crisis
004 STUDY)
(10001346)*]
Tablet
AECOPD [Chronic
(fludrocortisone)
) obstructive pulmonary
CMUH112- Followup disease exacerbation
28. 2025/6/11 | 2296974 DEXAMETHA 2,3 A
REC1-196 22 (10077773)*]
SONE (5684-
HYPOKALEMIA
004 STUDY)
[Hypokalaemia
Tablet
(10021015)*]
(dexamethasone
) PNEUMONIA [Pneumonia
(10035664)*]
#4)
HYDROCORTI
SONE (5684-
004 STUDY)
Tablet
(hydrocortisone)
114 & 12 * 10 p % 38 F % 8 T
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#1) MK-5684
Tablet
(opevesostat
tosylate)
#2)
FLUDROCORT
ISONE (5684-
CMUH112- Followup 004 STUDY) Adrenal crisis [Adrenal
2025/9/2 | 2326609 Tablet
REC1-196 8 crisis (10001346)*]
(fludrocortisone)
#3)
DEXAMETHA
SONE (5684-
004 STUDY)
Tablet

(dexamethasone

)

114 # 12 7 10 p ¥ 39 7%




PRFRFEHRFIA L REL
-teEgt

—

_ B

= -A

— 2
s
= -

"

35 EREE(C PR

§¥-34LR ¢

S E LA ENE

% 2 HaF
2 S gL

SIS )
&

E
et

" 5

*AFE R

30.

CMUH112-
RECI-196

2025/4/14

2284071

Followup

#1) MK-5684
Tablet
(opevesostat
tosylate)
#2)
HYDROCORTI
SONE (5684-
004 STUDY)
Tablet
(hydrocortisone)
#3)
FLUDROCORT
ISONE (5684-
004 STUDY)
Tablet
(fludrocortisone)
#4)
DEXAMETHA
SONE (5684-
004 STUDY)
Tablet
(dexamethasone
)

#5) Acarbose
(Acarbose)
(Acarbose) -
MPID: 4748044

Hypokalemia
[Hypokalaemia
(10021015)*]

the lower extremities

[Venous reflux

(10068703)*]

Venous reflux disorder of

2,3

114 # 12 7 10 p
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31.

CMUH112-
RECI-196

2025/9/2

2326609

Followup

#1) MK-5684
Tablet
(opevesostat
tosylate)
#2)
FLUDROCORT
ISONE (5684-
004 STUDY)
Tablet
(fludrocortisone)
#3)
DEXAMETHA
SONE (5684-
004 STUDY)
Tablet
(dexamethasone
)

#4)
HYDROCORTI
SONE (5684-
004 STUDY)
Tablet

(hydrocortisone)

Adrenal crisis [Adrenal

crisis (10001346)*]

2,3

114 # 12 7 10 p
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#1) MK-5684
Tablet
(opevesostat
tosylate)
#2) Adrenal insufficiency
DEXAMETHA | [Adrenal insufficiency
SONE (5684- (10001367)*]
004 STUDY) Bronchial infection
CMUH112- Followup 1,2,
32. 2025/8/8 | 2326744 Tablet [Bronchial infection A
RECI1-196 11 3
(dexamethasone (10055078)*]
) Soft tissue infection [Soft
#3) tissue infection
FLUDROCORT (10062255)*]
ISONE (5684-
004 STUDY)
Tablet
(fludrocortisone)
#1)
ABIRATERON
E ACETATE
(5684 STUDY)
Tablet
ALT increased [Alanine
CMUH112- (abiraterone
33. 2025/7/17 | 2337631 | Initial aminotransferase increased| 2 A
RECI1-196 acetate)
(10001551)*]
#2)
PREDNISOLO
NE (5684
STUDY) Tablet
(Prednisolone)
114 & 12 * 10 p ¥ 42 7 - £ 8 T
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34.

CMUH112-

RECI-196

2025/9/2

2326609

Followup

10

#1) MK-5684
Tablet
(opevesostat
tosylate)
#2)
FLUDROCORT
ISONE (5684-
004 STUDY)
Tablet
(fludrocortisone)
#3)
DEXAMETHA
SONE (5684-
004 STUDY)
Tablet

(dexamethasone

)

Adrenal crisis [Adrenal

crisis (10001346)*]

2,3

35.

CMUH112-

RECI1-196

2025/8/8

2326744

Followup
12

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

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

(fludrocortisone)

Adrenal insufficiency

[Adrenal insufficiency

(10001367)*]

Bronchial infection

[Bronchial infection

(10055078)*]

tissue infection

(10062255)*]

Soft tissue infection [Soft

1,2,
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36.

CMUH112-

RECI-196

2025/9/2

2326609

Followup

11

#1) MK-5684
Tablet
(opevesostat
tosylate)
#2)
FLUDROCORT
ISONE (5684-
004 STUDY)
Tablet
(fludrocortisone)
#3)
DEXAMETHA
SONE (5684-
004 STUDY)
Tablet

(dexamethasone

)

Adrenal crisis [Crisis

adrenal (10011394)*]

2,3

37.

CMUH112-

RECI1-196

2025/9/2

2326609

Followup
12

#1) MK-5684
Tablet
(opevesostat
tosylate)
#2)
FLUDROCORT
ISONE (5684-
004 STUDY)
Tablet
(fludrocortisone)
#3)
DEXAMETHA
SONE (5684-
004 STUDY)
Tablet

(dexamethasone

)

Adrenal crisis [Adrenal

crisis (10001346)*]

2,3

114 # 12 7 10 p
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Acute heart failure
[Cardiac failure acute
#1) (10007556)*]
ENZALUTAMI Pulmonary
CMUHI112- Followup DE (5684 Thromboembolism 1,2,
38. 2025/5/22 | 2290506 A
RECI1-196 17 STUDY) [Pulmonary 3
Capsule thromboembolism
(enzalutamide) (10037436)*]
Pneumonia [Pneumonia
(10035664)*]
#1) MK-5684
Tablet
(opevesostat
tosylate)
#2)
FLUDROCORT
ISONE (5684-
CMUH112- Followup 004 STUDY) Adrenal crisis [Adrenal
39. 2025/9/2 | 2326609 Tablet 2,3 A
RECI1-196 13 crisis (10001346)*]
(fludrocortisone)
#3)
DEXAMETHA
SONE (5684-
004 STUDY)
Tablet
(dexamethasone
)
114 # 12 7 10 p % 45 F > £ 85 F
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40.

CMUH112-
REC1-196

2025/8/2

2325703

Initial

#1)
ABIRATERON
E ACETATE
(5684 STUDY)
Tablet
(abiraterone
acetate)
#2)
PREDNISONE
(5684 STUDY)
Tablet

(Prednisone)

Diarrhea [Diarrhoea

(10012735)*]

1,3

41.

CMUH112-
RECI1-196

2025/10/22

2344067

Followup
1

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

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

(fludrocortisone)

Bronchopneumonia

[Bronchopneumonia

(10006469)*]

1,3

114 # 12 7 10 p
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Acute heart failure
[Cardiac failure acute
#1) (10007556)*]
ENZALUTAMI Pulmonary
CMUHI112- Followup DE (5684 Thromboembolism 1,2,
42. 2025/5/22 | 2290506 A
RECI1-196 18 STUDY) [Pulmonary 3
Capsule thromboembolism
(enzalutamide) (10037436)*]
Pneumonia [Pneumonia
(10035664)*]
Asundexian vs.
CMUH112- 2025A0146 Placebo
43, 2025/1/2 Fup #2 Haemorrhagic stroke 123 A
RECI1-051 82 Acetylsalicylic
acid
17
Asundexian vs.
Haemorrhagic stroke, |Medi
CMUHI112- 2024A0495 Placebo
44, 2024/3/29 Fup #3 Cerebral hyperperfusion |cally | A
REC1-051 64 Acetylsalicylic
syndrome Signif]
acid
icant
Asundexian vs.
CMUH112- 2025A0824 Placebo
45, 2025/6/14 Fup#1 Death 1 A
RECI1-051 19 Acetylsalicylic
acid
Asundexian vs. | Procedural haemorrhage,
CMUH112- 2024A1488 Placebo Knee arthroplasty,
46. 2024/10/17 Initial 23 A
RECI1-051 21 Acetylsalicylic | Complication associated
acid with device
Asundexian vs. | Procedural haemorrhage,
CMUH112- 2024A1488 Placebo Knee arthroplasty,
47. 2024/10/17 Fup # 1 23 A
REC1-051 21 Acetylsalicylic | Complication associated
acid with device
Asundexian vs. Hyperglycaemic
CMUHI112- 2025A0542 Placebo unconsciousness,
48. 2024/12/17 Fup #2 23 A
REC1-051 11 Acetylsalicylic Gastrointestinal
acid haemorrhage
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Asundexian vs. Haemorrhagic
CMUHI112- 2024A0290 Placebo transformation stroke,
49, 2024/2/23 Fup # 6 23 A
REC1-051 71 Acetylsalicylic | Brain oedema, Stroke in
acid evolution
Asundexian vs.
CMUHI112- 2024A0290 Placebo
50. 2024/2/23 Fup # 7 Brain oedema 23 | A
REC1-051 71 Acetylsalicylic
acid
IT-
CMUH113- Follow |Livmoniplimab,
51. 2024/9/15 | ABBVIE- Immune-mediated colitis | 2,3 | A
REC1-014 up 4 Budigalimab
5926362
ES- Pulmonary
CMUH113- Follow |Livmoniplimab,
52. 2024/11/18 | ABBVIE- thromboembolism, 1,3 A
RECI1-014 up 3 Budigalimab
6012448 Rhabdomyolysis
FR-
CMUH113- Follow [Livmoniplimab, | Hepatic encephalopathy,
53. 2025/5/9 | ABBVIE- 1,31 A
REC1-014 up 7 Budigalimab Acute renal failure
6280334
CMUH113- DS-2025- DIARRHEA;Foreign
54, 2025/3/13 FUS5 DS-7300a L3 A
RECI1-122 130927-KR body aspiration
Adult respiratory distress
CMUH113- DS-2025-
55. 2025/3/14 FU3 Lurbinectedin syndrome; 2,3 A
RECI1-122 130928-KR
Neutrophil count decreased
Adult respiratory distress
CMUHI113- DS-2025-
56. 2025/3/14 FU4 | Lurbinectedin syndrome; 2,3 A
RECI1-122 130928-KR
Neutrophil count decreased
Adult respiratory distress
CMUHI113- DS-2025-
57. 2025/3/14 FUS5 Lurbinectedin syndrome; 2,3 A
RECI1-122 130928-KR
Neutrophil count decreased
CMUH113- DS-2025-
58. 2025/3/24 FUI10 Topotecan Septic choc L3 ] A
RECI1-122 133041-FR
Pneumonitis ;
CMUH113- DS-2025- Community acquired
59. 2025/4/6 FU5 DS-7300a , L3 A
REC1-122 134991-AU pneumonia ;
Pulmonary embolism
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Pneumonitis ;
CMUH113- DS-2025- Community acquired
60. 2025/4/6 FU6 DS-7300a . L3 A
REC1-122 134991-AU pneumonia ;
Pulmonary embolism
Pneumonitis ;
CMUH113- DS-2025- Community acquired
61. 2025/4/6 FU7 DS-7300a ] L3 A
RECI-122 134991-AU pneumonia ;
Pulmonary embolism
Pneumonitis ;
CMUH113- DS-2025- Community acquired
62. 2025/4/6 FU8 DS-7300a ) L3 A
RECI-122 134991-AU pneumonia ;
Pulmonary embolism
Other Serious Criteria:
CMUH113- DS-2025-
63. 2025/5/20 FU3 DS-7300a IME; L3 A
REC1-122 142192-BE
Pneumonitis
Other Serious Criteria:
CMUH113- DS-2025-
64. 2025/5/20 FuU4 DS-7300a IME; L3 A
REC1-122 142192-BE
Pneumonitis
Other Serious Criteria:
CMUH113- DS-2025-
65. 2025/5/20 FU5 DS-7300a IME; L3 A
RECI1-122 142192-BE
Pneumonitis
Other Serious Criteria:
CMUH113- DS-2025-
66. 2025/5/20 FU6 DS-7300a IME; L3 A
REC1-122 142192-BE
Pneumonitis
Diffuse interstitial lung
CMUH113- DS-2025-
67. 2025/6/4 FU2 DS-7300a disease; L3 A
REC1-122 146288-FR
Pneumopathy
CMUH113- DS-2025-
68. 2025/6/4 FU3 DS-7300a Pneumopathy L3 ] A
REC1-122 146288-FR
CMUH113- DS-2025-
69. 2025/6/4 FU4 DS-7300a Interstitial lung disease | 1,3 | A
REC1-122 146288-FR
CMUH113- DS-2025-
70. 2025/6/4 FUS DS-7300a Interstitial lung disease | 1,3 | A
REC1-122 146288-FR
CMUH113- DS-2025-
71. 2025/6/4 FU6 DS-7300a Interstitial lung disease | 1,3 | A
REC1-122 146288-FR
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CMUH113- DS-2025-
72. 2025/6/4 FU7 DS-7300a Interstitial lung disease | 1,3 | A
RECI1-122 146288-FR
CMUH113- DS-2025-
73. 2025/7/7 FU2 DS-7300a Pneumonia L3 A
RECI1-122 151976-KR
CMUH113- DS-2025-
74. 2025/7/7 FU3 DS-7300a Pneumonia L3 A
RECI1-122 151976-KR
CMUH113- DS-2025-
75. 2025/7/7 FU4 DS-7300a Pneumonia L3 A
RECI1-122 151976-KR
Other Serious Criteria:
CMUH113- DS-2025-
76. 2025/7/9 FU3 DS-7300a IME; L3 A
RECI1-122 152876-DE
Pneumonitis
Other Serious Criteria:
CMUH113- DS-2025-
77. 2025/7/9 FU4 DS-7300a IME; L3 A
RECI1-122 152876-DE
Pneumonitis
Other Serious Criteria:
CMUH113- DS-2025-
78. 2025/7/9 FU5 DS-7300a IME; L3 A
RECI1-122 152876-DE
Pneumonitis
CMUH113- DS-2025-
79. 2025/2/5 FUI12 DS-7300a Lung infections L3 A
RECI1-122 128579-CN
CMUH113- DS-2025-
80. 2025/2/5 FUI13 DS-7300a Lung infections L3 A
RECI1-122 128579-CN
CMUH113- DS-2025-
81. 2025/3/6 FU6 DS-7300a ILD L3 A
RECI1-122 129644-KR
CMUHI113- DS-2025-
82. 2025/3/6 FU7 DS-7300a ILD L3 A
RECI1-122 129644-KR
Acute respiratory distress
CMUH113- DS-2025-
83. 2025/3/24 FU6 Lurbinectedin syndrome 2,3 A
RECI1-122 130928-KR
Neutrophil count decreased
Acute respiratory distress
CMUH113- DS-2025-
84. 2025/3/24 FU7 Lurbinectedin syndrome 2,3 A
RECI1-122 130928-KR
Neutrophil count decreased
Acute respiratory distress
CMUHI113- DS-2025-
85. 2025/3/24 FUS8 Lurbinectedin syndrome 2,31 A
RECI1-122 130928-KR
Neutrophil count decreased
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CMUH113- DS-2025-
86. 2025/3/24 FUI1 Topotecan Septic choc L3 A
REC1-122 133041-FR
CMUH113- DS-2025-
87. 2025/3/24 FUI2 Topotecan Septic choc L3 A
RECI1-122 133041-FR
Pneumonitis
Pulmonary embolism
CMUH113- DS-2025-
88. 2025/4/6 FU10 DS-7300a COVID-19 L3 A
REC1-122 134991-AU
Community acquired
pneumonia
Pneumonitis
Pulmonary embolism
CMUH113- DS-2025-
89. 2025/4/6 FU9 DS-7300a COVID-19 L3 A
REC1-122 134991-AU
Community acquired
pneumonia
CMUHI113- DS-2025- Pneumonitis 1,2,
90. 2025/4/29 FU9 DS-7300a A
RECI1-122 138808-TW Pneumonia 3
Other Serious Criteria:
IME
Septic status 2,3,
CMUH113- DS-2025-
91. 2025/5/19 FU10 DS-7300a Diarrhea 7IM| A
RECI1-122 142149-1T
White blood cell count E
decrease
Vomiting
Other Serious Criteria:
IME
Septic status 2,3,
CMUH113- DS-2025-
92. 2025/5/19 FU11 DS-7300a Diarrhea 7TIM| A
RECI1-122 142149-1T
White blood cell count E
decrease
Vomiting
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Other Serious Criteria:
IME
Septic status 2,3,
CMUH113- DS-2025-
93. 2025/5/19 FU12 DS-7300a Diarrhea 7IM| A
RECI1-122 142149-1T
‘White blood cell count E
decrease
Vomiting
Other Serious Criteria:
IME
Septic status 2,3,
CMUH113- DS-2025-
94. 2025/5/19 FU8 DS-7300a Diarrhea 7.IM| A
REC1-122 142149-IT
White blood cell count E
decrease
Vomiting
Other Serious Criteria:
IME
Septic status 2,3,
CMUH113- DS-2025-
95. 2025/5/19 FU9 DS-7300a Diarrhea 7IM| A
REC1-122 142149-IT
White blood cell count E
decrease
Vomiting
1,2,
IME
CMUH113- DS-2025- 3,
96. 2025/5/20 FU7 DS-7300a Immune mediated A
RECI1-122 142192-BE 7:IM
pneumonitis
E
1,2,
IME
CMUH113- DS-2025- 3,
97. 2025/5/20 FUS8 DS-7300a Immune mediated A
REC1-122 142192-BE 7:IM
pneumonitis
E
1,2,
IME
CMUH113- DS-2025- 3,
98. 2025/5/20 FU9 DS-7300a Immune mediated A
REC1-122 142192-BE 7:IM
pneumonitis
E
CMUH113- DS-2025-
99. 2025/6/4 FU6 DS-7300a Interstitial lung disease | 1,3 | A
REC1-122 146288-FR
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CMUH113- DS-2025-
100 2025/6/4 FU7 DS-7300a Interstitial lung disease | 1,3 | A
REC1-122 146288-FR
CMUH113- DS-2025-
101 2025/6/4 FUS8 DS-7300a Interstitial lung disease | 1,3 [ A
REC1-122 146288-FR
CMUH113- DS-2025-
102 2025/6/4 FU9 DS-7300a Interstitial lung disease | 1,3 [ A
RECI1-122 146288-FR
CMUH113- DS-2025-
103 2025/7/7 FU5 DS-7300a Pneumonia 1,3 | A
RECI1-122 151976-KR
CMUH113- DS-2025-
104 2025/7/7 FU6 DS-7300a Pneumonia 1,3 | A
REC1-122 151976-KR
1,2,
CMUH113- DS-2025- IME 3,
105 2025/7/9 FU6 DS-7300a A
REC1-122 152876-DE Pneumonitis 7:IM
E
Acute Respiratory Failure
Pneumonitis
CMUH113- DS-2025- 1,2,
106 2025/8/2 FU1 DS-7300a Hypoxia A
RECI1-122 158185-US 3
Pneumonia
Creatinine Increased
Acute Respiratory Failure
Pneumonitis
CMUH113- DS-2025- 1,2,
107 2025/8/2 FU2 DS-7300a Hypoxia A
RECI1-122 158185-US 3
Pneumonia
Creatinine Increased
Acute Respiratory Failure
Pneumonitis
CMUH113- DS-2025- 1,2,
108 2025/8/2 FU3 DS-7300a Hypoxia A
REC1-122 158185-US 3
Pneumonia
Creatinine Increased
Acute Respiratory Failure
Pneumonitis
CMUH113- DS-2025- 1,2,
109 2025/8/2 FU4 DS-7300a Hypoxia A
REC1-122 158185-US 3
Pneumonia
Creatinine Increased
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Acute Respiratory Failure
Pneumonitis
CMUHI113- DS-2025- 1,2,
110 2025/8/2 FUS DS-7300a Hypoxia A
RECI1-122 158185-US 3
Pneumonia
Creatinine Increased
Acute Respiratory Failure
Pneumonitis
CMUH113- DS-2025- 1,2,
111 2025/8/2 INI DS-7300a Hypoxia A
REC1-122 158185-US 3
Pneumonia
Creatinine Increased
Respiratory failure
CMUH113- DS-2025- 1,2,
112 2025/8/25 FU1 Lurbinectedin | Decreased platelet count A
REC1-122 161518-CN 3
Nausea
Respiratory failure
CMUH113- DS-2025- 1,2,
113 2025/8/25 FU2 Lurbinectedin | Decreased platelet count A
REC1-122 161518-CN 3
Nausea
Respiratory failure
CMUH113- DS-2025- Acute heart failure 1,2,
114 2025/8/25 FU3 Lurbinectedin A
RECI1-122 161518-CN Decreased platelet count 3
Nausea
Respiratory failure
CMUH113- DS-2025- Acute heart failure 1,2,
115 2025/8/25 FU4 Lurbinectedin A
RECI1-122 161518-CN Decreased platelet count 3
Nausea
Respiratory failure
CMUH113- DS-2025- Acute heart failure 1,2,
116 2025/8/25 FU5 Lurbinectedin A
RECI1-122 161518-CN Decreased platelet count 3
Nausea
Respiratory failure
CMUH113- DS-2025- Acute heart failure 1,2,
117 2025/8/25 FU6 Lurbinectedin A
REC1-122 161518-CN Decreased platelet count 3
Nausea
Respiratory failure
CMUH113- DS-2025- 1,2,
118 2025/8/25 INI Lurbinectedin | Decreased platelet count A
REC1-122 161518-CN 3
Nausea
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CMUHI113- DS-2025- interstitial lung disease 1,2,
119 2025/8/28 FU1 DS-7300a A
REC1-122 162032-TW Pneumonia 3
CMUH113- DS-2025- interstitial lung disease | 1,2,
120 2025/8/28 FU2 DS-7300a A
REC1-122 162032-TW Pneumonia 3
CMUH113- DS-2025- interstitial lung disease | 1,2,
121 2025/8/28 FU3 DS-7300a A
REC1-122 162032-TW Pneumonia 3
CMUH113- DS-2025- Pneumonia 1,2,
122 2025/8/28 INI DS-7300a A
RECI1-122 162032-TW interstitial lung disease 3
Other Serious Criteria: 2,3,
CMUH113- DS-2025-
123 2025/9/19 FU1 DS-7300a IME 7TIM| A
RECI1-122 165992-AU
Pneumonitis E
Other Serious Criteria: 2,3,
CMUH113- DS-2025-
124 2025/9/19 FU2 DS-7300a IME 7IM| A
RECI1-122 165992-AU
Pneumonitis E
Other Serious Criteria: 2,3,
CMUH113- DS-2025-
125 2025/9/19 FU3 DS-7300a IME 7IM| A
RECI1-122 165992-AU
Pneumonitis E
Other Serious Criteria: | 2, 3,
CMUH113- DS-2025-
126 2025/9/19 FU4 DS-7300a IME 7:IM| A
RECI1-122 165992-AU
Pneumonitis E
Other Serious Criteria: | 2, 3,
CMUH113- DS-2025-
127 2025/9/19 FU5 DS-7300a IME 7:IM| A
RECI1-122 165992-AU
Pneumonitis E
Other Serious Criteria: | 2, 3,
CMUH113- DS-2025-
128 2025/9/19 INI DS-7300a IME 7:IM| A
RECI1-122 165992-AU
Pneumonitis E
CMUH113- DS-2025-
129 2025/9/24 FU1 DS-7300a Interstitial lung disease 1 A
REC1-122 167582-RO
CMUH113- DS-2025-
130 2025/9/24 INI DS-7300a Interstitial lung disease 1 A
REC1-122 167582-RO
Other Serious Criteria: 1,2,
CMUH113- DS-2025- IME 3,
131 2025/10/2 FU1 DS-7300a A
RECI1-122 168017-1IT sepsi da Pseudomonas | 7:IM
aeruginosa E
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Other Serious Criteria: 1,2,
CMUH113- DS-2025- IME 3,
132 2025/10/2 FU2 DS-7300a A
RECI1-122 168017-1T sepsi da Pseudomonas | 7:IM
aeruginosa E
Other Serious Criteria: 1,2,
CMUH113- DS-2025- IME 3,
133 2025/10/2 INI DS-7300a A
REC1-122 168017-IT sepsi da Pseudomonas | 7:IM
aeruginosa E
CMUH113- DS-2025-
134 2025/10/17 INI Topotecan Unexplained death 1 A
RECI1-122 170779-CN
CMUH109- 100003882 DEATH OF UNKNOWN
135 2025/9/12 Initial RO4991855 1 A
REC1-084 21 CAUSE
CMUH109- 100003882 DEATH OF UNKNOWN
136 2025/9/12 Initial | RO7197597 1 A
REC1-084 21 CAUSE
CMUH109- 100003882 DEATH OF UNKNOWN
137 2025/9/12 Initial | RO4897779 1 A
REC1-084 21 CAUSE
CMUH109- 100003882 [follow up
138 2025/9/11 RO4991855 MULTIPLE EVENTS 1 A
REC1-084 21 1
CMUH109- 100003882 [follow up
139 2025/9/11 RO4897779 MULTIPLE EVENTS 1 A
REC1-084 21 1
CMUH109- 100003882 [follow up
140 2025/9/11 RO7197597 MULTIPLE EVENTS 1 A
REC1-084 21 1
CMUH109- 100003882 [follow up DEATH CAUSED BY
141 2025/9/11 RO4991855 1 A
REC1-084 21 2 BREATHING FAILURE
CMUH109- 100003882 [follow up DEATH CAUSED BY
142 2025/9/11 RO4897779 1 A
REC1-084 21 2 BREATHING FAILURE
CMUH109- 100003882 [follow up DEATH CAUSED BY
143 2025/9/11 RO7197597 1 A
REC1-084 21 2 BREATHING FAILURE
CMUH109- 100003882 [follow up DEATH CAUSED BY
144 2025/9/11 RO4991855 1 A
REC1-084 21 3 BREAST CANCER
CMUH109- 100003882 [follow up DEATH CAUSED BY
145 2025/9/11 RO4897779 1 A
REC1-084 21 3 BREAST CANCER
CMUH109- 100003882 [follow up DEATH CAUSED BY
146 2025/9/11 RO7197597 1 A
REC1-084 21 3 BREAST CANCER
114 & 12 * 10 p % 56 F > £ 85 F




6@?# FEHRFRAYL
lerRpl=x% %

—

A -

2%

R
e

§¥-38L0 ¢
(1 #%)

kg a3

L P

X > 3F
2 S

SIS )
&

4%#
et

¥ 5

A

CMUH109-
REC1-084

2025/10/8

100004086
40

Initial

RO7197597

LIFE THREATENING
PULMONARY
EMBOLISM

148

CMUH113-
REC1-095

2025/5/1

2025-
065646(2)

follow up

2

1) BLINDED
GOLCADOMI
DE (Suspect)

Life-threatening (LT)
Neutropenic Colitis -
SUSAR for Blinded Study
Therapy, Doxorubicin,
Vincristine,
Cyclophosphamide,
Rituximab

and Prednisone

3~7

149

CMUH113-
RECI1-095

2025/5/1

2025-
065646(4)

follow up

4

1) BLINDED
GOLCADOMI
DE (Suspect)

Life-threatening (LT)
Neutropenic Colitis -
SUSAR for blinded study
therapy, doxorubicin,
vincristine,
cyclophosphamide,
rituximab and

prednisone

2~
3~7

150

CMUH113-
RECI1-095

2025/2/11

2025-
023523(5)

follow up

5

1) BLINDED
GOLCADOMI
DE (Suspect)

1) DIARHHEA -
Recovered/Resolved
2) SEPSIS

3) PLEURAL EFFUSION

- Fatal

Recovering/Resolving
4) COVID-19
Recovering/Resolving
5) ASCITES
Recovering/Resolving)

6) FEVER -

Recovering/Resolving

2.
3~7

114 # 12 7 10 p
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1) DIARHHEA) -
Recovered/Resolved
2) SEPSIS Fatal
3) PLEURAL EFFUSION
1) BLINDED 1~
CMUH113- 2025-  |follow up - Recovering/Resolving
151 2025/2/11 GOLCADOMI 2~ | A
REC1-095 023523(7) 7 4) COVID-19
DE (Suspect) 37
5) ASCITES -
Recovering/Resolving)
6) FEVER -
Recovering/Resolving
Life-threatening Small
Intestinal Perforation -
1) BLINDED | SUSAR for blinded study
CMUH113- 2025-  |follow up 2~
152 2025/3/7 GOLCADOMI therapy, rituximab, A
REC1-095 037331(9) 9 3~7
DE (Suspect) cyclophosphamide,
doxorubicin, vincristine
and prednisone
1) BLINDED 1) DIARRHEA- Not
CMUH113- 2025-  |follow up 2~
153 2025/4/9 GOLCADOMI Recovered/Not A
REC1-095 054216(5) 5 3~7
DE (Suspect) Resolved/Ongoing
1) SEPSIS -
1) BLINDED Recovered/Resolved
CMUH113- 2025-  |follow up 2~
154 2025/4/9 GOLCADOMI 2) FEBRILE A
REC1-095 054216(7) 7 3~7
DE (Suspect) NEUTROPENIA ) -
Recovered/Resolved
Diarrhoea - SUSAR for
1) BLINDED
CMUH113- 2025-  |follow up blinded study therapy,
155 2025/4/14 GOLCADOMI 231 A
REC1-095 056322(4) 4 cyclophosphamide and
DE (Suspect)
doxorubicin.
Diarrhoea - SUSAR for
1) BLINDED
CMUH113- 2025-  |follow up blinded study therapy,
156 2025/4/14 GOLCADOMI 231 A
REC1-095 056322(5) 5 cyclophosphamide and
DE (Suspect)
doxorubicin.
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Diarrhoea - SUSAR for
1) BLINDED
CMUH113- 2025-  |follow up blinded study therapy,
157 2025/4/14 GOLCADOMI 2-3] A
REC1-095 056322(6) 6 cyclophosphamide and
DE (Suspect)
doxorubicin.
1) SEPSIS - Not
Recovered/Ongoing
2) ACQUIRED
HYPOGAMMAGLOBULI
1) BLINDED
CMUH113- 2025-  |follow up NAE, Immunodeficiency | 1 »
158 2025/4/28 GOLCADOMI A
RECI1-095 062203(4) 4 common variable - Not 3~ 7
DE (Suspect)
Recovered/Ongoing
3) DISSEMINATED
INTRAVASCULAR
COAGULATION
Life-threatening Syncope -
SUSAR for blinded study
1) BLINDED therapy, vincristine,
CMUH113- 2025-  |follow up 2~
159 2025/5/6 GOLCADOMI cyclophosphamide, A
REC1-095 066207(2) 2 3~7
DE (Suspect) doxorubicin, rituximab,
and
prednisone
Life-threatening Syncope -
SUSAR for blinded study
1) BLINDED therapy, vincristine,
CMUH113- 2025-  |follow up 2~
160 2025/5/6 GOLCADOMI cyclophosphamide, A
REC1-095 066207(3) 3 3~7
DE (Suspect) doxorubicin, rituximab,
and
prednisone
Fatal Febrile Neutropenia -
SUSAR for blinded study
1) BLINDED 1~
CMUH113- 2025-  |follow up therapy, rituximab,
161 2025/5/10 GOLCADOMI 2~ | A
REC1-095 068827(2) 2 cyclophosphamide,
DE (Suspect) 3~7
doxorubicin, vincristine
and prednisolone
114 # 12 7 10 p % 59 F > £ 8 F




/. A
PRFFASEHRFEERRLAR - FELRS
—F-LtrERLZAFAERESC 2R
B X AR |AFE
A FA P Y TRES 1LE S5 [
g | H e T Tl
Fatal Febrile Neutropenia -
SUSAR for blinded study
1) BLINDED 1~
CMUH113- 2025-  |follow up therapy, rituximab,
162 2025/5/10 GOLCADOMI 2~ | A
REC1-095 068827(3) 3 cyclophosphamide,
DE (Suspect) 37
doxorubicin, vincristine
and prednisolone
1) FAILURE TO
1) BLINDED THRIVE ) - Not
CMUH113- 2025-  |follow up 2~
163 2025/5/8 GOLCADOMI Recovered/Ongoing A
REC1-095 070748(1) 1 3~7
DE (Suspect) (2) HYPERGLYCEMIA -
Recovered/Resolved
114 & 12 * 10 p % 60 F > % 8 F
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CMUH113-
RECI-095

2025/5/13

2025-
070893(1)

follow up

1

1) BLINDED
GOLCADOMI
DE (Suspect)

1) INFECTIOUS
PNEUMONIA - /Not
Resolved/Ongoing
2) RESPIRATORY
FAILURE - Not
Recovered/Ongoing
3) SEPTIC SHOCK - Not
Resolved/Ongoing
4) BILATERAL CALF
MUSCULAR VENOUS
THROMBOSIS , Deep
vein - Not
Recovered/Ongoing
5) CEREBRAL
INFARCTION
COMBINED WITH
CEREBRAL
HEMORRHAGE ,
Haemorrhagic cerebral
infarction - Not
RecoveredOngoing)
6) MULTIPLE ORGAN
DYSFUNCTION
SYNDROME , Multiple
organ dysfunction
syndrome - Not

Recovered/Ongoing)

3~7

114 # 12 7 10 p
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CMUH113-
RECI1-095

2025/5/13

2025-
070893(2)

follow up

2

1) BLINDED
GOLCADOMI
DE (Suspect)

1) CEREBRAL
HEMORRHAGE- Fatal
2) CEREBRAL
INFARCTION- Fatal
3) INFECTIOUS
PNEUMONIA -Not
Resolved/Ongoing
4) RESPIRATORY
FAILUREQO, Respiratory
5) SEPTIC SHOCK -

Not Resolved/Ongoing)
6) BILATERAL CALF
MUSCULAR VENOUS
THROMBOSIS, Deep vein
thrombosis - Not
Resolved/Ongoing)
7) MULTIPLE ORGAN
DYSFUNCTION
SYNDROME- Not
Resolved/Ongoing

114 # 12 7 10 p
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CMUH113-
RECI1-095

2025/5/13

2025-
070893(3)

follow up

3

1) BLINDED
GOLCADOMI
DE (Suspect)

1) CEREBRAL
HEMORRHAGE- Fatal
2) CEREBRAL
INFARCTION- Fatal
3) INFECTIOUS
PNEUMONIA -Not
Resolved/Ongoing
4) RESPIRATORY
FAILUREQO, Respiratory
5) SEPTIC SHOCK -
Not Resolved/Ongoing
6) BILATERAL CALF
MUSCULAR VENOUS
THROMBOSIS, Deep vein
thrombosis - Not
Resolved/Ongoing)

7) MULTIPLE ORGAN
DYSFUNCTION
SYNDROME (MODS) ) -
Not Resolved/Ongoing

114 # 12 7 10 p
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CMUH113-
RECI1-095

2025/5/13

2025-
070893(4)

follow up

4

1) BLINDED
GOLCADOMI
DE (Suspect)

1) CEREBRAL
HEMORRHAGE- Fatal
2) CEREBRAL
INFARCTION- Fatal
3) INFECTIOUS
PNEUMONIA -Not
Resolved/Ongoing
4) RESPIRATORY
FAILUREQO, Respiratory
5) SEPTIC SHOCK -
Not Resolved/Ongoing
6) BILATERAL CALF
MUSCULAR VENOUS
THROMBOSIS, Deep vein
thrombosis - Not
Resolved/Ongoing)

7) MULTIPLE ORGAN
DYSFUNCTION
SYNDROME (MODS) ) -

Not Resolved/Ongoing

168

CMUH113-
RECI1-095

2025/5/8

2025-
071088(1)

follow up

1

1) BLINDED
GOLCADOMI
DE (Suspect)

LEUKOPENTIA) - Not
Recovered/Not

Resolved/Ongoing

2.
3~7

169

CMUH113-
RECI1-095

2025/5/8

2025-
071088(2)

follow up

2

1) BLINDED
GOLCADOMI
DE (Suspect)

1) LEUKOPENIA-
Recovered/Resolved
2) ADRENAL CORTICAL
INSUFFICIENCY
WORSENES -
Recovered/Resolved
3) ADRENAL CORTICAL
INSUFFICIENCY
WORSENES , Condition

aggravated-

Recovered/Resolved

2.
37

114 # 12 7 10 p
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CMUH113-
REC1-095

2025/5/21

2025-
074319(0)

Initial

1) BLINDED
GOLCADOMI
DE (Suspect)

1) LUNG INFECTION ,
Pneumonia - Fatal
2) FEBRILE
NEUTROPENIA
- Not Recovered/Ongoing
3) RESPIRATORY
FAILURE Not
Resolved/Ongoing

171

CMUH113-
RECI-095

2025/5/21

2025-
074319(1)

follow up

1

1) BLINDED
GOLCADOMI
DE (Suspect)

1) LUNG INFECTION ,
Pneumonia - Fatal
2) FEBRILE
NEUTROPENIA
- Not Recovered/Ongoing
3) RESPIRATORY
FAILURE Not
Resolved/Ongoing

172

CMUH113-
RECI1-095

2025/5/21

2025-
074319(2)

follow up

2

1) BLINDED
GOLCADOMI
DE (Suspect)

1) LUNG INFECTION ,
Pneumonia - Fatal
2) FEBRILE
NEUTROPENIA
- Not Recovered/Ongoing
3) RESPIRATORY
FAILURE Not
Resolved/Ongoing

2.
3~7

173

CMUH113-
REC1-095

2025/5/21

2025-
074319(3)

follow up

3

1) BLINDED
GOLCADOMI
DE (Suspect)

1) LUNG INFECTION ,
Pneumonia - Fatal
2) FEBRILE
NEUTROPENIA
- Not Recovered/Ongoing
3) RESPIRATORY
FAILURE Not

Resolved/Ongoing

2.
37

114 # 12 7 10 p
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1) LUNG INFECTION ,
Pneumonia - Fatal
2) FEBRILE
1) BLINDED 1~
CMUH113- 2025-  |follow up NEUTROPENIA
174 2025/5/21 GOLCADOMI 2~ | A
REC1-095 074319(4) 4 - Not Recovered/Ongoing
DE (Suspect) 37
3) RESPIRATORY
FAILURE Not
Resolved/Ongoing
1) LUNG INFECTION ,
Pneumonia - Fatal .
2) FEBRILE
1) BLINDED 2~
CMUH113- 2025- follow up NEUTROPENIA
175 2025/5/21 GOLCADOMI 3- A
REC1-095 074319(5) 5 - Not Recovered/Ongoing
DE (Suspect) 4~
3) RESPIRATORY .
FAILURE Not
Resolved/Ongoing
1) LUNG INFECTION ,
Pneumonia - Fatal .
2) FEBRILE
1) BLINDED 2~
CMUH113- 2025- follow up NEUTROPENIA
176 2025/5/21 GOLCADOMI 3- A
REC1-095 074319(6) 6 - Not Recovered/Ongoing
DE (Suspect) 4~
3) RESPIRATORY .
FAILURE Not
Resolved/Ongoing
1) BLINDED | 1) NEUTROPENIA Not
CMUHI113- 2025- 1~
177 2025/5/28 Initial | GOLCADOMI Recovered/Ongoing A
REC1-095 078490(0) 27
DE (Suspect) 2) DEATH - Fatal
1) BLINDED (1) NEUTROPENIA Not
CMUH113- 2025-  |follow up 1~
178 2025/5/28 GOLCADOMI Recovered/Ongoing A
REC1-095 078490(1) 1 27
DE (Suspect) 2) DEATH - Fatal
1) BLINDED (1) NEUTROPENIA Not
CMUH113- 2025-  |follow up
179 2025/5/28 GOLCADOMI Recovered/Ongoing 1-7] A
REC1-095 078490(2) 2
DE (Suspect) 2) DEATH - Fatal
114 # 12 7 10 p % 66 F >+ 8 F




PRFRFEHRFIA L REL

"

£E5-%atf¢g

~F-lrERLzXR A EREEC RK)
B X AR |AFE
AESEL|F L P VR E R 3 AE RS
w|t 8 25 | Wl o
1) BLINDED
CMUH113- 2025- SEPTICEMIA) - /Not 2~
180 2025/5/30 Initial | GOLCADOMI A
REC1-095 078996(0) Resolved/Ongoing 3~7
DE (Suspect)
1) SEPTICEMIA - Not
1) BLINDED Resolved/Ongoing
CMUH113- 2025-  |follow up 2
181 2025/5/30 GOLCADOMI 2) COVID-19 A
REC1-095 078996(1) 1 3~7
DE (Suspect) INFECTION - /Not
Resolved/Ongoing
1) SEPTICEMIA - Not
1) BLINDED Resolved/Ongoing
CMUH113- 2025-  |follow up 2~
182 2025/5/30 GOLCADOMI 2) COVID-19 A
REC1-095 078996(3) 3 3~7
DE (Suspect) INFECTION - /Not
Resolved/Ongoing
1) BLINDED FEBRILE
CMUH113- 2025- 2
183 2025/6/5 Initial | GOLCADOMI | NEUTROPENIA ) - /Not A
REC1-095 081443(0) 3~7
DE (Suspect) Resolved/Ongoing
1) BLINDED FEBRILE
CMUH113- 2025-  |follow up 2~
184 2025/6/5 GOLCADOMI | NEUTROPENIA ) - /Not A
REC1-095 081443(1) 1 3~7
DE (Suspect) Resolved/Ongoing
1) BLINDED FEBRILE
CMUH113- 2025-  |follow up 2~
185 2025/6/5 GOLCADOMI | NEUTROPENIA ) - /Not A
REC1-095 081443(2) 2 3~7
DE (Suspect) Resolved/Ongoing
#1)
RALUDOTATU
G Neutropenic sepsis
CMUH114- Followup
186 2025/6/24 | 2300522 DERUXTECAN [Neutropenic sepsis 1.3 A
REC1-060 9
Injection (10049151)*]
(raludotatug
deruxtecan)
114 # 12 7 10 p % 67 F > % 8 F
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CMUH114-
REC1-060

2025/6/24

2300522

Followup

10

#1)
RALUDOTATU
G
DERUXTECAN
Injection
(raludotatug

deruxtecan)

Neutropenic sepsis

[Neutropenic sepsis

(10049151)*]

1.3

188

CMUH109-
RECI1-100

2025/4/29

ES-
ABBVIE-
6263718

Follow-

up 5

Livmoniplimab
(ABBV-151),
Budigalimab
(ABBV-181)

Acute respiratory failure,

Inflammatory pneumonitis

1,3

189

CMUH109-
REC1-100

2025/6/10

FR-
ABBVIE-
6325277

Follow-

up 5

Livmoniplimab
(ABBV-151),
Budigalimab
(ABBV-181)

Encephalopathy,

Renal infection

2,3

190

CMUH113-
RECI1-046

2025/8/27

2326523

Followup

1

#1)
PEMBROLIZU
MAB Solution
for injection
(pembrolizumab
)

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

Anemia [Anaemia

(10002034)*]

23

114 # 12 7 10 p
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#1)
PEMBROLIZU
MAB Solution
for injection
(pembrolizumab

)
AUTOIMMUNE
#2)

CMUH113- Followup PENUMONITIS
191 2025/8/19 | 2323011 SACITUZUMA 1.2.3
REC1-046 4 [Autoimmune pneumonitis
B GOVITECAN
(10086926)*]
(3475
SOLUTION
FOR
INJECTION
STUDY)

Injection

#1)
PEMBROLIZU
MAB Solution
for injection
(pembrolizumab

)
AUTOIMMUNE
#2)

CMUHI113- Followup PENUMONITIS
192 2025/8/19 | 2323011 SACITUZUMA 123
REC1-046 5 [Autoimmune pneumonitis
B GOVITECAN
(10086926)*]
(3475
SOLUTION
FOR
INJECTION
STUDY)

Injection

114 # 12 7 10 p ¥ 69 F > £ 8 F
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#1) PULMONARY
THROMBOEMBOLISM
PEMBROLIZU
[Pulmonary
CMUH113- Followup| MAB Solution
193 2023/12/17 | 2076884 thromboembolism 123 A
REC1-046 13 for injection
(10037436)*]
(pembrolizumab
) pneumonitis [Pneumonitis
(10035742)*]
#1) Acute kidney injury [Acute
PEMBROLIZU kidney injury
CMUH113- Followup| MAB Solution (10069339)*]
194 2025/8/18 | 2321536 231 A
REC1-046 5 for injection |Upper respiratory infection
(pembrolizumab| [Upper respiratory tract
) infection (10046306)*]
#1)
PEMBROLIZU
MAB Solution
for injection
(pembrolizumab |febrile neutropenia [Febrile
) neutropenia (10016288)*]
#2) Febrile neutropenia
CMUH113- Followup
195 2024/10/27 | 2253084 SACITUZUMA [Febrile neutropenia 123 A
REC1-046 12
B GOVITECAN (10016288)*]
(3475 Multi-organ failure [Multi-
SOLUTION |organ failure (10028154)*]
FOR
INJECTION
STUDY)
Injection
#1) Acute kidney injury [Acute
PEMBROLIZU kidney injury
CMUH113- Followup| MAB Solution (10069339)*]
196 2025/8/18 | 2321536 231 A
REC1-046 6 for injection |Upper respiratory infection
(pembrolizumab| [Upper respiratory tract
) infection (10046306)*]
114 & 12 * 10 p % 70 F > £ 8 F
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CMUH113-
RECI1-046

2025/8/6

2319294

Followup

#1)
PEMBROLIZU
MAB Solution

for injection
(pembrolizumab
)

#2)
SACITUZUMA
B GOVITECAN

(3475
SOLUTION
FOR
INJECTION
STUDY)

Injection

SEPTIC SHOCK [Septic
shock (10040070)*]
PNEUMONIA [Pneumonia
(10035664)*]

23

198

CMUH113-
RECI1-046

2024/10/27

2253084

Followup
13

#1)
PEMBROLIZU
MAB Solution
for injection
(pembrolizumab
)

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

Injection

febrile neutropenia [Febrile
neutropenia (10016288)*]
Febrile neutropenia
[Febrile neutropenia
(10016288)*]
Multi-organ failure [Multi-
organ failure (10028154)*]

1.23

114 # 12 7 10 p
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#1)
PEMBROLIZU
MAB Solution
for injection
(pembrolizumab

)
SEPTIC SHOCK [Septic
#2)

CMUH113- Followup shock (10040070)*]
199 2025/8/6 | 2319294 SACITUZUMA 2.3
REC1-046 2 PNEUMONIA [Pneumonia
B GOVITECAN
(10035664)*]
(3475
SOLUTION
FOR
INJECTION
STUDY)

Injection

#1)
PEMBROLIZU
MAB Solution
for injection
(pembrolizumab

)
#) IMMUNE MEDIATED

CMUH113- Followup PENUMONITIS [Immune-
200 2025/8/19 | 2323011 SACITUZUMA 123
REC1-046 6 mediated pneumonitis
B GOVITECAN
(10082452)*]
(3475
SOLUTION
FOR
INJECTION
STUDY)

Injection

114 # 12 7 10 p % 72 F > % 8 F
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#1)
Goodpasture's Syndrome
PEMBROLIZU
[Goodpasture's syndrome
CMUH113- Followup| MAB Solution
201 2025/8/18 | 2321536 (10018620)*] 23| A
REC1-046 7 for injection
Coronavirus [Coronavirus
(pembrolizumab
) infection (10051905)*]
41) PULMONARY
1
THROMBOEMBOLISM
PEMBROLIZU
[Pulmonary
CMUH113- Followup| MAB Solution
202 2023/12/17 | 2076884 thromboembolism 123 A
REC1-046 14 for injection
(10037436)*]
(pembrolizumab
) pneumonitis [Pneumonitis
(10035742)*]
#1)
PEMBROLIZU
MAB Solution
for injection | MUCOSISTIS [Mucositis
(pembrolizumab (10028127)*]
) Stroke [Stroke
#2) (10042244)*]
CMUH113- Followup
203 2024/10/8 | 2252816 SACITUZUMA | Neutropenia [Neutropenia | 1.2.3| A
REC1-046 27
B GOVITECAN (10029354)*]
(3475 High blood pressure
SOLUTION | worsening [Hypertension
FOR aggravated (10020773)*]
INJECTION
STUDY)
Injection
#1)
Goodpasture's Syndrome
PEMBROLIZU
[Goodpasture's syndrome
CMUH113- Followup| MAB Solution
204 2025/8/18 | 2321536 (10018620)*] 23| A
REC1-046 8 for injection
Dyspnea [Dyspnoea
(pembrolizumab
(10013968)*]
)
114 # 12 7 10 p % 73 F > # 8 F
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#1)
PEMBROLIZU
MAB Solution
for injection
SEPTIC SHOCK [Septic
(pembrolizumab
) shock (10040070)*]
) PNEUMONIA [Pneumonia
2
CMUH113- Followup (10035664)*]
205 2025/8/6 | 2319294 SACITUZUMA 23| A
REC1-046 3 HOSPITAL ACQUIRED
B GOVITECAN
PNEUMONIA [Hospital
(3475
acquired pneumonia
SOLUTION
(10076918)*]
FOR
INJECTION
STUDY)
Injection
#1)
Goodpasture's Syndrome
PEMBROLIZU
[Goodpasture's syndrome
CMUH113- Followup| MAB Solution
206 2025/8/18 | 2321536 (10018620)*] 23| A
REC1-046 9 for injection
Dyspnea [Dyspnoea
(pembrolizumab
(10013968)*]
)
114 # 12 7 10 p % 74 F > £ 8 F
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#1)
PEMBROLIZU
MAB Solution
for injection
SEPTIC SHOCK [Septic
(pembrolizumab
) shock (10040070)*]
) PNEUMONIA [Pneumonia
2
CMUH113- Followup (10035664)*]
207 2025/8/6 | 2319294 SACITUZUMA 231 A
RECI1-046 4 HOSPITAL ACQUIRED
B GOVITECAN
PNEUMONIA [Hospital
(3475
acquired pneumonia
SOLUTION
(10076918)*]
FOR
INJECTION
STUDY)
Injection
#1)
PEMBROLIZU
MAB Solution
for injection | MUCOSISTIS [Mucositis
(pembrolizumab (10028127)*]
) Stroke [Stroke
#2) (10042244)*]
CMUH113- Followup
208 2024/10/8 | 2252816 SACITUZUMA | Neutropenia [Neutropenia | 1.2.3| A
REC1-046 28
B GOVITECAN (10029354)*]
(3475 High blood pressure
SOLUTION | worsening [Hypertension
FOR aggravated (10020773)*]
INJECTION
STUDY)
Injection
114 & 12 * 10 p % 75 F > % 8 F
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#1)
PEMBROLIZU
INCREASED PLEURAL
MAB Solution
EFFUSION [Pleural
for injection
effusion (10035598)*]
(pembrolizumab
) PRESUMED
) MALIGNANT PLEURAL
2
CMUH113- Followup EFFUSION [Malignant
209 2024/2/14 | 2077852 SACITUZUMA 131 A
REC1-046 20 pleural effusion
B GOVITECAN
(10026673)*]
(3475
WORSENING ATRIAL
SOLUTION
FIBRILLATION [Atrial
FOR
fibrillation aggravated
INJECTION
(10003659)*]
STUDY)
Injection
#1)
PEMBROLIZU
MAB Solution
for injection | MUCOSISTIS [Mucositis
(pembrolizumab (10028127)*]
) Stroke [Stroke
#2) (10042244)*]
CMUH113- Followup
210 2024/10/8 | 2252816 SACITUZUMA | Neutropenia [Neutropenia | 1.2.3| A
REC1-046 29
B GOVITECAN (10029354)*]
(3475 High blood pressure
SOLUTION | worsening [Hypertension
FOR aggravated (10020773)*]
INJECTION
STUDY)
Injection
114 & 12 * 10 p % 76 F > £ 85 F
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#1)
PEMBROLIZU
MAB Solution
for injection
febrile neutropenia [Febrile
(pembrolizumab
) neutropenia (10016288)*]
Febrile neutropenia
CMUH113- Followup #2)
211 2024/10/27 | 2253084 [Febrile neutropenia 123 A
REC1-046 14 SACITUZUMA
(10016288)*]
B GOVITECAN
Multi-organ failure [Multi-
(3475
organ failure (10028154)*]
SOLUTION
FOR
INJECTION
STUDY)
#1)
PEMBROLIZU
MAB Solution
for injection | MUCOSISTIS [Mucositis
(pembrolizumab (10028127)*]
) Stroke [Stroke
#2) (10042244)*]
CMUH113- Followup
212 2024/10/8 | 2252816 SACITUZUMA | Neutropenia [Neutropenia | 1.2.3| A
REC1-046 30
B GOVITECAN (10029354)*]
(3475 High blood pressure
SOLUTION | worsening [Hypertension
FOR aggravated (10020773)*]
INJECTION
STUDY)
Injection
114 # 12 7 10 p % 77 %> % 8 T
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#1)
PEMBROLIZU
MAB Solution
for injection
SEPTIC SHOCK [Septic
(pembrolizumab
) shock (10040070)*]
) PNEUMONIA [Pneumonia
2
CMUH113- Followup (10035664)*]
213 2025/8/6 | 2319294 SACITUZUMA 2.3 A
REC1-046 5 HOSPITAL ACQUIRED
B GOVITECAN
PNEUMONIA [Hospital
(3475
acquired pneumonia
SOLUTION
(10076918)*]
FOR
INJECTION
STUDY)
Injection
#1)
Goodpasture's Syndrome
PEMBROLIZU
[Goodpasture's syndrome
CMUH113- Followup| MAB Solution
214 2025/7/7 | 2321536 (10018620)*] 23| A
REC1-046 10 for injection
Dyspnea [Dyspnoea
(pembrolizumab
(10013968)*]
)
114 # 12 7 10 p % 78 F > £ 8 F
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#1)
PEMBROLIZU
MAB Solution
for injection | MUCOSISTIS [Mucositis
(pembrolizumab (10028127)*]
) Stroke [Stroke
#2) (10042244)*]
CMUH113- Followup
215 2024/10/8 | 2252816 SACITUZUMA | Neutropenia [Neutropenia | 1.2.3| A
REC1-046 31
B GOVITECAN (10029354)*]
(3475 High blood pressure
SOLUTION | worsening [Hypertension
FOR aggravated (10020773)*]
INJECTION
STUDY)
Injection
#1)
PEMBROLIZU
MAB Solution
for injection
SEPTIC SHOCK [Septic
(pembrolizumab
) shock (10040070)*]
) PNEUMONIA [Pneumonia
CMUHI113- Followup (10035664)*]
216 2025/8/6 | 2319294 SACITUZUMA 231 A
REC1-046 6 HOSPITAL ACQUIRED
B GOVITECAN
PNEUMONIA [Hospital
(3475
acquired pneumonia
SOLUTION
(10076918)*]
FOR
INJECTION
STUDY)
Injection
CMUH110- 100003894 [follow up
217 2025/9/10 Giredestrant Pulmonary sepsis 1,3 A
REC1-215 36 1
CMUH110- 100003199 (follow up
218 2025/6/16 Giredestrant | Atrial flutter; Palpitations | 2,3 A
REC1-215 24 1
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CMUH110- 100003558 [follow up
219 2025/7/29 Tamoxifen Thromboembolic event 1 A
REC1-215 60 4
CMUH110- 100003199 (follow up
220 2025/6/16 Giredestrant Atrial flutter 23| A
RECI1-215 24 2
Hypovolaemic shock
#1) [Hypovolaemic shock
Vibostolimab (10021138)*]
CMUH111- Followup ) acute renal failure [Renal
221 2023/5/15 | 1733109 231 A
RECI1-019 6 pembrolizumab | failure acute (10038436)*]
Vs. Intestinal infection
Pembrolizumab | [Gastrointestinal infection
(10017964)*]
IL- Epcoritamab,
CMUHI111- follow up
222 2023/6/28 | ABBVIE- Rituximab, Neutropenia 2,3 A
REC1-158 4
5308983 Lenalidomide
Atypical pneumonia
BR- Epcoritamab, Pneumonia
CMUHI111- follow up
223 2025/1/24 | ABBVIE- Rituximab, Pneumonia acinetobacter | 2,3 A
RECI1-158 13
6105199 Lenalidomide Renal impairment
Sepsis
GB- Epcoritamab,
CMUHI111- follow up Neutrophil count decreased
224 2025/2/3 | ABBVIE- Rituximab, 231 A
REC1-158 4 Pneumonia
6120836 Lenalidomide
JP- Epcoritamab,
CMUHI111- follow up
225 2025/5/12 | ABBVIE- Rituximab, | Adenocarcinoma pancreas| 1,2 | A
RECI1-158 3
6325704 Lenalidomide
GR- Epcoritamab, [Blood creatinine increased
CMUHI111- follow up
226 2024/1/17 | ABBVIE- Rituximab, End stage renal disease | 2,3 | A
RECI1-158 10
5596764 Lenalidomide Leukopenia
202509GL
CMUHI11- follow up| AZD0901/
227 2025/9/1 | 0002662K Pneumonitis [Pneumonitis]| 1,3 | A
REC1-225 1 AZD2936
R
202509GL
CMUHI11- follow up| AZD0901/
228 2025/9/1 | 0002662K Pneumonitis [Pneumonitis]| 1,3 | A
REC1-225 2 AZD2936
R
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202509GL
CMUHI11- follow up| AZD0901/
229 2025/9/1 | 0002662K Pneumonitis [Pneumonitis]| 1,3 | A
RECI1-225 3 AZD2936
R
202505GL
CMUH112- follow up
230 2025/5/21 [0019539A AZD0901 SEPSIS [Sepsis] 2,31 A
REC1-184 4
U
202508GL AZD0901/ 1.THROMBOEMBOLIC | 2, 3,
CMUH112-
231 2025/8/27 [0022565U [ Initial | GEMCITABIN [ EVENT [Embolism] [7:0th| A
REC1-184
S E 2.gastritis [Gastritis] er
202508GL AZD0901/ 1.THROMBOEMBOLIC | 2, 3,
CMUH112- follow up
232 2025/8/27 | 0022565U GEMCITABIN EVENT [Embolism] |7:0th| A
REC1-184 1
S E 2.gastritis [Gastritis] er
UPPER
202511GL AZDO0901/5- | GASTROINTESTINAL
CMUHI112-
233 1184 2025/11/8 [0006223M | Initial [FLUOROURAC| BLEEDING [Upper L3 A
RECI1-
Y IL gastrointestinal
haemorrhage]
UPPER
202511GL AZDO0901/5- | GASTROINTESTINAL
CMUH112- follow up
234 2025/11/8 [0006223M FLUOROURAC| BLEEDING [Upper L3 A
RECI1-184 1
Y IL gastrointestinal
haemorrhage]
202505GL
CMUH112- follow up Obstructive jaundice
235 2025/5/8 | 0014085C AZD0901 L3 A
REC1-222 N 3 [Jaundice cholestatic]
1.Intra-abdominal
hemorrhage [Intra-
202507GL RAMUCIRUM | abdominal haemorrhage]
CMUHI112-
236 2025/7/6 | 0006358C | Initial AB/ 2.Suspected cholangitis, | 2,3 | A
REC1-222
H PACLITAXEL port-a-cath infection
[Cholangitis]
3.Sepsis [Sepsis]
114 & 12 * 10 p % 81 F > # 8 F
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1.Intra-abdominal
hemorrhage [Intra-
202507GL RAMUCIRUM [ abdominal haemorrhage]
CMUH112- follow up
237 2025/7/6 | 0006358C AB/ 2.Suspected cholangitis, | 2,3 [ A
RECI1-222 1
H PACLITAXEL port-a-cath infection
[Cholangitis]
3.Sepsis [Sepsis]
PACLITAXEL/ pulmonary
CMUHI112- 202507GL (follow up
238 2025/7/16 RAMUCIRUM thromboembolism 1 A
REC1-222 0015101PL 2
AB [Pulmonary embolism]
202509GL
CMUHI112-
239 2025/9/16 [0014973D | Initial AZD0901 death [Death] 1 A
REC1-222
E
202509GL
CMUH112- follow up
240 2025/9/16 [0014973D AZD0901 death [Death] 1 A
REC1-222 1
E
death probably due to the
PACLITAXEL/ pulmonary
CMUH112- 202507GL |follow up
241 2025/7/17 RAMUCIRUM | thromboembolism / no 1 A
RECI1-222 0015101PL 3
AB autophsy was performed
[Death]
202509GL
CMUH112-
242 2025/9/26 [0023854G | Initial AZD0901 Dyspnoea [Dyspnoea] 2,31 A
RECI1-222
B
1.Intra-abdominal
hemorrhage [Intra-
202507GL RAMUCIRUM [ abdominal haemorrhage]
CMUH112-
243 2025/7/6 | 0006358C | FU2 AB/ 2.Suspected cholangitis, | 2,3 | A
REC1-222
H PACLITAXEL port-a-cath infection
[Cholangitis]
3.Sepsis [Sepsis]
202509GL
CMUH112- follow up Colonic obstruction [Large
244 2025/9/26 [0023854G AZD0901 2,3 A
REC1-222 1 intestinal obstruction]
B
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CMUH112-
RECI1-222

2025/10/7

202510GL
0015831C
N

AZD0901/
RAMUCIRUM
AB

heart failure [Cardiac
Initial 1,3

failure]

246

CMUH112-
RECI1-222

2025/6/4

202506GL
0005198C
N

1.Myelosuppression

follow up [Myelosuppression]
IRINOTECAN

4 2.infectious shock [Septic
shock]

2,3

247

CMUH112-
RECI1-222

2025/9/19

202509GL
O019258F
R

AZD0901/
anorexia [Decreased
Initial | RAMUCIRUM 1,3
appetite]
AB
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1. | CMUHI110-REC1-201

LG

[z % 2144 ]

*o% E P 4L ¢ Anifrolumab

*E PMIFLYPRF 114201 2 30p I
520 R

o

2. | CMUHI111-REC1-160

iR B

[z % 2142 ]
ERELS LA BAT-1706
*% > M IFA R 1 12Jan2025 to 11Jul2025 (6 i *
SUSAR Line-Listing)
¥R E S LA BGB-A317
*% > M IFL B F 1 26Dec2024-25Jun2025 (6 B 2
SUSAR Line-Listing)
*E%E L LA T BGB-A445
*% 2 M IFL W EF D 06Jan2025-05Jul2025 (6 B 2
SUSAR Line-Listing)
R E S L BGB-AI217
*% > IFA E R 1 29Jan2025-28Jul2025 (6 B 2
SUSAR Line-Listing)
*g >R HF L 29Jul20124 to 28Jul2025
(Development Safety Update Report#6)
FRER B LA ZW2S
*g AR R 29Jan2025-28Jul2025 (6 B *
SUSAR Line-Listing)
*g > AEA HF L 29Jul2024-28Jul2025
(Development Safety Update Report#9)

3. | CMUHI110-REC1-045

LR

(#&]
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CMUHI110-REC1-177

v AR

(e 2142 ]

R ES LT ALX148

*E rMPFLHDEF 114210 19p 1 114 & 07
18 p

o p

1) ALX148 Biannual SUSAR Line Listing 19Jan2025
to 18Jul2025

CMUHI113-RECI1-122

LA

[z % 244 ]
RREY LA DST300a
*F QMR LHRF 14 E020 09p I 114 # 08
708 p
SUSAR Line Listing 6Monthly for DS-7300 (9Feb2025
to 8Aug2025)

CMUHI109-REC1-100

\‘;\
ﬂrﬂ
#

[ < 2102 ]
*:k5% ¥ 2L © ABBV-151 (Livmoniplimab)
*—?i‘ﬁ-fﬁ%??@&:ll4ﬁlg 25Ej .:-i 114‘&71;
24 p

CMUHI11-REC1-158

ki
\1_
k3

(2% 2142 ]

*:#% ¥ L fL  Epcoritamab

*E rpMAFLEHEF 1142030 22 p 3 114 & 09
121 p

CMUHI108-REC1-036

ER

[z¥p = >4 ])

*Ho% E P LA MK-3475 Pembrolizumab

*E PMEARL R 2025 037 04p 3 2025 &
09 " 03 p

CMUHI110-REC1-045

EP

[ 214p2 ]

*i&5% % 4 L © MK-7902 LENVATINIB

A% 2MARL R 12025 027 13 p & 2025 &
087 12

10.

CMUHI113-RECI1-149

v AR

[z % 2dp2 ]

*:45% % ¢4 : PEMBROLIZUMAB(MK-3475)/
MK-3475A

MM LHT 12025230 4p 2 2025& 9
A 3 B

11.

CMUHI113-RECI1-104

v AR

(2= 2iar2 ]

*:2% ¥ ¥t 4L : PEMBROLIZUMAB(MK-3475)

*E XPARLYR 120245 30 4p 3 2025# 9
A3 p

12.

CMUHI113-RECI1-162

v AR

[ % 2p4p ]
% E Y LfL 0 Telisotuzumab Adizutecan (ABBV-
400)
*E P FLHEF 1142027 24p 1 114 & 08
523 p
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13. | CMUHII2-RECI-191 | % iz | 70 % & e * Risankizumab

*E rMFLHE 114238 260

25

=
=L

114 # 9 o

[Lx) FRAEHE -

EFR-FFPEFATR (%)
BE - REER (%)
BF o dcf (0 104)
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