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5. 2023/11/9 | 3457710 Initial RO7092284 2 A
REC2-179 THREATENING WHITE
BLOOD
CELL DECREASED
LIFE THREATENING
WHITE BLOOD CELL
CMUH109- Follow DECREASED, LIFE
6. 2023/11/9 | 3457710 RO5541267 2 A
REC2-179 up 1 THREATENING
NEUTROPHIL
COUNT DECREASED
LIFE THREATENING
WHITE BLOOD CELL
CMUH109- Follow DECREASED, LIFE
7. 2023/11/9 | 3457710 RO7092284 2 A
REC2-179 up 1 THREATENING
NEUTROPHIL
COUNT DECREASED
CMUH109- WORSENING OF
8. 2023/1/24 | 3273058 Initial RO7092284 1~3| A
REC2-179 WEAKNESS
CMUH109- Follow
9. 2023/5/22 | 3338361 RO5541267 |FATAL PANCYTOPENIA|1~3]| A
REC2-179 up 1
CMUH109- Follow
10. 2023/5/22 | 3338361 RO7223188 |FATAL PANCYTOPENIA|1~3]| A
REC2-179 up 1
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FATAL COVID-19
ERYTHEMA AND SKIN
RASH ON THE UPPER
CMUH109- Follow
11. 2022/1/21 | 3009417 RO5541267 AND 13| A
REC2-179 up 2
LOWER EXTREMITIES,
PERIMALLEOLAR
EDEMA
FATAL COVID-19
ERYTHEMA AND SKIN
RASH ON THE UPPER
CMUH109- Follow
12. 2022/1/21 | 3009417 RO7092284 AND 13| A
REC2-179 up 2
LOWER EXTREMITIES,
PERIMALLEOLAR
EDEMA
FATAL COVID-19
ERYTHEMA AND SKIN
RASH ON THE UPPER
CMUH109- Follow
13. 2022/1/21 | 3009417 RO7223188 AND 13| A
REC2-179 up 2
LOWER EXTREMITIES,
PERIMALLEOLAR
EDEMA
CMUH109- Follow 1~
14. 2023/5/23 | 3264595 RO5541267 FATIGUE A
REC2-179 up 4 2~3
CMUH109- Follow 1~
15. 2023/5/23 | 3264595 RO7092284 FATIGUE A
REC2-179 up 4 2-3
LIFE THREATENING
CMUH109- Follow
16. 2023/4/1 3334003 RO7092284 SUBCUTANEOUS 231 A
REC2-179 up 3
HEMORRHAGE
LIFE THREATENING
CMUH109- Follow
17. 2023/4/1 3334003 RO5541267 SUBCUTANEOUS 2~3]1 A
REC2-179 up 3
HEMORRHAGE
LIFE THREATENING
CMUH109- Follow
18. 2023/4/1 3334003 RO7223188 SUBCUTANEOUS 231 A
REC2-179 up3
HEMORRHAGE
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CMUH109- LIFE THREATENING

19. 2023/12/7 | 3473710 Initial RO5541267 231 A
REC2-179 MYOCARDITIS
CMUH109- LIFE THREATENING

20. 2023/12/7 | 3473710 Initial RO7092284 231 A
REC2-179 MYOCARDITIS
CMUH109- Follow

21. 2023/8/27 | 2901352 RO5541267 FATAL TYPHLITIS 13| A
REC2-179 up 4
CMUH109- Follow

22. 2023/8/27 | 2901352 RO7092284 FATAL TYPHLITIS 13| A
REC2-179 up 4
CMUH109- Follow

23. 2023/8/27 | 2901352 RO7223188 FATAL TYPHLITIS 13| A
REC2-179 up 4
CMUH109- Follow LIFE THREATENING

24, 2023/8/27 | 2901352 RO5541267 3-2|1 A
REC2-179 up 5 TYPHLITIS
CMUH109- Follow LIFE THREATENING

25. 2023/8/27 | 2901352 RO7092284 3-21 A
REC2-179 up 5 TYPHLITIS
CMUH109- Follow

26. 2023/8/27 | 2901352 RO7223188 FATAL TYPHLITIS 3-2| A
REC2-179 up 5
CMUH109- Follow

27. 2023/5/23 | 3264595 RO7092284 FATIGUE 1~3| A
REC2-179 up 5
CMUH109- IMMUNE MEDIATED

28. 2021/9/15 | 2914056 Initial RO5541267 1~3| A
REC2-179 COLITIS
CMUH109- IMMUNE MEDIATED

29. 2021/9/15 | 2914056 Initial RO7092284 13| A
REC2-179 COLITIS
CMUH109- Follow FATAL ACUTE

30. 2024/2/10 | 3508666 RO5541267 13| A
REC2-179 up 2 PANCREATITIS
CMUH109- Follow FATAL ACUTE

31. 2024/2/10 | 3508666 RO7092284 13| A
REC2-179 up 2 PANCREATITIS
CMUH109- Follow FATAL ACUTE

32. 2024/2/10 | 3508666 RO7223188 1~3| A
REC2-179 up 2 PANCREATITIS
CMUH109- LIFE THREATENING

33. 2021/11/4 | 3528776 Initial RO5541267 2~3]1 A
REC2-179 CARDIAC TAMPONADE
CMUH109- LIFE THREATENING

34. 2021/11/4 | 3528776 Initial RO7092284 2~3]1 A
REC2-179 CARDIAC TAMPONADE
CMUH109- LIFE THREATENING

35. 2021/11/4 | 3528776 Initial RO7223188 231 A
REC2-179 CARDIAC TAMPONADE
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CMUH109- Follow LIFE THREATENING
36. 2021/8/27 | 2901352 RO5541267 2 31 A
REC2-179 up 6 TYPHLITIS
CMUH109- Follow
37. 2023/5/22 | 3338361 RO5541267 |FATAL PANCYTOPENIA|1-~3| A
REC2-179 up 2
CMUH109- Follow
38. 2023/5/22 | 3338361 RO7223188 |FATAL PANCYTOPENIA|1-~3| A
REC2-179 up 2
CMUH109- Follow FATAL RIGHT LOWER
39. 2021/6/6 | 2846450 RO5541267 1~3] A
REC2-179 up 6 ABDOMEN PAIN
CMUH109- Follow FATAL RIGHT LOWER
40. 2021/6/6 | 2846450 RO7092284 1-3] A
REC2-179 up 6 ABDOMEN PAIN
CMUH109- Follow FATAL RIGHT LOWER
41. 2021/6/6 | 2846450 RO7223188 1-3] A
REC2-179 up 6 ABDOMEN PAIN
CMUH109- FATAL CARDIAC
42. 2024/4/1 3515121 Initial RO7092284 1,3 A
REC2-179 ARREST
CMUH109- FATAL CARDIAC
43. 2024/4/1 3515121 Initial RO5541267 3] A
REC2-179 ARREST
CMUH109- FATAL CARDIAC
44, 2024/4/1 3515121 Initial RO7223188 3] A
REC2-179 ARREST
CMUH109- Follow
45, 2021/8/27 | 2901352 RO7223188 FATAL TYPHLITIS 3] A
REC2-179 up 7
CMUH109- Follow
46. 2021/8/27 | 2901352 RO7092284 FATAL TYPHLITIS 1,3 A
REC2-179 up 7
CMUH109- Follow
47. 2021/8/27 | 2901352 RO5541267 FATAL TYPHLITIS 1,3 A
REC2-179 up 7
#1 ) MK-3475
Study (Code not
broken)
#2)
CMUH109- 2404CHLO
48. 2024/4/24 Initial [OXALIPLATIN Pulmonary sepsis 1,3 A
REC2-155 11691
FOR JAPAN
#3)5-
FLUOROURAC
IL FOR JAPAN
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#1 ) MK-3475
Study (Code not
broken)
#2)
CMUH109- 2404CHLO [Followup
49. 2024/4/24 OXALIPLATIN Pulmonary sepsis 1,3 A
REC2-155 11691 1
FOR JAPAN
#3)5-
FLUOROURAC
IL FOR JAPAN
#1 ) MK-3475
Study (Code not
broken)
#2)
CMUH109- 2404CHLO [Followup
50. 2024/4/24 OXALIPLATIN Pulmonary sepsis 1,3 A
REC2-155 11691 2
FOR JAPAN
#3)5-
FLUOROURAC
IL FOR JAPAN
#1 ) MK-3475
Study (Code not
broken)
#2) Cerebral haemorrhage
CMUH109- 2406CHNO |Followup
51. 2024/5/24 CISPLATIN Death 1,3 A
REC2-155 07440 11
FOR JAPAN | Platelet count decreased
#3)5-
FLUOROURAC
IL FOR JAPAN
CMUH112- ACUTE KIDNEY
52. 2024/1/22 | 3496701 Initial RO7092284 13 A
REC2-124 INJURY
CMUH112- ACUTE KIDNEY
53. 2024/1/22 | 3496701 Initial RO5541267 1~3] A
REC2-124 INJURY
FATAL PERFORATION
CMUH112- OF DIGESTIVE TRACT
54, 2024/1/22 | 3496701 Initial RO4876646 1~3] A
REC2-124 ACUTE KIDNEY
INJURY
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CMUHI112- Follow
55. 2024/1/30 | 3502873 RO7092284 FATAL LIVER INJURY [1~3| A
REC2-124 up 2
CMUHI112- Follow
56. 2024/1/30 | 3502873 RO4876646 FATAL LIVER INJURY |1 ~3| A
REC2-124 up 2
CMUHI112- Follow
57. 2024/1/30 | 3502873 RO5541267 FATAL LIVER INJURY |1 ~3| A
REC2-124 up 2
LIFE THREATENING
CMUHI112- Follow
58. 2024/2/24 | 3514325 RO7092284 INTERSTITIAL 23] A
REC2-124 up 2
PNEUMONIA
LIFE THREATENING
CMUHI112- Follow
59. 2024/2/24 | 3514325 RO5541267 INTERSTITIAL 23] A
REC2-124 up 2
PNEUMONIA
FATAL
CMUH112-
60. 2124 2024/3/14 | 3528033 Initial RO7092284 DETERIORATION OF 1 A
REC2-
GENERAL CONDITION
FATAL
CMUH112-
61. 2124 2024/3/14 | 3528033 Initial RO4876646 DETERIORATION OF 1 A
REC2-
GENERAL CONDITION
FATAL
CMUHI112-
62. 2024/3/14 | 3528033 Initial RO5541267 DETERIORATION OF 1 A
REC2-124
GENERAL CONDITION
CMUH112- Follow ACUTE KIDNEY
63. 2024/1/22 | 3496701 RO5541267 1~3| A
REC2-124 up 1 INJURY
FATAL PERFORATION
CMUH112- Follow OF DIGESTIVE TRACT,
64. 2024/1/22 | 3496701 RO4876646 1~3| A
REC2-124 up 1 ACUTE KIDNEY
INJURY
CMUH112- Follow ACUTE KIDNEY
65. 2024/1/22 | 3496701 RO7092284 1-3| A
REC2-124 up 1 INJURY
FATAL LIVER
CMUH112- Follow
66. 2024/2/10 | 3512109 RO5541267 FUNCTION DAMAGE 1,3 A
REC2-124 up 2
WORSENS
FATAL LIVER
CMUH112- Follow
67. 2024/2/10 | 3512109 RO7092284 FUNCTION DAMAGE 1,3 A
REC2-124 up 2
WORSENS
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CMUHI112- Follow FATAL CEREBRAL
68. 2024/2/27 | 3520601 RO5541267 131 A
REC2-124 up 1 INFARCTION
CMUH112- Follow FATAL CEREBRAL
69. 2024/2/27 | 3520601 RO4876646 13] A
REC2-124 up 1 INFARCTION
CMUH112- Follow FATAL CEREBRAL
70. 2024/2/27 | 3520601 RO7092284 13] A
REC2-124 up 1 INFARCTION
LIFE THREATENING
CMUHI112- Follow
71. 2024/2/24 | 3514325 RO7092284 INTERSTITIAL 3,2 A
REC2-124 up 3
PNEUMONIA
LIFE THREATENING
CMUHI112- Follow
72. 2024/2/24 | 3514325 RO5541267 INTERSTITIAL 3,2 A
REC2-124 up 3
PNEUMONIA
CMUHI112- Follow FATAL CEREBRAL
73. 2024/2/27 | 3520601 RO4876646 13] A
REC2-124 up 2 INFARCTION
CMUHI112- Follow FATAL CEREBRAL
74. 2024/2/27 | 3520601 RO5541267 13] A
REC2-124 up 2 INFARCTION
CMUH]112- Follow FATAL CEREBRAL
75. 2024/2/27 | 3520601 RO7092284 131 A
REC2-124 up 2 INFARCTION
FATAL
CMUH112- Follow
76. 2024/4/5 | 3538423 RO7092284 | GASTROINTESTINAL [1-~3| A
REC2-124 up 1
BLEEDING
FATAL
CMUH112- Follow
77. 2024/4/5 | 3538423 RO5541267 | GASTROINTESTINAL [1-~3| A
REC2-124 up 1
BLEEDING
CMUHI112- LIFE THREATENING
78. 2024/4/25 | 3556216 | Initial | RO4876646 23 A
REC2-124 MELENA
LIFE THREATENING
CMUH112-
79. 2024/5/10 | 3562406 | Initial | RO4876646 DIGESTIVETUBE 23| A
REC2-124
BLEEDING
LIFE THREATENING
CMUHI112- UPPER
80. 2024/5/14 | 3564922 | Initial | RO7092284 23 A
REC2-124 GASTROINTESTINAL
BLEEDING
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LIFE THREATENING
CMUHI112- UPPER
81. 2024/5/14 | 3564922 | Initial RO4876646 2 31 A
REC2-124 GASTROINTESTINAL
BLEEDING
LIFE THREATENING
CMUH112- UPPER
82. 2024/5/14 | 3564922 | Initial RO5541267 231 A
REC2-124 GASTROINTESTINAL
BLEEDING
CMUH112-
83. 2024/4/21 | 3552548 | Initial RO7092284 FATAL STROKE 1 A
REC2-124
CMUH112-
84. 2024/4/21 | 3552548 | Initial RO4876646 FATAL STROKE 1 A
REC2-124
CMUHI112-
85. 2024/4/21 | 3552548 | Initial RO5541267 FATAL STROKE 1 A
REC2-124
LIFE THREATENING
DIGESTIVE TUBE
BLEEDING,
CMUH112- Follow
86. 2024/5/10 | 3562406 RO4876646 LIFE THREATENING | 2,3 | A
REC2-124 up 1
UPPER DIGESTIVE
TUBE
BLEEDING
LIFE THREATENING
CMUHI112- Follow UPPER
87. 2024/5/14 | 3564922 RO4876646 2,3 A
REC2-124 up 1 GASTROINTESTINAL
BLEEDING
LIFE THREATENING
CMUH112- Follow UPPER
88. 2024/5/14 | 3564922 RO5541267 231 A
REC2-124 up 1 GASTROINTESTINAL
BLEEDING
LIFE THREATENING
CMUH112- Follow UPPER
89. 2024/5/14 | 3564922 RO7092284 231 A
REC2-124 up 1 GASTROINTESTINAL
BLEEDING
CMUH109- 2021-ARC-| Follow
90. 2021/12/9 Zimberelimab Intestinal perforation 1 A
REC2-183 000472 up 11
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CMUH109- 2022-ARC-| Follow |Carboplatin and
91. 2022/8/20 Febrile neutropenia 1 A
REC2-183 000275 up 12 Pemetrexed
CMUH109- 2022-ARC-| Follow |Carboplatin and
92. 2022/8/20 Febrile neutropenia 1 A
REC2-183 000275 up 13 Pemetrexed
CMUH109- 2023-ARC-| Follow
93. 2023/8/14 Zimberelimab Acute kidney injury 1 A
REC2-183 000375 up 13
CMUH109- 2023-ARC-| Follow
94, 2023/8/14 Zimberelimab Acute kidney injury 1 A
REC2-183 000375 up 14
CMUH109- 2023-ARC-| Follow
95. 2023/8/14 Zimberelimab Acute kidney injury 1 A
REC2-183 000375 up 15
CMUH109- 2023-ARC-| Follow
96. 2023/8/14 Zimberelimab Acute kidney injury 1 A
REC2-183 000375 up 16
Zimberelimab
CMUH109- 2023-ARC-| Follow Sepsis, Infusion related
97. 2023/10/27 and 1 A
REC2-183 000664 up 6 reaction, Pneumonia
Domvanalimab
Zimberelimab
CMUH109- 2023-ARC-| Follow Sepsis, Infusion related
98. 2023/10/27 and 1 A
REC2-183 000664 up 7 reaction, Pneumonia
Domvanalimab
Zimberelimab
CMUH109- 2023-ARC-| Follow Sepsis, Infusion related
99. 2023/10/27 and 1 A
REC2-183 000664 up 8 reaction, Pneumonia
Domvanalimab
Zimberelimab
CMUH109- 2023-ARC-| Follow Sepsis, Infusion related
100. 2023/10/27 and 1 A
REC2-183 000664 up 9 reaction, Pneumonia
Domvanalimab
Zimberelimab
CMUH109- 2023-ARC-| Follow Sepsis, Infusion related
101. 2023/10/27 and 1 A
REC2-183 000664 up 10 reaction, Pneumonia
Domvanalimab
CMUH109- 2023-ARC-| Follow Immune-mediated
102. 2023/12/17 Pembrolizumab 1 A
REC2-183 000873 up 4 myocarditis
Zimberelimab
CMUH109- 2024-ARC-| Follow
103. 2024/1/13 and Encephalitis 2 A
REC2-183 000057 up 2
Domvanalimab
Zimberelimab
CMUH109- 2024-ARC-| Follow
104. 2024/1/13 and Encephalitis 2 A
REC2-183 000057 up 3
Domvanalimab
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Zimberelimab
CMUH109- 2024-ARC-| Follow
105. 2024/1/13 and Encephalitis 2 A
REC2-183 000057 up 4
Domvanalimab
Zimberelimab
CMUH109- 2024-ARC-| Follow
106. 2024/1/13 and Encephalitis 2 A
REC2-183 000057 up 5
Domvanalimab
Zimberelimab Anaemia,
CMUH109- 2024-ARC-| Follow
107. 2024/1/30 and Thrombocytopenia, 1 A
REC2-183 000137 up 1
Domvanalimab Pneumonia
Zimberelimab Anaemia,
CMUH109- 2024-ARC-| Follow
108. 2024/1/30 and Thrombocytopenia, 1 A
REC2-183 000137 up 2
Domvanalimab Pneumonia
Zimberelimab Anaemia,
CMUH109- 2024-ARC-| Follow
109. 2024/1/30 and Thrombocytopenia, 1 A
REC2-183 000137 up 3
Domvanalimab Pneumonia
Zimberelimab Anaemia,
CMUH109- 2024-ARC-| Follow
110. 2024/1/30 and Thrombocytopenia, 1 A
REC2-183 000137 up 4
Domvanalimab Pneumonia
Zimberelimab Anaemia,
CMUH109- 2024-ARC-| Follow
111. 2024/1/30 and Thrombocytopenia, 1 A
REC2-183 000137 up 5
Domvanalimab Pneumonia
Zimberelimab Anaemia,
CMUH109- 2024-ARC-| Follow
112, 2024/1/30 and Thrombocytopenia, 1 A
REC2-183 000137 up 6
Domvanalimab Pneumonia
Zimberelimab Anaemia,
CMUH109- 2024-ARC-| Follow
113. 2024/1/30 and Thrombocytopenia, 1 A
REC2-183 000137 up 7
Domvanalimab Pneumonia
Zimberelimab Anaemia,
CMUH109- 2024-ARC-| Follow
114. 2024/1/30 and Thrombocytopenia, 1 A
REC2-183 000137 up 8
Domvanalimab Pneumonia
Zimberelimab Anaemia,
CMUH109- 2024-ARC-| Follow
115. 2024/1/31 and Thrombocytopenia, 1 A
REC2-183 000137 up 9
Domvanalimab Pneumonia
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Zimberelimab Anaemia,
CMUH109- 2024-ARC-| Follow
116. 2024/1/31 and Thrombocytopenia, 1 A
REC2-183 000137 up 10
Domvanalimab Pneumonia
Zimberelimab Anaemia,
CMUH109- 2024-ARC-| Follow
117. 2024/1/31 and Thrombocytopenia, 1 A
REC2-183 000137 up 11
Domvanalimab Pneumonia
Zimberelimab Anaemia,
CMUH109- 2024-ARC-| Follow
118. 2024/1/31 and Thrombocytopenia, 1 A
REC2-183 000137 up 12
Domvanalimab Pneumonia
Zimberelimab
CMUH109- 2024-ARC-
119. 2024/1/10 Initial and Pemphigoid 1 A
REC2-183 000141
Domvanalimab
CMUH109- 2024-ARC- Zimberelimab
120. 2024/3/23 Initial Hyponatraemia 2 A
REC2-183 000404 and Carboplatin
CMUH109- 2024-ARC-| Follow | Zimberelimab | Pulmonary sepsis, Brain
121. 2024/3/23 1 A
REC2-183 000404 up 1 |and Carboplatin| oedema, Hyponatraemia
CMUH110-
122, 2023/4/2 | 2.023E+11 | Initial Elranatamab Death (Unknown) 1 A
REC2-177
CMUH110- Follow
123. 2023/4/2 |2.023E+11 Elranatamab Death (Unknown) 1 A
REC2-177 upl
CMUH110- Follow
124, 2023/4/2 |2.023E+11 Elranatamab Death (Unknown) 1 A
REC2-177 up2
1) 1) COVID
DARATUMUM|  19(+)PNEUMONIA
CMUHI11- 202311341 | follow-
125. 2023/11/13 AB 2) FUNGAL SEPSIS 2,3 A
REC2-153 22(26) up(26)
2) 3) SUSPECT FUNGAL
POMALIDOMI AN INFECTION
DE
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DARATUMUM | 1) MULTIPLE ORGAN
CMUH111- 202311705 | follow-
126. 2023/11/23 AB FAILURE 1,231 A
REC2-153 89(16) | up(16)
2) 2) HEART FAILURE
POMALIDOMI
DE
)
DARATUMUM
CMUH111- 202312459 follow- AB
127. 2023/12/16 1)TAFRO SYNDROME | 1,3 [ A
REC2-153 44(17) | up(17) 2)
DEXAMETHA
SONE
)
DARATUMUM
CMUH111- 202312459 follow- AB
128. 2023/12/16 1)TAFRO SYNDROME | 1,3 [ A
REC2-153 44(18) | up(18) 2)
DEXAMETHA
SONE
1) PNEUMONIA
2) PLATELET COUNT
1) 3) NEUTROPENIA
TALQUETAMA 4) CRS
CMUH111- 202402780 | follow- B 5) WHITE BLOOD CELL |1,2,3,
129. 2024/2/23 A
REC2-153 36(20) | up(20) 2) COUNT DECREASED | 7
DARATUMUM| 6) WORSENING OF
AB ATRIAL FIBRILLATION
7) VENTRICULAR
TACHYCARDIA
)
TALQUETAMA| 1) NEUTROPENIA-
CMUHI111- 202405778 B HIGH-RISK
130. 2024/5/27 initial 2371 A
REC2-153 61(0) 2) 2) ANEMIA
DARATUMUM| 3) HYPOKALEMIA
AB
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1)
TALQUETAMA| 1) NEUTROPENIA-
CMUH111- 202405778 | follow- B HIGH-RISK
131. 2024/5/27 23,71 A
REC2-153 61(1) up(1) 2) 2) ANEMIA
DARATUMUM| 3) HYPOKALEMIA
AB
1)
TALQUETAMA 1) NEUTROPENIA-
CMUHI111- 202405778 | follow- B HIGH-RISK
132. 2024/5/27 2371 A
REC2-153 61(4) up(4) 2) 2) ANEMIA
DARATUMUM 3) HYPOKALEMIA
AB
1) 1) NEUTROPENIA-
TALQUETAMA HIGH-RISK
CMUH111- 202405778 | follow- B 2) ANEMIA
133. 2024/5/27 2371 A
REC2-153 61(6) up(6) 2) 3) HYPOKALEMIA
DARATUMUM 4) BULLOUS
AB CELLULITIS MID
immune hepatitis?
#1 ) MK-7902 [Immune-mediated
CMUH109- 2405CHNO [Followup #2) hepatitis]
134. 2024/4/24 1,3 A
REC2-158 05438 7 PEMBROLIZU malignant neoplasm
MAB progression [Malignant
neoplasm progression]
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135.

CMUHI111-
REC2-084

2024/3/6

2403JPNO0

2085

#1) MK-3475

(pembrolizumab

ENFORTUMA

Followup

) Solution for
injection

#2)

B VEDOTIN
(3475
SOLUTION
FOR
INJECTION
STUDY)
(enfortumab
vedotin)

Injection

pneumonia [Pneumonia]

2,31 A

136.

CMUHI111-
REC2-084

2024/3/6

2403JPNOO

2085

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

Injection

pneumonia [Pneumonia]

2,3
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137.

CMUHI111-
REC2-084

2024/2/21

2402USA0
08148

Followup

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

7

(enfortumab
vedotin)

Injection

Immune-Checkpoint
Inhibitors Related
Hypophysitis [[mmune-
mediated hypophysitis]

2,3

138.

CMUHI111-
REC2-084

2024/3/6

2403JPNOO
2085

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

Followup
26

(enfortumab
vedotin)

Injection

Pneumonitis [Pneumonitis]

2,3

139.

CMUH109-
REC2-195

2023/9/18

3442497

follow
RO7092284
up 1

LIFE THREATENING
PUSTULAR RASH,
BULLOUS
PEMPHIGOID

(DOWNGRADE)

2,3
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LIFE THREATENING
PUSTULAR RASH,
CMUH109- follow
140. 2023/9/18 | 3442497 RO5541267 BULLOUS 2,3 A
REC2-195 up 1
PEMPHIGOID
(DOWNGRADE)
LIFE THREATENING
PUSTULAR RASH
CMUH109- follow (DOWNGRADED), LIFE
141. 2023/9/18 | 3442497 RO7092284 23| A
REC2-195 up 2 THREATENING
BULLOUS
PEMPHIGOID.
LIFE THREATENING
PUSTULAR RASH
CMUH109- follow (DOWNGRADED), LIFE
142. 2023/9/18 | 3442497 RO5541267 23| A
REC2-195 up 2 THREATENING
BULLOUS
PEMPHIGOID.
1.WEIGT LOSS (Weight
decreased)
CMUH110- 2023A1608 |follow up| Blinded for
143. 2022/8/17 2.ACUTE KIDNEY L3 A
REC2-073 42 5 Investigator
INJURY (Acute kidney
injury)
CMUHI110- 2024A0094 [follow up| Blinded for PNEUMONITIS
144, 2023/12/21 L3 A
REC2-073 57 2 Investigator (Pneumonitis)
CMUHI110- 2024A1128 Blinded for PNEUMONIA
145, 2024/5/13 Initial 2,3 A
REC2-073 25 Investigator (Pneumonia)
CMUHI110- 2024A0786 [follow up| Blinded for |GI PERFORATION WITH
146. 2024/3/22 L3 A
REC2-073 87 6 Investigator |PERITONITIS (Peritonitis)
PLATELET COUNT
CMUH110- 2023A2763 |follow up| Blinded for
147. 2023/11/1 DECREASED (Platelet 2 A
REC2-073 14 2 Investigator
count decreased)
INTERSTITIAL
CMUH110- 2024A1128| follow Blinded for
148. 2024/5/11 PNEUMONIA (Interstitial | 2,3 | A
REC2-073 25 upl Investigator

lung disease)
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INTERSTITIAL
CMUH110- 2024A1128 [follow up| Blinded for
149. 2024/5/11 PNEUMONIA (Interstitial | 2,3 | A
REC2-073 25 2 Investigator
lung disease)
NEUTROPHIL COUNT
CMUH110- 2024A1299 Blinded for
150. 2024/6/2 Initial DECREASED (Neutrophil| 2,3 | A
REC2-073 20 Investigator
count decreased)
NEUTROPHIL COUNT
CMUH110- 2024A1299 |follow up| Blinded for
151. 2024/6/2 DECREASED (Neutrophil| 2,3 | A
REC2-073 20 1 Investigator
count decreased)
CMUH110- 2024A0786 |follow up| Blinded for |GI PERFORATION WITH
152. 2024/3/22 L3 A
REC2-073 87 8 Investigator [PERITONITIS (Peritonitis)
1.UPPER GI BLEEDING
PROB SECONDARY
CMUH110- 2023A0443 Blinded for BLEEDING PEPTIC 1,2,
153. 2023/2/19 Initial A
REC2-073 19 Investigator |ULCER DISEASE (Peptic| 3
ulcer haemorrhage)
2.NEMIA (Anaemia)
CHRONIC HEART
CMUH110- 2022A2795 |follow up| Blinded for
154, 2022/8/1 FAILURE (Cardiac failure | 2,3, | A
REC2-073 81 8 Investigator
chronic)
CMUH110- 2024A0786 |follow up| Blinded for |GI PERFORATION WITH
155. 2024/3/22 L3 A
REC2-073 87 9 Investigator [PERITONITIS (Peritonitis)
NEUTROPHIL COUNT
CMUH110- 2024A1299 |follow up| Blinded for
156. 2024/6/2 DECREASED (Neutrophil| 2,3 | A
REC2-073 20 2 Investigator
count decreased)
DOXORUBICI
CMUH110- 2023A0872 | folow up N/ MYELOSUPPRESSION
157. 2023/4/10 2,3 A
REC2-210 30 5 CYCLOPHOSP (Myelosuppression)
HAMIDE
CMUH110- 2022A3764|follow up| Blinded for | SUICIDAL THOUGHTS
158. 2022/11/7 2 A
REC2-208 70 2 Investigator (Suicidal ideation)
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2,3,
1.THROMBOCYTOPENI
7:
A (Thrombocytopenia)
Impor
CMUHI111- 2024A1129 [follow up| Blinded for 2.LEUKOPENIA
159. 2024/5/9 tant [ A
REC2-187 94 2 Investigator (Leukopenia)
medic
3.NEUTROPENIA |
a
(Neutropenia)
event
2,3,
1.THROMBOCYTOPENI
7:
A (Thrombocytopenia)
Impor
CMUH111- 2024A1129 [follow up| Blinded for 2.LEUKOPENIA
160. 2024/5/9 tant | A
REC2-187 94 3 Investigator (Leukopenia)
medic
3.NEUTROPENIA |
a
(Neutropenia)
event
2,3,
4,7:
Impor
CMUHI111- 2024A0654 |follow up| Blinded for
161. 2024/3/6 DIARRHOEA (Diarrhoea) | tant | A
REC2-187 13 3 Investigator
medic
al
event
2,7:
INFUSION RELATED  |Impor
CMUH112- 2024A0849 Blinded for REACTION (Infusion tant
162. 2024/4/8 Initial A
REC2-165 14 Investigator related medic
reaction) al
event
2,7:
INFUSION RELATED
Impor
REACTION WITH LOSS
CMUH112- 2024A0849 |follow up| Blinded for tant
163. 2024/4/8 OF A
REC2-165 14 1 Investigator medic
CONSCIOUSNESS |
a
(Infusion related reaction)
event
CMUH112- 2024A1076|follow up| Blinded for ANAPHYLAXIS
164. 2024/5/6 2,3 A
REC2-165 79 3 Investigator (Anaphylactic reaction)
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2,3,
7:
Impor
CMUH112- 2024A1450 Blinded for UVULAR EDEMA
165. 2024/6/22 Initial tant [ A
REC2-165 78 Investigator (Palatal oedema)
medic
al
event
2,3,
7:
DECREASED
Impor
CMUHI112- 2024A1465 Blinded for NEUTROPHIL COUNT
166. 2024/6/20 Initial tant | A
REC2-165 22 Investigator (Neutrophil count
medic
decreased)
al
event
2,3,
7:
HEMOPHAGOCYTIC
Impor
CMUHI112- 2024A1588 Blinded for |LYMPHOHISTIOCYTOSI
167. 2024/7/10 Initial tant | A
REC2-165 63 Investigator S(Haemophagocytic
medic
lymphohistiocytosis) |
a
event
1.VASOVAGAL
REACTION (Presyncope)
CMUH112- 2024A1627 |follow up| Blinded for
168. 2024/7/15 2.FEBRILE 2,3 A
REC2-165 33 1 Investigator
NEUTROPENIA (Febrile
neutropenia)
1.VASOVAGAL
REACTION (Presyncope)
CMUH112- 2024A1627 |follow up| Blinded for
169. 2024/7/15 2.FEBRILE 2,31 A
REC2-165 33 2 Investigator
NEUTROPENIA (Febrile
neutropenia)
1.VASOVAGAL
CMUH112- 2024A1627 |follow up| Blinded for | REACTION (Presyncope)
170. 2024/7/15 2,3 A
REC2-165 33 3 Investigator 2.LUNG INFECTION
(Pneumonia)
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CMUH113- 2024A1290 Blinded for
171. 2024/6/2 Initial SEPSIS (Sepsis) 2,3 A
REC2-023 77 Investigator
CMUH113- 2024A1301 Blinded for
172. 2024/5/18 Initial DEATH (Death) 1 A
REC2-023 76 Investigator
1.BACTERIAL LUNG
INFECTION (Lower
respiratory tract infection
bacterial)
2.BACTEREMIA
CMUH113- 2023A2909 |follow up| Blinded for
173. 2023/12/17 STAPHYLOCOCCUS L2 A
REC2-023 84 4 Investigator
HAEMOLYTICUS
(Staphylococcal
bacteraecmia)
3.SEPTIC SHOCK (Septic
shock)
CMUH113- 2024A1301 |follow up| Blinded for
174. 2024/5/23 DEATH (Death) 1 A
REC2-023 76 1 Investigator
ACUTE RENAL INJURY
MOST PROBABLY
CMUH113- 2024A1546 Blinded for
175. 2024/7/3 Initial INVESTIGATIONAL 2 A
REC2-023 99 Investigator
PRODUCT INDUCED
(Renal injury)
ACUTE
EXACERBATION OF
CMUH113- 2024A1649 Blinded for |OBSTRUCTIVE AIRWAY
176. 2024/7/18 Initial 2 A
REC2-023 56 Investigator DISEASE (Chronic
obstructive pulmonary
disease)
ACUTE RENAL INJURY
MOST PROBABLY
CMUH113- 2024A1546|follow up| Blinded for
177. 2024/7/3 INVESTIGATIONAL | 2,3 | A
REC2-023 99 1 Investigator
PRODUCT INDUCED
(Renal injury)
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ACUTE
EXACERBATION OF
CMUH113- 2024A1649 [follow up| Blinded for |OBSTRUCTIVE AIRWAY
178. 2024/7/18 2 A
REC2-023 56 1 Investigator DISEASE (Chronic
obstructive pulmonary
disease)
WORSENING OF SARS- | 1, 7:
COV2 WITH ACUTE  |Impor
CMUH113- 2024A1733 |follow up| Blinded for |[RESPIRATORY FAILUR, | tant
179. 2024/7/29 A
REC2-023 83 1 Investigator ENCEPHALOPATHY |medic
AND CARDIAC HEART | al
FAILURE (COVID-19) |event
WORSENING OF SARS-| 1, 7:
COV2 WITH ACUTE  |Impor
CMUH113- 2024A1733 |follow up| Blinded for [ RESPIRATORY FAILUR, | tant
180. 2024/7/29 A
REC2-023 83 2 Investigator ENCEPHALOPATHY |medic
AND CARDIAC HEART | al
FAILURE (COVID-19) |event
1,3,
7:
STUDY CHRONIC KIDNEY  [Impor
CMUH107- 2021A2086 |follow up
181. 2020/3/6 PROCEDURE/ |DISEASE (Chronic kidney| tant | A
REC2-141 12 4
CISPLATIN disease) medic
al
event
(k] FRPHE -
®s HELUIFAFE
%
B A ERE Ny FEPF

(GEIEIEICEES |

*#% E 4 A Nivolumab

*E PMARLHEF C112E 07 04p 3
*E%E £ AL ¢ Ipilimumab

CMUH104-REC2-102 RiR iR
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* PPARA Y 112& 107 02p T 1132047 03 p
CREE-EEED

*3 & Nivolumab

*pEp I3 & 067 27 P

*5 At Ipilimumab

*pEp o113 & 037 21 p

CMUH106-REC2-160

[H«]

(TFDA P L # { P18 ]

e pp P EARIIBEG 26 0P
(+%%)

*5 & 1 Version: 8.0

*p ¥ ! Date: 21-May-2024

CMUH106-REC2-087

244

(EE R LD

*5 A 1 JNJ-64091742 niraparib Clinical Study Report
64091742PCR2001

*p g ¢ 8 December 2021

CMUH113-REC2-064

it

[z 24 2]
*REEEY LA 0 ALXNI210
*E PMFLHF I3 £01 2 0l p 2 113&£06" 300P

CMUH113-REC2-064

i i

[z 2p42]
R B AL T ALXNI210
g pMARLHE C1I3£00 7 01p X 113#£06°" 30

CMUHI111-REC2-153

W
|~
I

(== 2L ] 232 2HEL
- JNJ-54767414 (daratumumab) Blinded Line Listing of
Suspected Unexpected Serious Adverse Reactions (SUSARs);
PERIOD COVERED BY THIS REPORT: 16 November 2023 to
15 May 2024

CMUH112-REC2-131

W
|~
I

[z 24rdp4 ]
*:REE P AL 1 PF-07901801 (TTI-622)
*p 2MPARL PR 2022 £ 127 12p 22024 E 60 11 P

CMUH112-REC2-194

i

(2% 2144 ]
*H5% F P AL Volrustomig (MEDI5752)
*E pMHFLYPEF C112F102 11 p X 113 F04 2 10pP

CMUH109-REC2-175

g
|~
I

[#&]
KA S

M19-388 Dear Investigator Letter, dated 09 July 2024
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10.| CMUH109-REC2-175 | ¥ L% | *:gs %4 %4 : Venetoclax
g pMIFLDPEF D 112& 112 29p % 113 & 052 28 p
[z =% 2142 ]
11.! CMUH110-REC2-210 2 RW | % E P ¢4 Trastuzumab Deruxtecan (DS-8201a, T-DXd)
g PMIFLDPEFII2EI22 09p 2 113 F06°% 08 p
[z =% 2142 ]
*E % ¥ 4 AL ¢ Capivasertib (AZD5363)
12.| CMUH113-REC2-082 ER-N: g PMIFLDPEFIIEIO? 05p 2 113 F04 72 04 p
*38% ¥ 4 L © Fulvestrant
g pMIFLDPEFIIEIO? 260 3 113 EF 042 25p
[DSMC i34 i 4]
13| CMUHI104-REC2-065 | % 1tts ) )
¥R P 202450 3
[DSMB i34 i &)
14.| CMUH111-REC2-092 = 5 )
¥k s P g 12023 E 80 31 p
[DSMB ii-3% i &)
15.| CMUH113-REC2-104 YR )
*AR T2 p 2024 & 087 08 P
[R) Fai2d o

i
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