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#2)
PEMBROLIZU
MAB
#3) acute perforated gastric
CMUH109- 2204CHLO [Followup
2022/4/2 OXALIPLATIN ulcer [Gastric ulcer 1,23 A
REC2-158 01252 14
#4)5- perforation]
FLUOROURAC
IL
#5)
LEUCOVORIN
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Autoimmune hemolytic
anemia [Autoimmune
#1 ) MK-7902
haemolytic anaemial
CMUH109- 2202JPNOO [Followup #2)
3. 2022/2/8 Hyperthyroidism 13 A
REC2-158 2881 25 PEMBROLIZU
[Hyperthyroidism]
MAB
Adrenal insufficiency
[Adrenal insufficiency]
#1 ) MK-7902
#2)
PEMBROLIZU
MAB Maligant Neoplasm
CMUH109- 2207CHNO |Followup
4, 2022/7/2 #3) Progression [Malignant | 1,3 | A
REC2-158 01119 33
CAPECITABIN| neoplasm progression]
E
#4)
OXALIPLATIN
#1 ) MK-7902
#2)
PEMBROLIZU
MAB Maligant Neoplasm
CMUH109- 2207CHNO |Followup
5. 2022/7/2 #3) Progression [Malignant 1,3 A
REC2-158 01119 34
CAPECITABIN| neoplasm progression]
E
#4)
OXALIPLATIN
113 & 12 * 18 p % 30 F % 54 F
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#1)
PEMBROLIZU
MAB
#2 ) MK-7902
#3)
CMUH109- 2303ISR00 |Followup
6. 2023/3/26 LEUCOVORIN | myocarditis [Myocarditis] | 1,3 A
REC2-158 9490 11
#4)
OXALIPLATIN
#5)5-
FLUOROURAC
IL
2,3,
4,
MYASTHENIFORM |7:Imp
CMUH112- 2024A1519|follow up| Blinded for
7. 113/6/21 SYNDROME (Myasthenic |ortant| A
REC2-096 66 3 Investigator
syndrome) medic
al
event
ACUTE INTERSTITIAL
LUNG DISEASE UNDER
CMUH112- 2024A1008 |follow up| Blinded for
8. 113/4/23 IMMUNOTHERAP L3 A
REC2-096 56 3 Investigator
(Immune-mediated lung
disease)
DIFFICULTIES
BREATHING/SHORT OF
BREATH INDUCED BY
CMUH112- 2024A1008 |follow up| Blinded for
9. 113/4/23 ACUTE INTERSTITIAL | 1,3 A
REC2-096 56 4 Investigator
LUNG DISEASE UNDER
IMMUNOTHERAP
(Interstitial lung disease)
113 # 12 7 18 p % 31 F »x 54 F
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DIFFICULTIES
BREATHING/SHORT OF
BREATH INDUCED BY
CMUH112- 2024A1008 |follow up| Blinded for
10. 113/4/23 ACUTE INTERSTITIAL | 1,3 | A
REC2-096 56 5 Investigator
LUNG DISEASE UNDER
IMMUNOTHERAP
(Interstitial lung disease)
CMUH113- 2024A1290 |follow up| Blinded for
11. 113/6/2 SEPSIS (Sepsis) 2,3 A
REC2-023 77 1 Investigator
CARDIORESPIRATORY
CMUH113- 2024A2106 Blinded for
12. 113/9/13 Initial ARREST (Cardio- 1 A
REC2-023 79 Investigator
respiratory arrest)
CARDIORESPIRATORY
CMUH113- 2024A2106 Blinded for
13. 113/9/12 Initial ARREST (Cardio- 2 A
REC2-023 72 Investigator
respiratory arrest)
CN-
CMUH109- Follow Azacitidine
14. 2023/9/1 | ABBVIE- Yersinia infection 2,3 A
REC2-018 up 6 Venetoclax
5406823
CZ-
CMUH109- Follow Azacitidine
15. 2023/11/26 | ABBVIE- COVID-19 pneumonia 1,3 A
REC2-018 up 5 Venetoclax
5516580
GR-
CMUH109- Follow Azacitidine 1,2,3,
16. 2023/12/16 | ABBVIE- Multiorgan failure A
REC2-018 up 5 Venetoclax 7
5551855
US-
CMUH109- Follow Azacitidine
17. 2023/8/13 | ABBVIE- Atrial fibrillation 23| A
REC2-018 up 3 Venetoclax
5367583
113 & 12 * 18 p % 32 F % 54 F
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#1)
TRIFLURIDIN
E(*)
TIPIRACIL
HYDROCHLO | Other Serious Criteria:
CMUH113- 2410ISRO1 |Followup 1,2,
18. Unknown RIDE (2870 Medically Significant A
REC2-070 0567 1 3,7
STUDY) septic shock [Septic shock]
(trifluridine (+)
tipiracil
hydrochloride)
Tablet
CMUHI112- follow up FATAL ABNORMAL
19. 113/4/29 3557821 RO7092284 1-3] A
REC2-124 1 LIVER FUNCTION
CMUH112- follow up FATAL ABNORMAL
20. 113/4/29 3557821 RO4876646 1-3] A
REC2-124 1 LIVER FUNCTION
CMUHI112- follow up FATAL ABNORMAL
21. 113/4/29 3557821 RO5541267 1-3] A
REC2-124 1 LIVER FUNCTION
CMUHI112- 100000094
22. 113/5/15 Initial R0O7092284 | FATAL LIVER FAILURE | 1 A
REC2-124 75
CMUHI112- 100000094
23. 113/5/15 Initial RO4876646 | FATAL LIVER FAILURE | 1 A
REC2-124 75
CMUHI112- 100000094
24. 113/5/15 Initial RO5541267 FATAL LIVER FAILURE 1 A
REC2-124 75
LIFE THREATENING
BRONCHOSPASM, LIFE
CMUHI112- 100000135
25. 113/6/27 Initial RO5541267 THREATENING 2~31 A
REC2-124 04
INFUSION RELATED
REACTION
LIFE THREATENING
BRONCHOSPASM, LIFE
CMUHI112- 100000135
26. 113/6/27 Initial RO4876646 THREATENING 231 A
REC2-124 04
INFUSION RELATED
REACTION
113 # 12 * 18 p % 33 F ¥ 54 F
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LIFE THREATENING
BRONCHOSPASM, LIFE
CMUH112- 100000135
27. 113/6/27 Initial RO7092284 THREATENING 23] A
REC2-124 04
INFUSION RELATED
REACTION
CMUH112- 100000015 |follow up FATAL LIVER INJURY,
28. 113/6/14 RO7092284 1 A
REC2-124 58 1 HY’S LAW
CMUH112- 100000015 |follow up FATAL LIVER INJURY,
29. 113/6/14 RO5541267 1 A
REC2-124 58 1 HY’S LAW
LIFE THREATENING
CIRRHOSIS OF THE
LIVER, LIFE
CMUH112- follow up
30. 113/4/25 | 3556216 RO4876646 THREATENING 23| A
REC2-124 1
ESOPHAGEAL VARICES
RUPTURE
BLEEDING
FATAL ESOPHAGEAL
CMUH112- 100000357
31. 113/7/16 Initial RO5541267 VARICES 1 A
REC2-124 94
HEMORRHAGE
FATAL ESOPHAGEAL
CMUH112- 100000357
32. 113/7/16 Initial RO4876646 VARICES 1 A
REC2-124 94
HEMORRHAGE
CMUH112- 100000055 |follow up FATAL
33. 113/6/18 R0O7092284 1-3] A
REC2-124 90 1 HYPERBILIRUBINEMIA
CMUH112- 100000055 |follow up FATAL
34, 113/6/18 RO4876646 1-3] A
REC2-124 90 1 HYPERBILIRUBINEMIA
CMUH112- 100000055 |follow up FATAL
35. 113/6/18 RO5541267 1-3] A
REC2-124 90 1 HYPERBILIRUBINEMIA
CMUH112- 100000198 |follow up
36. 113/6/21 RO4876646 FATAL BLOATING 1-3] A
REC2-124 60 1
LIFE THREATENING PR
CMUH112- 100000577 BLEEDING (PER
37. 113/8/10 Initial RO4876646 231 A
REC2-124 81 RECTUM
BLEEDING)
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LIFE THREATENING PR
CMUH112- 100000577 BLEEDING (PER
38. 113/8/10 Initial R0O5541267 23] A
REC2-124 81 RECTUM
BLEEDING)
LIFE THREATENING PR
CMUH112- 100000577 BLEEDING (PER
39. 113/8/10 Initial RO7092284 23| A
REC2-124 81 RECTUM
BLEEDING)
CMUH112- 100000055 |follow up FATAL
40. 113/6/18 RO5541267 1-3] A
REC2-124 90 2 HYPERBILIRUBINEMIA
CMUH112- 100000055 |follow up FATAL
41. 113/6/18 RO4876646 1-3] A
REC2-124 90 2 HYPERBILIRUBINEMIA
CMUH112- 100000055 |follow up FATAL
42. 113/6/18 RO7092284 1-3| A
REC2-124 90 2 HYPERBILIRUBINEMIA
CMUH112- 100000198 |follow up LIFE THREATENING
43. 113/6/21 RO4876646 23| A
REC2-124 60 2 BLOATING
CMUH112- 100000598
44, 113/8/13 Initial RO4876646 FATAL SEPSIS 1 A
REC2-124 78
CMUH112- 100000598
45, 113/8/13 Initial RO5541267 FATAL SEPSIS 1 A
REC2-124 78
CMUH112- 100000598
46. 113/8/13 Initial RO7092284 FATAL SEPSIS 1 A
REC2-124 78
LIFE THREATENING PR
CMUH112- 100000577 |follow up BLEEDING (PER
47, 113/8/10 RO4876646 23| A
REC2-124 81 1 RECTUM
BLEEDING)
CMUH112- FATAL RESPIRATORY
48. 113/3/28 | 3536367 | Initial RO4876646 1-3| A
REC2-124 FAILURE
CMUH112- FATAL RESPIRATORY
49, 113/3/28 | 3536367 | Initial RO5541267 1-3| A
REC2-124 FAILURE
CMUH112- FATAL RESPIRATORY
50. 113/3/28 | 3536367 | Initial RO7092284 1-3| A
REC2-124 FAILURE
CMUH112- 100000577 |follow up LIFE THREATENING
51. 113/8/10 RO4876646 2 31 A
REC2-124 81 2 RECTAL BLEEDING
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FATAL INJURY,
POISONING AND
CMUH112- 100000873
52. 113/9/11 Initial RO5541267 PROCEDURAL 1 A
REC2-124 25
COMPLICATIOS-OTHER
(CAR ACCIDENT)
FATAL INJURY,
POISONING AND
CMUH112- 100000873
53. 113/9/11 Initial RO7092284 PROCEDURAL 1 A
REC2-124 25
COMPLICATIOS-OTHER
(CAR ACCIDENT)
FATAL INJURY,
POISONING AND
CMUH112- 100000873
54. 113/9/11 Initial RO4876646 PROCEDURAL 1 A
REC2-124 25
COMPLICATIOS-OTHER
(CAR ACCIDENT)
CMUH112- 100000840 |follow up FATAL ACUTE KIDNEY
55. 113/9/6 RO4876646 1-3] A
REC2-124 81 1 INJURY
CMUH112- 100000840 |follow up FATAL ACUTE KIDNEY
56. 113/9/6 RO5541267 1-3] A
REC2-124 81 1 INJURY
CMUH112- 100000840 |follow up FATAL ACUTE KIDNEY
57. 113/9/6 RO7092284 1-3] A
REC2-124 81 1 INJURY
LIFE THREATENING
INFUSION RELATED
CMUH112- follow up
58. 113/5/10 | 3562406 RO4876646 REACTION, UPPER [2-3]| A
REC2-124 2
DIGESTIVE TUBE
BLEEDING
LIFE THREATENING
INFUSION RELATED
CMUH112- follow up
59. 113/5/10 | 3562406 RO7092284 REACTION, UPPER [2-3]| A
REC2-124 2
DIGESTIVE TUBE
BLEEDING
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LIFE THREATENING
INFUSION RELATED
CMUH112- follow up
60. 113/5/10 | 3562406 RO5541267 REACTION, UPPER |23 A
REC2-124 2
DIGESTIVE TUBE
BLEEDING
CMUH112- 100000598 [follow up
61. 113/8/13 RO4876646 FATAL SEPSIS 1 A
REC2-124 78 1
CMUH112- 100000598 |follow up
62. 113/8/13 RO5541267 FATAL SEPSIS 1 A
REC2-124 78 1
CMUH112- 100000598 |follow up
63. 113/8/13 RO7092284 FATAL SEPSIS 1 A
REC2-124 78 1
CMUHI112- 100000977 |follow up FATAL ACUTE RENAL
64. 113/10/2 RO5541267 1-3 A
REC2-124 14 1 FAILURE, MUCOSITIS
CMUHI112- 100000977 |follow up FATAL ACUTE RENAL
65. 113/10/2 R0O7092284 1-3] A
REC2-124 14 1 FAILURE, MUCOSITIS
FATAL MYOCARDIAL
CMUH112- 100001044
66. 113/4/29 Initial | RO7092284 | INFARCTION, FATAL 1 A
REC2-124 96
HEART FAILURE
FATAL MYOCARDIAL
CMUH]112- 100001044
67. 113/4/29 Initial | RO4876646 INFARCTION, FATAL 1 A
REC2-124 96
HEART FAILURE
FATAL MYOCARDIAL
CMUH]112- 100001044
68. 113/4/29 Initial R0O5541267 INFARCTION, FATAL 1 A
REC2-124 96
HEART FAILURE
LIFE THREATENING
CMUH112- follow up
69. 113/5/10 | 3562406 RO5541267 INFUSION RELATED (23| A
REC2-124 3
REACTION
LIFE THREATENING
CMUH112- follow up
70. 113/5/10 | 3562406 RO7092284 INFUSION RELATED ([2-3] A
REC2-124 3
REACTION
LIFE THREATENING
CMUH112- follow up
71. 113/5/10 | 3562406 RO4876646 INFUSION RELATED ([2-3] A
REC2-124 3
REACTION
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FATAL MYOCARDIAL
CMUH112- 100001044 |follow up INFARCTION, FATAL
72. 113/4/29 RO4876646 | A
REC2-124 96 | HEART
FAILURE
FATAL MYOCARDIAL
CMUH112- 100001044 |follow up INFARCTION, FATAL
73. 113/4/29 RO5541267 | A
REC2-124 96 1 HEART
FAILURE
FATAL MYOCARDIAL
CMUH112- 100001044 |follow up INFARCTION, FATAL
74, 113/4/29 R0O7092284 | A
REC2-124 96 1 HEART
FAILURE
LIFE THREATENING
CMUH112- 100001067
75. 113/10/12 Initial RO4876646 |ESOPHAGEAL VARICES|2-~3| A
REC2-124 19
HEMORRHAGE
CMUH112- 100001101 FATAL LIVER
76. 113/10/8 Initial RO4876646 1-3] A
REC2-124 40 DECOMPENSATION
CMUH112- 100001101 FATAL LIVER
77. 113/10/8 Initial R0O7092284 1-3] A
REC2-124 40 DECOMPENSATION
CMUH112- 100001101 FATAL LIVER
78. 113/10/8 Initial RO5541267 1-3] A
REC2-124 40 DECOMPENSATION
FATAL MYOCARDIAL
CMUH112- 100001044 |follow up INFARCTION, FATAL
79. 113/4/29 RO4876646 | A
REC2-124 96 2 HEART
FAILURE
FATAL MYOCARDIAL
CMUH112- 100001044 |follow up INFARCTION, FATAL
80. 113/4/29 R0O7092284 | A
REC2-124 96 2 HEART
FAILURE
FATAL MYOCARDIAL
CMUH112- 100001044 |follow up INFARCTION, FATAL
81. 113/4/29 RO5541267 | A
REC2-124 96 2 HEART
FAILURE
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FATAL INJURY,
POISONING AND
CMUH112- 100000873 [follow up
82. 113/9/11 RO4876646 PROCEDURAL 1 A
REC2-124 25 1
COMPLICATIOS-OTHER
(CAR ACCIDENT)
FATAL INJURY,
POISONING AND
CMUH112- 100000873 |follow up
83. 113/9/11 R0O7092284 PROCEDURAL | A
REC2-124 25 1
COMPLICATIOS-OTHER
(CAR ACCIDENT)
FATAL INJURY,
POISONING AND
CMUH112- 100000873 |follow up
84. 113/9/11 RO5541267 PROCEDURAL 1 A
REC2-124 25 1
COMPLICATIOS-OTHER
(CAR ACCIDENT)
LIFE THREATENING
INFUSION RELATED
CMUH112- 100000135 |follow up REACTION, LIFE
85. 113/6/27 RO4876646 23| A
REC2-124 04 1 THREATENING
BRONCHOSPASM,
HYPERTENSION
LIFE THREATENING
INFUSION RELATED
CMUH112- 100000135 |follow up REACTION, LIFE
86. 113/6/27 RO5541267 23| A
REC2-124 04 1 THREATENING
BRONCHOSPASM,
HYPERTENSION
LIFE-THREATENING
CMUH112- 100001067 |follow up
87. 113/10/12 RO4876646 |ESOPHAGEAL VARICES|[2-3| A
REC2-124 19 1
HEMORRHAGE
CMUH112- 100001044 |follow up MYOCARDIAL
88. 113/4/29 RO5541267 1 A
REC2-124 96 3 INFARCTION
CMUH112- 100001044 |follow up MYOCARDIAL
89. 113/4/29 RO7092284 1 A
REC2-124 96 3 INFARCTION
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CMUH112- 100001044 [follow up MYOCARDIAL
90. 113/4/29 RO4876646 1 A
REC2-124 96 3 INFARCTION
DEATH OF THE
PATIENT FOR
PROGRESSIVE
CMUH112- 100001247 DISEASE WITH
91. 113/10/31 Initial RO4876646 1 A
REC2-124 37 CIRRHOSIS
DECOMPENSATION,
FATAL DISEASE
PROGRESSION
DEATH OF THE
PATIENT FOR
PROGRESSIVE
CMUH112- 100001247 DISEASE WITH
92. 113/10/31 Initial RO7092284 1 A
REC2-124 37 CIRRHOSIS
DECOMPENSATION,
FATAL DISEASE
PROGRESSION
DEATH OF THE
PATIENT FOR
PROGRESSIVE
CMUH112- 100001247 DISEASE WITH
93. 113/10/31 Initial RO5541267 1 A
REC2-124 37 CIRRHOSIS
DECOMPENSATION,
FATAL DISEASE
PROGRESSION
#1 ) MK-3475
Study (Code not
broken)
#2)5-
CMUH109- 2406PRT00|Followup
94, 113/5/31 FLUOROURAC| unknown cause of Death 1 A
REC2-155 4994 1
IL FOR JAPAN
#3)
CISPLATIN
FOR JAPAN
113 # 12 * 18 p E:
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95.

CMUH109-
REC2-155

2022/6/12

2206PHLO0
4731

Followup

11

#1 ) MK-3475
Study (Code not
broken)
#2)
CISPLATIN
FOR JAPAN
#3)5-
FLUOROURAC
IL FOR JAPAN

Immune-related
myocarditis
Febrile Neutropenia

Immune Related Colitis

1,3

96.

CMUH109-
REC2-155

113/10/9

2411GTMO
04688

Initial

#1) MK-3475
Study (Code not
broken)
#2)
OXALIPLATIN
FOR JAPAN
#3)5-
FLUOROURAC
IL FOR JAPAN

GUILLAIN BARRE

97.

CMUH109-
REC2-155

113/10/9

2411GTMO
04688

Followup
1

#1 ) MK-3475
Study (Code not
broken)
#2)
OXALIPLATIN
FOR JAPAN
#3)5-
FLUOROURAC
IL FOR JAPAN

GUILLAIN BARRE
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#1 ) MK-3475
Study (Code not
broken)
#2)
CMUH109- 2411GTMO [Followup
98. 113/10/9 OXALIPLATIN| GUILLAIN BARRE 2 A
REC2-155 04688 2
FOR JAPAN
#3) 5-
FLUOROURAC
IL FOR JAPAN
#1 ) MK-3475
Study (Code not
broken)
#2)
CMUH109- 2411GTMO |Followup
99. 113/10/9 OXALIPLATIN| GUILLAIN BARRE 2 A
REC2-155 04688 3
FOR JAPAN
#3) 5-
FLUOROURAC
IL FOR JAPAN
#1 ) MK-3475
Study (Code not
broken)
#2)
CMUH109- 2411GTMO |Followup
100 113/10/9 OXALIPLATIN| GUILLAIN BARRE 23| A
REC2-155 04688 4
FOR JAPAN
#3)5-
FLUOROURAC
IL FOR JAPAN
CMUH109- IMMUNE MEDIATED
101 2021/9/15 | 2914056 |follow up| RO7092284 1.3 A
REC2-179 COLITIS
CMUH109- LIFE THREATENING
102 2023/12/7 | 3473710 [follow up| RO5541267 231 A
REC2-179 MYOCARDITITS
CMUH109- LIFE THREATENING
103 2023/12/7 | 3473710 [follow up| RO7092284 231 A
REC2-179 MYOCARDITITS
CMUH109- 1~
104 2023/9/29 | 3431998 | Initial RO5541267 | FATAL SEPTIC SHOCK A
REC2-179 2.3
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CMUH109- 1~
105 2023/9/29 | 3431998 | Initial RO7223188 | FATAL SEPTIC SHOCK A
REC2-179 2-~3
CMUH109- 1~
106 2023/9/29 | 3431998 | Initial RO7092284 | FATAL SEPTIC SHOCK A
REC2-179 23
CMUH109- 100000493
107 113/8/4 Initial RO7223188 | FATAL SEPTIC SHOCK | 1 A
REC2-179 53
CMUH109- 100000493
108 113/8/4 Initial RO5541267 | FATAL SEPTIC SHOCK | 1 A
REC2-179 53
CMUH109- 100000493
109 113/8/4 Initial | RO7092284 | FATAL SEPTIC SHOCK | 1 A
REC2-179 53
CMUH109- LIFE THREATENING
110 113/1/16 | 3552625 Initial RO5541267 231 A
REC2-179 THROMBOCYTOPENIA
CMUH109- LIFE THREATENING
111 113/1/16 | 3552625 Initial RO7092284 231 A
REC2-179 THROMBOCYTOPENIA
CMUH109-
112 2021/5/28 | 2939738 [follow up| RO7092284 |THROMBOCYTOPENIA|2~3| A
REC2-179
CMUH109- follow LIFE THREATENING
113 113/1/16 | 3552625 RO7092284 231 A
REC2-179 up#l THROMBOCYTOPENIA
FEBRILE 1,3,7(
NEURTOPENIA [Febrile [impor
neutropenia] FEBRILE | tant
CMUH112- 20240LEM |follow up
114 113/7/21 OP-1250 NEURTOPENIA [Febrile [medic| A
REC2-186 A000014 8
neutropenia] PENIS al
INFECTION [Penile |event
infection] )
1,2,3,
Sepsis [Sepsis] Neutrophil
7(Me
count decreased
CMUH112- 20240LEM |follow up dicall
115 113/9/27 OP-1250 [Neutrophil count A
REC2-186 A000026 2 y
decreased] Mucositis (oral)
Signif]
[Stomatitis]
icant)
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Sepsis [Sepsis] Neutrophil
7(Me
count decreased
CMUH112- 20240LEM (follow up dicall
116 113/9/27 OP-1250 [Neutrophil count A
REC2-186 A000026 3 y
decreased] Mucositis (oral)
Signif]
[Stomatitis]
icant)
PNEUMONIA
[Pneumonia]
PNEUMONITIS
[Pneumonitis] HEALTH
CMUH112- 20240LEM |follow up
117 113/5/5 OP-1250 DETERIORATION DUE |1,3,4| A
REC2-186 A000006 9
TO DISEASE
PROGRESSION [General
physical health
deterioration]
FEBRILE 1,3,7(
NEUTROPENIA [Febrile |impor
neutropenia] PENIS tant
CMUH112- 20240LEM |follow up
118 113/7/21 OP-1250 INFECTION [Penile  |medic| A
REC2-186 A000014 9
infection] PENIS al
INFECTION [Penile |event
infection] )
PENIS INFECTION
CMUH112- 20240LEM (follow up [Penile infection] PENIS
119 113/7/21 OP-1250 1,3 ] A
REC2-186 A000014 10 INFECTION [Penile
infection]
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COMMUNITY-
ACQUIRED
PNEUMONIA 1,2,3,
[Pneumonia] 7(Me
CMUH112- 20240LEM COMMUNITY- dicall
120 113/9/26 Initial OP-1250 A
REC2-186 A000028 ACQUIRED y
PNEUMONIA Signif]
[Pneumonia] icant)
NEUTROPENIA
[Neutropenia)]
COMMUNITY-
ACQUIRED
PNEUMONIA 1,2,3,
[Pneumonia] 7(Me
CMUH112- 20240LEM (follow up COMMUNITY- dicall
121 113/9/26 OP-1250 A
REC2-186 A000028 1 ACQUIRED y
PNEUMONIA Signif]
[Pneumonia] icant)
NEUTROPENIA
[Neutropenia)]
COMMUNITY-
ACQUIRED
PNEUMONIA 1,2,3,
[Pneumonia] 7(Me
CMUH112- 20240LEM |follow up COMMUNITY- dicall
122 113/9/26 OP-1250 A
REC2-186 A000028 2 ACQUIRED y
PNEUMONIA Signif]
[Pneumonia] icant)
NEUTROPENIA
[Neutropenia]
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CMUHI111-
REC2-084

2023/12/10

2312USA0
04493

Followup
3

#1)
GEMCITABIN
E (3475
SOLUTION
FOR
INJECTION
STUDY)
(gemcitabine)
Intravenous
infusion
#2)
CISPLATIN
(3475
SOLUTION
FOR
INJECTION
STUDY)
(cisplatin)

Pulmonary Embolism

[Pulmonary embolism]

2,3
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CMUHI111-
REC2-084

2021/10/25

2111ITA00
1341

Followup
1

#1)
GEMCITABIN
E (3475
SOLUTION
FOR
INJECTION
STUDY)
(gemcitabine)
Intravenous
infusion
#2)
CISPLATIN
(3475
SOLUTION
FOR
INJECTION
STUDY)
(cisplatin)
Intravenous

infusion

Thrombocytopenia

[Thrombocytopenia]

Neutropenia [Neutropenia]

2,3

125

CMUHI111-
REC2-084

113/2/21

2402USA0
08148

Followup
9

#1 ) MK-3475
(pembrolizumab
) Solution for
injection
#2)
ENFORTUMA
B VEDOTIN
(3475
SOLUTION
FOR
INJECTION
STUDY)
(enfortumab

vedotin)

Injection

Immune-Checkpoint

Inhibitors Related

Hypophysitis [Immune-
mediated hypophysitis]

2,3
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CMUHI111-
REC2-084

113/2/21

2402USA0
08148

Followup

10

#1 ) MK-3475
(pembrolizumab
) Solution for
injection
#2)
ENFORTUMA
B VEDOTIN
(3475
SOLUTION
FOR
INJECTION
STUDY)
(enfortumab
vedotin)

Injection

Immune-Checkpoint

Inhibitors Related

Hypophysitis [[mmune-

mediated hypophysitis]

2,3

127

CMUHI111-
2022/2/10
REC2-084

2202RUSO
03642

Followup
6

#1 ) MK-3475
(pembrolizumab
) Solution for
injection
#2)
ENFORTUMA
B VEDOTIN
(3475
SOLUTION
FOR
INJECTION
STUDY)
(enfortumab
vedotin)

Injection

Immune mediated

glomerulonephritis

[Glomerulonephritis]

2,3
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#1 ) MK-3475
(pembrolizumab
) Solution for
injection
#2)
ENFORTUMA
B VEDOTIN
CMUHI111- 2402USAO0 [Followup Inhibitors Related
128 113/2/21 (3475
REC2-084 08148 11 Hypophysitis [Immune-
SOLUTION
FOR
INJECTION
STUDY)

(enfortumab

Immune-Checkpoint

mediated hypophysitis]

vedotin)

Injection

#1)
GEMCITABIN
E (3475
SOLUTION
FOR
INJECTION
STUDY)
(gemcitabine)
CMUHI111- 2312USAO [Followup| Intravenous Pulmonary Embolism
129 2023/12/10
REC2-084 04493 4 infusion [Pulmonary embolism]
#2)
CISPLATIN
(3475
SOLUTION
FOR
INJECTION
STUDY)

(cisplatin)
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#1 ) MK-3475
(pembrolizumab
) Solution for
injection
#2)
ENFORTUMA
B VEDOTIN Immune mediated
CMUH111- 2202RUSO |Followup
130 2022/2/10 (3475 glomerulonephritis 2,3 A
REC2-084 03642 7
SOLUTION [Glomerulonephritis]
FOR
INJECTION
STUDY)
(enfortumab
vedotin)
Injection
CMUH109- follow up LIFE THREATENING
131 2023/9/18 | 3442497 RO7092284 231 A
REC2-195 3 BULLOUS PEMPHIGOID
CMUH109- follow up LIFE THREATENING
132 2023/9/18 | 3442497 RO5541267 231 A
REC2-195 3 BULLOUS PEMPHIGOID
CMUH109- LIFE THREATENING
133 2022/12/9 | 3211688 | Initial RO5541267 231 A
REC2-119 ESOPHAGEAL ULCER
CMUH109- LIFE THREATENING
134 2022/12/9 | 3211688 | Initial RO7092284 231 A
REC2-119 ESOPHAGEAL ULCER
CMUH109- follow up INTERSTITIAL
135 2022/2/11 | 3032553 RO7092284 231 A
REC2-119 1 PNEUMONIA
CMUH109- follow up
136 2022/2/11 | 3032553 RO5541267 | LARYNGEAL OEDEMA [2~3| A
REC2-119 2
CMUH109- follow up
137 2022/2/11 | 3032553 RO7092284 | LARYNGEAL OEDEMA [2-~3]| A
REC2-119 2
CMUH109- follow up LIFE THREATENING
138 2022/10/11 | 3211688 RO7092284 231 A
REC2-119 1 ESOPHAGEAL ULCER
CMUH109- follow up LIFE THREATENING
139 2022/10/11 | 3211688 RO5541267 231 A
REC2-119 1 ESOPHAGEAL ULCER
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#1 ) MK-7902
#2)
PEMBROLIZU
MAB
#3)
CMUH109- 2304DEUO |Followup gastric perforation [Gastric
140 2023/4/20 OXALIPLATIN 1,3 ] A
REC2-158 09003 16 perforation]
#4)5-
FLUOROURAC
IL
#5)
LEUCOVORIN
Other Serious Criteria:
#1) MK-7902
Medically Significant
CMUH109- 2310USAO [Followup #2)
141 2023/9/25 Colitis [Colitis] 237 A
REC2-158 00107 13 PEMBROLIZU
Septic Shock [Septic
MAB
shock]
Other Serious Criteria:
#1 ) MK-7902
Medically Significant
CMUH109- 2310USAO [Followup #2)
142 2023/9/25 Septic Shock [Septic  [2,3,7| A
REC2-158 00107 14 PEMBROLIZU
shock]
MAB
Colitis [Colitis]
[k ] FRPE -
x FEHLCFAFE
21
# 7
B 5L * € %t 3 g FAENF
[:#5%#% # % ok 2 3 Notice of Trial Discontinuation #
1. CMUHI11-REC2-069 | # %7 | 4]
*5 A p # © October 30, 2024
[#]

2. CMUHI113-REC2-023

TRF CBREF AT U R

E L

3. CMUH111-REC2-050 =

[%+ %L H 2]
Final Clinical Study Report: Clinical Study Report
73763989PAHPB2008, Date: 23 October 2024
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ﬁi
Ao *§ ¥ FRRE
AR
[z 242 ]
*RE &P L Obexelimab
*F rMFLYPREF C112F09% 27p 3 113 & 09 % 26
. 2
4, CMUH112-REC2-006 J S
[z 242 ]
*RE% &P L Obexelimab
*F rMFLYPREF C112F03 2 27p 3 113 #09 % 26
2
[ 24715 a3 ]
5. CMUH109-REC2-195 #iF | *a= A p #): BO42533 SKY09_Primary Analysis and study
updates_Letter to Sites 14Dec2023
[ % 2444 ]
| *#=REPY LA Venetoclax
6. CMUHI109-REC2-018 FL
*g rMAFLHF CII2AF 117 29p 3 113 # 05 28
2
[ =% 214p4]
*REE Y LA semaglutide, Ozempic® and Wegovy®
7. CMUH112-REC2-101 = ~ )
*E rMHAFLYRE 12024 F 047 01 p 3 2024 F 090
30 p
[Fx=>%F2H 2]
8. CMUHI105-REC2-074 FLR | FRA 11131234
*p Hp 12024 & 08 *
(EIEIEICE 2D
*H 5% F 4 ¢4 Pembrolizumab(MK-3475)
9. CMUH109-REC2-155 | tkiRik )
*E pMAFLYRE 12024 F 037 04p 3 2024 F 09 F
03 p
(S IEIEICEED
10. | CMUHI108-REC2-169 FhiRiR | Y@ E P 4L 0 MK-3475 Pembrolizumab
*E 2L R T 04 Mar 2024 - 03 Sep 2024
(2]
FRFAIZ TN F 2L AFARTZEAN B IRER
11. | CMUHIII-REC2-125 | #f# ) )
#+ 1 SUSAR £ 1 4, 4 %] % Pneumonia = 1% (FU2) ,
LY L2024 #0407 30p 3 2024 & 11 % 14 p
[ % 24 ]
12. CMUHI106-REC2-071 SECVAL | R E S L 4L ¢ MK-3475 Pembrolizumab

*E PMFLHF 120242030 04p 3 2024 & 09
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13.

CMUHI111-REC2-194

[z 2idp4 ]

[ 3% >4 2 SUSAR Line Listing]

*:R5k ¥4 L AL 1 MRTX849

¥ AR HPRY 12022 & 11 7 28 BE% 2023 & 05 1 28
5

[ 3% >4 % SUSAR Line Listing]

*:R5k ¥ 1 L AL 1 MRTX849

¥ M AR 2 R 12023 #F 05 0 29 8L 2023 £ 11 1 27
B

[ ## % > 14482 SUSAR Line Listing ]

*E5% ¥ 1 L AL MRTX849

¥ AR HPRY 12023 & 11 7 28 5L 2024 & 05 1 28
B

14.

CMUH112-REC2-006

Lo
o
Jok

[IDMC -3k 75 ]
4k 1 15A2024
*p $9:2024 & 8 7 15 p

15.

CMUH109-REC2-039

L2

[##]

*m % ¢ SUSAR Line Listing

WA TR

2024 & 03 » 28 p % 2024 %09 " 27 p

16.

CMUH112-REC2-122

[z 2]

*H% E P L4 TAGRISSO

*E pPARLPF N2 E£057 13p 2 112# 11 % 12
g

[z 2]

*H% F P L4 TAGRISSO

*E pPARLPF N2 E 110 13p 3 113 # 050 12
po

[DSMB ii-3%:d 4]

Akt pd o 113&03% 28p"

[DSMB ii-3%:d 4]

*AxEp g 113 & 04 0"

[DSMB ii-3%:d 4]

*AdgEpd o 113&09% 05p"

17.

CMUHI109-REC2-183

it

[z >2p42])
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Domvanalimab (GS-0154,
AB154) DSUR#06 01Aug2023 to 31Jul2024
*E % E f» ¢4 . Domvanalimab (AB154)
*E pMAFLHE 112# 08 0l p 3 113 & 07
P31 p"
[ 242 ]
Zimberelimab (GS-0122,
AB122) DSUR#07 03Mar2023 to 31Jul2024
*E 5% ¥ 4L © zimberelimab (AB122)
*E rMIFLHPEF 1122037 03p 3 113E 07
»31p"

[Ak] FRPH -

FHREPEFL RO

13 REERG)

EFRE >~ Hf (20104 )
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