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#1) MK-3475
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REC1-019 05949 9 N Cerebral infarction
[Cerebral infarction]
#3)
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Study ]
42) electrolyte disturbance
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Study Neutropenia [Neutropenia]
#2) COPD exacerbation
CMUH111- 2212TURO NAB-PACLITA [Chronic obstructive
14, 2022/12/6 Initial ) 23 [ A
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CARBOPLATI | leukocyte count decreased
N [White blood cell count
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Study general condition [General
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#1) MK-7684A
Study Worsening anemia
#2) [Anaemia]
CMUH111- 2212MEXO|Followup
24, 2022/11/21 CARBOPLATI | unknown death [Death] 13| A
REC1-019 03806 16
N Worsering anemia
#3) [Anaemia]
PEMETREXED
#1) MK-7684A
Study Worsening anemia
#2) [Anaemia]
CMUH111- 2212MEXO0|Followup
25. 2022/11/21 CARBOPLATI | unknown death [Death] | 1.3 [ A
REC1-019 03806 17 ) )
N Worsering anemia
#3) [Anaemia]
PEMETREXED
#1) MK-7684A
Study ]
42) electrolyte disturbance
CMUH111- 2212CHNO |Followup [Electrolyte imbalance]
26. 2022/12/12 CARBOPLATI ) ] 23 [ A
REC1-019 05949 13 N Cerebral infarction
[Cerebral infarction]
#3)
PEMETREXED
Febrile Neutropenia
#1) MK-7684A| [Febrile neutropenia]
Study Neutropenia [Neutropenia]
#2) COPD exacerbation
CMUH111- 2212TURO |Followup | NAB-PACLITA [Chronic obstructive
217. 2022/12/6 ) 23 [ A
REC1-019 03801 2 XEL pulmonary disease]
#3) Sepsis [Sepsis]
CARBOPLATI | leukocyte count decreased
N [White blood cell count
decreased]
112 # 3% 29 p % 40 F > % 62 F
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#1) MK-7684A| a deterioration of the
Study general condition [General
#2) physical health
CMUH111- 2211DEUO0 [Followup o
28. 2022/11/23 PACLITAXEL deterioration] 13| A
REC1-019 07945 9 o
#3) mediastinitis due to
CARBOPLATI bronchial perforation
N [Mediastinitis]
#1) MK-7684A ]
Thrombocytopenia
Study ]
42) [Thrombocytopenia]
CMUH111- 2302CHNO| alimentary tract
29. 2023/2/9 initial | CARBOPLATI 23 [ A
REC1-019 06276 N hemorrhage
[Gastrointestinal
#3)
haemorrhage]
PEMETREXED
Febrile Neutropenia
#1) MK-7684A| [Febrile neutropenia]
Study Neutropenia [Neutropenia]
#2) COPD exacerbation
CMUH111- 2212TURO |Followup | NAB-PACLITA [Chronic obstructive
30. 2022/12/6 ) 23 [ A
REC1-019 03801 3 XEL pulmonary disease]
#3) Sepsis [Sepsis]
CARBOPLATI | leukocyte count decreased
N [White blood cell count
decreased]
#1) MK-7684A ]
Thrombocytopenia
Study ]
42) [Thrombocytopenia]
CMUH111- 2302CHNO |Followup alimentary tract
31. 2023/2/9 CARBOPLATI 23 [ A
REC1-019 06276 1 N hemorrhage
[Gastrointestinal
#3)
haemorrhage]
PEMETREXED
112 # 3% 29 p ¥ 41 B> % 62 |
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Febrile Neutropenia
#1) MK-7684A| [Febrile neutropenia]
Study Neutropenia [Neutropenia]
#2) COPD exacerbation
CMUH111- 2212TURO |Followup| NAB-PACLITA [Chronic obstructive
32. 2022/12/6 ] 23 [ A
REC1-019 03801 4 XEL pulmonary disease]
#3) Sepsis [Sepsis]
CARBOPLATI | leukocyte count decreased
N [White blood cell count
decreased]
#1) MK-7684A
unknown cause of death
Study
42) [Death]
CMUH111- 2212CHNO |Followup electrolyte disturbance
33. 2022/12/12 CARBOPLATI ) 1231 A
REC1-019 05949 14 N [Electrolyte imbalance]
Cerebral infarction
#3) : .
[Cerebral infarction]
PEMETREXED
myocarditis, immune
#1) MK-7684A ]
mediated
Study )
4) [Immune-mediated
CMUH111- 2211USAQ [Followup myocarditis]
34. 2022/11/11 CARBOPLATI o 23| A
REC1-019 04518 2 N Lung infection
[Pneumonia]
#3) o )
myocardial infarction
PEMETREXED o _
[Myocardial infarction]
Febrile Neutropenia
#1) MK-7684A| [Febrile neutropenia]
Study Neutropenia [Neutropenia]
#2) COPD exacerbation
CMUH111- 2212TURO |Followup | NAB-PACLITA [Chronic obstructive
35. 2022/12/6 ) 23 [ A
REC1-019 03801 5 XEL pulmonary disease]
#3) Sepsis [Sepsis]
CARBOPLATI | leukocyte count decreased
N [White blood cell count
decreased]
112 # 372 29p ¥ 42 F % 62 |
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myocarditis, immune
#1) MK-7684A ]
mediated
Study ]
42) [Immune-mediated
CMUH111- 2211USAQ |Followup myocarditis]
36. 2022/11/11 CARBOPLATI 23 [ A
REC1-019 04518 3 N Lung infection
[Pneumonia]
#3)
myocardial infarction
PEMETREXED o ]
[Myocardial infarction]
#1) MK-7684A
Study Thrombocytopenia
#2) [Thrombocytopenia]
CMUH111- 2302CHNO |Followup ) ) )
37. 2023/2/9 CARBOPLATI | gastrointestinal bleeding | 2.3 | A
REC1-019 06276 2
N [Gastrointestinal
#3) haemorrhage]
PEMETREXED
Febrile Neutropenia
#1) MK-7684A| [Febrile neutropenia]
Study Neutropenia [Neutropenia]
#2) COPD exacerbation
CMUH111- 2212TURO |Followup | NAB-PACLITA [Chronic obstructive
38. 2022/12/6 ) 23 [ A
REC1-019 03801 5 XEL pulmonary disease]
#3) Sepsis [Sepsis]
CARBOPLATI | leukocyte count decreased
N [White blood cell count
decreased]
Death resulted from
disease progression
#1) MK-7684A
[Death]
Study
42) Death resulted from
CMUH111- 2212CHNO |Followup disease progression
39. 2022/12/12 CARBOPLATI _ ) 123 A
REC1-019 05949 15 N [Disease progression]
electrolyte disturbance
#3) )
[Electrolyte imbalance]
PEMETREXED
Cerebral infarction
[Cerebral infarction]
112 # 3% 29 p % 43 F > % 62 F
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#1) MK-7684A
Study Thrombocytopenia
#2) [Thrombocytopenia]
CMUH111- 2302CHNO |Followup
40. 2023/2/9 CARBOPLATI | gastrointestinal bleeding | 2.3 [ A
REC1-019 06276 3
N [Gastrointestinal
#3) haemorrhage]
PEMETREXED
#1) MK-7684A
Study
#2)
CMUH111- 2302TURO| = Respiratory Failure
41. 2023/2/13 initial | CARBOPLATI ) ] 13 A
REC1-019 05122 N [Respiratory failure]
#3)
PACLITAXEL
Febrile Neutropenia
#1) MK-7684A| [Febrile neutropenia]
Study Neutropenia [Neutropenia]
#2) COPD exacerbation
CMUH111- 2212TURO |Followup | NAB-PACLITA [Chronic obstructive
42. 2022/12/6 ) 23 | A
REC1-019 03801 7 XEL pulmonary disease]
#3) Sepsis [Sepsis]
CARBOPLATI | leukocyte count decreased
N [White blood cell count
decreased]
Death resulted from
disease progression
#1) MK-7684A
[Death]
Study
42) Death resulted from
CMUH111- 2212CHNO |Followup disease progression
43. 2022/12/12 CARBOPLATI _ _ 123 A
REC1-019 05949 16 N [Disease progression]
electrolyte disturbance
#3) _
[Electrolyte imbalance]
PEMETREXED
Cerebral infarction
[Cerebral infarction]
112 # 3% 29 p ¥ 44 F > % 62 |
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#1)
CMUH110- 2301CHLO » REGORAFENI
44, 2023/1/30 Initial Rectal haemorrhage 237 A
REC1-157 10865 B (4280A
STUDY)
#1) MK-4280A
CMUH110- 2211MYS0 » o
45. 2022/11/5 Initial | (MK-4280 (+) Head injury 1 A
REC1-157 01988 )
pembrolizumab)
#1) MK-4280A
CMUH110- 2211MYS0 |Followup o
46. 2022/11/5 (MK-4280 (+) Head injury 1 A
REC1-157 01988 1
pembrolizumab)
#1) MK-4280A
CMUH110- 2211MYS0 |Followup o
47. 2022/11/5 (MK-4280 (+) Head injury 1 A
REC1-157 01988 2
pembrolizumab)
#1 ) MK-4280A
CMUH110- 2211MY SO |Followup o
48. 2022/11/5 (MK-4280 (+) Head injury 1 A
REC1-157 01988 3 )
pembrolizumab)
#1)
CMUH110- 2205TURO |Followup | REGORAFENI )
49, 2022/4/28 Pulmonary embolism [1,2,3| A
REC1-157 00597 16 B (4280A
STUDY)
#1 ) MK-4280A
CMUH110- 2211MY SO |Followup o
50. 2022/11/5 (MK-4280 (+) Head injury 1 A
REC1-157 01988 4 )
pembrolizumab)
#1)
CMUH110- 2205TURO |Followup| REGORAFENI
51. 2022/4/28 Pulmonary embolism  [1,23| A
REC1-157 00597 17 B (4280A
STUDY)
#1) MK-4280A
CMUH110- 2211MYS0 |Followup o
52. 2022/11/1 (MK-4280 (+) Head injury 1 A
REC1-157 01988 5
pembrolizumab)
#1) MK-4280A
CMUH110- 2211MYS0 |Followup o
53. 2022/11/1 (MK-4280 (+) Head injury 1 A
REC1-157 01988 6 _
pembrolizumab)
112 # 372 29p % 45 F > % 62 |
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1)
DARATUMUM
CMUH110- 202210188 [follow-up AB PARAINFLUENZA
54, 2022/10/5 23 [ A
REC1-176 80(4) 4) 2) VIRUS INFECTION
POMALIDOMI
DE
1)
TECLISTAMA
CMUH110- 202210207 |follow-up B 1)PNEMONIA
55. 2022/10/9 237 A
REC1-176 07(4) @) 2) 2)SEPSIS
DARATUMUM
AB
1)
DARATUMUM
AB 1)INFLUENZA
2) 2)FEBRILE
CMUH110- 202210251 [follow-up
56. 2022/10/12 DEXAMETHA NEUTROPENIA 23 [ A
REC1-176 53(3) (3)
SONE 3)INFUSIONAL
3) REACTION
POMALIDOMI
DE
1)
DARATUMUM
AB 1)INFLUENZA
2) 2)FEBRILE
CMUH110- 202210251 [follow-up
57. 2022/10/12 DEXAMETHA NEUTROPENIA 23 [ A
REC1-176 53(4) (4)
SONE 3)INFUSIONAL
3) REACTION
POMALIDOMI
DE
112 # 3% 29 p % 46 7 0 = 62 T
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58.

CMUH110-
REC1-176

2022/10/27

202211024
16(2)

follow-up

O]

1)
TECLISTAMA
B
2)
DARATUMUM
AB

1)FEBRILE
NEUTROPENIA
2)RESPIRATORY
FAILURE

2,3

59.

CMUH110-
REC1-176

2022/10/27

202211024
16(3)

follow-up

®)

1)
TECLISTAMA
B
2)
DARATUMUM
AB

NEUTROPENIA

1,23

60.

CMUH110-
REC1-176

2022/2/10

202202346
53(17)

follow-up
(17)

1)
DARATUMUM
AB
2)
POMALIDOMI
DE
3)
DEXAMETHA
SONE

BACTERIAL
PENUMONIA

1,23

61.

CMUH110-
REC1-176

2022/2/10

202202346
53(19)

follow-up
(19)

1)
DARATUMUM
AB
2)
POMALIDOMI
DE
3)
DEXAMETHA
SONE

PENUMOCOCCAL
PENUMONIA

1,2,3

112 # 37 29p
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1)
TECLISTAMA 1)WEST NILE
CMUH110- 202208501 [follow-up B ENCEPHALITIS 1,2,3,
62. 2022/8/21 A
REC1-176 03(8) (8) 2) 2)RESPIRATORY VIRAL| 5
DARATUMUM INFECTION
AB
1)
TECLISTAMA 1)ENTEROVIRUS
CMUHZ110- 202208569 [follow-up B MYOCARDITIS
63. 2022/7/5 1,23 A
REC1-176 18(10) (10) 2) 2)CYTOKINE RELEASE
DARATUMUM SYNDROME
AB
1)
1)PSEUDOMONAS
TECLISTAMA
SEPTIC SHOCK
CMUH110- 202209207 [follow-up B
64. 2022/9/7 2)PNEUMONIA 123 A
REC1-176 95(5) (5) 2)
3)NEUTROPENIC
DARATUMUM
SEPSIS
AB
1)
TECLISTAMA 1)COVID-19
CMUHZ110- 202210396 [follow-up B PNEUMONIA
65. 2022/10/19 13| A
REC1-176 17(7) ) 2) 2)PNEUMONIA
DARATUMUM | 3)HEPATIC INFECTION
AB
1)
TECLISTAMA [ 1)SEPTIC SHOCK
CMUH110- 202210396 [follow-up B 2)PNEUMONIA
66. 2022/10/19 13| A
REC1-176 17(8) (8) 2) 3)NEUTROPENIC
DARATUMUM SEPSIS
AB
11231 29 p ¥ 48 F 0 £ 62 F
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1)
1)SEPSIS
TECLISTAMA
2)RESPIRATORY
CMUH110- 202211024 [follow-up B
o7. 2022/10/27 FAILURE 123 A
REC1-176 16(4) () 2)
3)FEBRILE
DARATUMUM
NEUTROPENIA
AB
1)
DARATUMUM
AB
2)
CMUH110- 202211220 [follow-up RESPIRATORY VIRAL
08. 2022/10/18 POMALIDOMI 2,3 A
REC1-176 49(4) (4) INFECTION
DE
3)
DEXAMETHA
SONE
1)
DARATUMUM
AB
2)
CMUH110- 202212475 NEUTROPHIL COUNT
69. 2022/9/29 initial | DEXAMETHA 2 A
REC1-176 43(0) DECREASED
SONE
3)
POMALIDOMI
DE
1)
DARATUMUM
AB
2)
CMUH110- 202212475 [follow-up NEUTROPHIL COUNT
70. 2022/9/29 DEXAMETHA 2 A
REC1-176 43(1) (1) DECREASED
SONE
3)
POMALIDOMI
DE
CMUH107- DSU-2020- [follow up FEBRILE 2,3,
71. 2020/02/24 DS-8201a A
REC1-156 107230 8 NEUTROPENIA 4
112 # 3% 29 p % 49 F o ¥ 62
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CMUH107- DSU-2020- [follow up FEBRILE 2,3,

72. 2020/02/24 DS-8201a A
REC1-156 107230 9 NEUTROPENIA 4
CMUH107- DSU-2020- [follow up FEBRILE 2,3,

73. 2020/02/24 DS-8201a A
REC1-156 107230 10 NEUTROPENIA 4

Belantamab
CMUH110- TW202216 | Follow ) _
74. 2022/11/12 Mafodotin Pneumonia 2~3] A
REC1-203 7371 up 2
(GSK2857916)
Tracheostomy site
bleeding,
Belantamab )
CMUH110- BR2022150| Follow ) Pulmonary sepsis, 1-
75. 2022/10/18 Mafodotin _ ] A
REC1-203 703 up 6 Febrile neutropenia, 2~3
(GSK2857916) )
Hemoptysis, Acute renal
failure
Tracheostomy site
bleeding,
Belantamab
CMUH110- BR2022150( Follow ) Pulmonary sepsis, 1-
76. 2022/10/18 Mafodotin _ ] A
REC1-203 703 up 7 Febrile neutropenia, 2~3
(GSK2857916) ]
Hemoptysis, Acute renal
failure
Pulmonary sepsis, Febrile
Belantamab
CMUH110- BR2022150| Follow ) neutropenia, Hemoptysis, | 1 -
77. 2022/10/18 Mafodotin ] A
REC1-203 703 up 8 Acute renal failure, 2~3
(GSK2857916) ) ]
Tracheostomy site bleeding
Belantamab
CMUH110- IN2022120| Follow
78. 2022/8/14 Mafodotin Death 1-7] A
REC1-203 753 up 4
(GSK2857916)
Belantamab
CMUH110- IN2022120| Follow
79. 2022/8/14 Mafodotin Cancer 1-7] A
REC1-203 753 up 5
(GSK2857916)
Belantamab
CMUH110- IN2022120| Follow )
80. 2022/8/14 Mafodotin Death 1-7] A
REC1-203 753 up 6
(GSK2857916)
Belantamab
CMUH110- TH2022141| Follow ) Systemic inflammatory

81. 2022/10/2 Mafodotin 1-3] A

REC1-203 497 up 4 response syndrome
(GSK2857916)
112 # 3% 29 p % 50 % 62 |




ﬂ@?%*?%%a?%Pi

21
i f#&

%* vatig

-F-Lt-ER¥r X% (Lt R
B X 2 PAR (R L
e B |FA P TREE LE BE TR
%}{, g J] 5? B % %En%){, ‘;'J |5 =2 ¥ %4
Belantamab
CMUH110- IN2022120| Follow
82. 2022/8/14 Mafodotin Death 1-7] A
REC1-203 753 up 7
(GSK2857916)
Pulmonary sepsis, Febrile
Belantamab ) .
CMUH110- BR2022150| Follow ] neutropenia, Hemoptysis, | 1 -
83. 2022/10/18 Mafodotin _ A
REC1-203 703 up 9 Acute renal failure, 2~3
(GSK2857916) ) )
Tracheostomy site bleeding
Belantamab
CMUH110- TH2022141| Follow ) Systemic inflammatory
84. 2022/10/2 Mafodotin 13| A
REC1-203 497 up 5 response syndrome
(GSK2857916)
#1) MK-3475
_ influenza-A related
(pembrolizumab ] ]
) pneumonia [Pneumonia
) Solution for
S influenzal]
CMUH110- 2002CANQO |Followup injection ]
8b5. 2020/1/15 small bowel obstruction [1,2,3| A
REC1-156 05310 8 #2)BCG LIVE ) )
) [Small intestinal
(BCG live) ]
obstruction]
Powder For » -
o ) colitis [Colitis]
Instillation Fluid
#1) MK-3475
(pembrolizumab Hypothyroidism
) Solution for [Hypothyroidism]
CMUH110- 2210POL00|Followup injection Hashimoto disease
86. 2022/10/20 ) o 131 A
REC1-156 8468 6 #2 ) BCG LIVE | [Autoimmune thyroiditis]
(BCG live) Acute heart failure
Powder For [Cardiac failure acute]
Instillation Fluid
#1) MK-3475
(pembrolizumab Hypothyroidism
) Solution for [Hypothyroidism]
CMUH110- 2210POL00|Followup injection Hashimoto disease
87. 2022/10/20 ) o 131 A
REC1-156 8468 7 #2 ) BCG LIVE | [Autoimmune thyroiditis]
(BCG live) Acute heart failure
Powder For [Cardiac failure acute]
Instillation Fluid
112 # 372 29p % 51 F > % 62 F
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#1) MK-3475
(pembrolizumab Hypothyroidism
) Solution for [Hypothyroidism]
CMUH110- 2210POL00|Followup injection Hashimoto disease
88. 2022/10/20 131 A
REC1-156 8468 8 #2 ) BCG LIVE | [Autoimmune thyroiditis]
(BCG live) Acute heart failure
Powder For [Cardiac failure acute]
Instillation Fluid
#1) MK-3475
(pembrolizumab Hypothyroidism
) Solution for [Hypothyroidism]
CMUH110- 2210POLO0|Followup injection Hashimoto disease
89. 2022/10/20 ) o 131 A
REC1-156 8468 9 #2 ) BCG LIVE | [Autoimmune thyroiditis]
(BCG live) Acute heart failure
Powder For [Cardiac failure acute]
Instillation Fluid
#1) MK-3475
(pembrolizumab Hypothyroidism
) Solution for [Hypothyroidism]
CMUH110- 2210POLO0|Followup injection Hashimoto disease
90. 2022/10/6 ) o 131 A
REC1-156 8468 10 #2 ) BCG LIVE | [Autoimmune thyroiditis]
(BCG live) Acute heart failure
Powder For [Cardiac failure acute]
Instillation Fluid
#1) MK-3475 ] ]
) respiratory failure
(pembrolizumab ) ]
) [Respiratory failure]
) Solution for ) )
S heart failure [Cardiac
CMUH110- 2207HUNO [Followup injection
91. 2022/7/13 failure] 1,23 A
REC1-156 04805 10 #2 ) BCG LIVE
) encephalopathy
(BCG live) € nalopathy]
ncephalopathy
Powder For is [Sepsis]
sepsis [Sepsis
Instillation Fluid
112 # 3% 29 p % 52 F > x 62 F
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#1) MK-3475 ) .
) respiratory failure
(pembrolizumab ) ]
) [Respiratory failure]
) Solution for ) )
S heart failure [Cardiac
CMUH110- 2207HUNO |Followup injection )
92. 2022/7/13 failure] 1231 A
REC1-156 04805 1 #2)BCG LIVE
) encephalopathy
(BCG live)
[Encephalopathy]
Powder For is [Sepsis]
sepsis [Sepsis
Instillation Fluid
#1) MK-3475
(pembrolizumab| Autoimmune hepatitis
) Solution for | [Autoimmune hepatitis]
CMUH110- 2210POLO0|Followup injection Hashimoto disease
93. 2022/10/6 ) o 13| A
REC1-156 8468 11 #2 ) BCG LIVE | [Autoimmune thyroiditis]
(BCG live) Acute heart failure
Powder For [Cardiac failure acute]
Instillation Fluid
#1) MK-3475 ] ]
) respiratory failure
(pembrolizumab ) ]
) [Respiratory failure]
) Solution for ) )
S heart failure [Cardiac
CMUH110- 2207HUNO [Followup injection
94, 2022/7/13 failure] 1,23 A
REC1-156 04805 12 #2)BCG LIVE
) encephalopathy
(BCG live) € hal ]
ncephalopathy’
Powder For is [Sepsis]
sepsis [Sepsis
Instillation Fluid
CMUH107- 22P-013-43| Follow-u o ]
95. 2022/4/20 upadacitinib depression 237 A
REC1-077 66408-00 p5
septic shock,
CMUH107- 22P-129-42| Follow-u o intestinal perforation,
96. 2022/217 upadacitinib o 237 A
REC1-077 86506-00 p 16 acute peritonitis,
enterocutaneous fistula
112 # 372 29p % B3 F % 62 |
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#1) MK-7902
(lenvatinib
mesylate)
CMUH111- 2211ESPO0 |Followup #2) Massive hemoptysis
97. 2022/11/28 ] 1231 A
REC1-135 9818 5 PEMBROLIZU [Haemoptysis]
MAB
(pembrolizumab
)
#1) MK-7902
(lenvatinib
mesylate)
CMUH111- 2211ESPOO0 [Followup #2) Massive hemoptysis
98. 2022/11/28 _ 123 A
REC1-135 9818 6 PEMBROLIZU [Haemoptysis]
MAB
(pembrolizumab
)
#1) MK-7902 Gastrointestinal Bleed
(lenvatinib [Gastrointestinal
mesylate) haemorrhage]
CMUH111- 2206GBRO |Followup #2) Acute small bowel
99. 2022/6/9 ) 13| A
REC1-135 03507 34 PEMBROLIZU obstruction [Small
MAB intestinal obstruction]
(pembrolizumab| Portal Vein Thrombus
) [Portal vein thrombosis]
#1) MK-7902
CMUH111- 2302FRA0Q o hemorrhage
100 2023/2/24 INITIAL| (lenvatinib 1 A
REC1-135 08895 [Haemorrhage]
mesylate)
#1) MK-7902
(lenvatinib
mesylate)
CMUH111- 2302FRAQ |Followup #2) hemorrhage
101 2023/2/24 1 A
REC1-135 08895 1 PEMBROLIZU [Haemorrhage]
MAB
(pembrolizumab
)
112 # 3% 29 p % 54 F % 62 |
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CMUH111-
REC1-135

2022/11/28

2211ESP0O0
9818

Followup
7

#1) MK-7902
(lenvatinib
mesylate)
#2)
PEMBROLIZU
MAB

(pembrolizumab

)

Massive hemoptysis

[Haemoptysis]

1.2.3

103

CMUH111-
REC1-135

2023/2/24

2302FRAQ
08895

Followup
2

#1) MK-7902
(lenvatinib

mesylate)

hemorrhage

[Haemorrhage]

104

CMUH111-
REC1-135

2022/11/28

2211ESP0OO
9818

Followup
8

#1) MK-7902
(lenvatinib
mesylate)
#2)
PEMBROLIZU
MAB

(pembrolizumab

)

Massive hemoptysis

[Haemoptysis]

1.23

105

CMUH107-
REC1-174

2021/10/5

2110CHNO
07231

Followup
25

#1) MK-3475
Study (Code not
broken)
#2)
PACLITAXEL
#3)
CYCLOPHOSP
HAMIDE
#4)
EPIRUBICIN

Hypopituitarism
Death
Myocardial injury

13

112 # 37 29p
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106

CMUH107-
REC1-174

2021/10/5

2110CHNO

07231 2

Followup

6

Study (Code not

#1) MK-3475

broken)
#2)
PACLITAXEL
#3)
CYCLOPHOSP
HAMIDE
#4)
EPIRUBICIN

Death
Hypopituitarism
Myocardial injury

1,3

107

CMUH107-
REC1-174

2021/10/5

2110CHNO

07231

Followup

27

#1) MK-3475
Study (Code not
broken)
#2)
PACLITAXEL
#3)
CYCLOPHOSP
HAMIDE
#4)
EPIRUBICIN

Myocardial injury
Death
Hypopituitarism

13

108

CMUH109-

2021/6/1
REC1-164

2021-15223

3

follow up
(downgra
de)

1.REGORAFEN
IB
(REGORAFENI
B) Film-coated
tablet, 30 mg
2.NIVOLUMA
B
(NIVOLUMAB)
{Lot #

71467001}

Death cause unknown

(CTCAE grade 5) [Death]

112 # 37 29p
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CMUH109-
REC1-164

2022/2/9

2023A0161
00

Initial

1.REGORAFEN
IB
(REGORAFENI
B) Film-coated
tablet, 30 mg
2.NIVOLUMA
B
(NIVOLUMAB)
{Lot #
71467002}

3) [Pneumonia]

Pneumonia (CTCAE grade

2,3

110

CMUH109-
REC1-164

2021/6/1

2021-15223
3

follow up
(downgra
de)

1.REGORAFEN
IB
(REGORAFENI
B) Film-coated
tablet, 30 mg
2.NIVOLUMA
B
(NIVOLUMAB)
{Lot #
71467001}

Death cause unknown
(CTCAE Grade 5) [Death]

111

CMUH109-
REC1-164

2022/2/9

2023A0161
00

follow up
1

1.REGORAFEN
IB
(REGORAFENI
B) Film-coated
tablet, 30 mg
2.NIVOLUMA
B
(NIVOLUMAB)
{Lot #
71467002}

4) [Pneumonia]

Pneumonia (CTCAE grade

2,3

112

CMUH110-
REC1-045

2022/9/29

2210CHNO
00663

Followup
5

#1) MK-7902
#2)
EPIRUBICIN

insufficiency]

Hypoadrenal function with

hyponatremia [Adrenal

2,3

112 # 37 29p
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immune-mediated hepatitis
[Immune-mediated
CMUH110- 2212BRAO |Followup hepatitis]
113 2022/12/24 #1) MK-7902 ) 1,3 A
REC1-045 11321 4 DIARREHA [Diarrhoea]
Nephritis [Nephritis]
Pancreatitis [Pancreatitis]
diarrhea [Diarrhoea]
#1) MK-7902
bloody stool
CMUH110- 2208FRAQ |Followup #2) )
114 2022/7/24 [Haematochezia] 2,3 A
REC1-045 00120 6 ETHIODIZED _ _
Abdominal pain
OIL _ _
[Abdominal pain]
#1) MK-7902 ] ]
Hypoadrenal function with
CMUH110- 2210CHNO |Followup Study )
115 2022/9/29 hyponatremia [Adrenal | 2,3 [ A
REC1-045 00663 6 #2) ] o
insufficiency]
EPIRUBICIN
immune-mediated hepatitis
[Immune-mediated
CMUH110- 2212BRAO0 |Followup hepatitis]
116 2022/12/24 #1) MK-7902 ) 13 A
REC1-045 11321 5 DIARREHA [Diarrhoea]
Nephritis [Nephritis]
Pancreatitis [Pancreatitis]
immune-mediated hepatitis
[Immune-mediated
CMUH110- 2212BRAO |Followup hepatitis]
117 2022/12/24 #1) MK-7902 ) 131 A
REC1-045 11321 6 DIARREHA [Diarrhoea]
Nephritis [Nephritis]
Pancreatitis [Pancreatitis]
immune-mediated hepatitis
#1) MK-7902 )
[Immune-mediated
Study -
CMUH110- 2212BRAO0 |Followup hepatitis]
118 2022/12/24 #2) ) 13 A
REC1-045 11321 7 DIARREHA [Diarrhoea]
ETHIODIZED Nephrits [Nephritis]
ephritis [Nephritis
OIL -y . -y .
Pancreatitis [Pancreatitis]
112 # 372 29p % 58 B> x 62 |
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immune-mediated hepatitis
[Immune-mediated
CMUH110- 2212BRAO0 |Followup hepatitis] 1,2,
119 2022/12/24 #1) MK-7902 . » A
REC1-045 11321 8 Nephritis [Nephritis] 3
DIARREHA [Diarrhoea]
Pancreatitis [Pancreatitis]
#1) MK-7902
Hypoadrenal function with
CMUH110- 2210CHNO |Followup Study )
120 2022/9/29 hyponatremia [Adrenal | 2,3 | A
REC1-045 00663 7 #2) ] o
insufficiency]
EPIRUBICIN
immune-mediated hepatitis
[Immune-mediated
CMUH110- 2212BRAO |Followup hepatitis] 1,2,
121 2022/12/24 #1) MK-7902 - - A
REC1-045 11321 9 Nephritis [Nephritis] 3
DIARREHA [Diarrhoea]
Pancreatitis [Pancreatitis]
immune-mediated hepatitis
[Immune-mediated
CMUH110- 2212BRAO |Followup hepatitis] 1,2,
122 2022/12/24 #1) MK-7902 N - A
REC1-045 11321 10 Nephritis [Nephritis] 3
DIARREHA [Diarrhoea]
Pancreatitis [Pancreatitis]
#1) MK-7902 o _
gastrointestinal bleeding
CMUH110- 2208CHNO |Followup Study ) )
123 2022/8/6 [Gastrointestinal 1 A
REC1-045 04251 9 #2)
haemorrhage]
EPIRUBICIN
(k] FATIH -
ey FREGIFAFZ
o)
B 5 * € B . FAPMTE
ERE=
[z 2444 ]
} | *3#% 4 LA Runimotamab
1. CMUH110-REC1-088 o> )
*H rMHFLHEF 110& 120 15p 2 111 & 127 14
2

112 # 37 29p
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~F-lERFrXBAEHREE(C RK)

2L
? 2.
AR &g A FER G
(EE IR YR
*i % # 4 LA ¢ venetoclax
2. CMUH109-REC1-107 EL R

*E pMEFLHPHF 11 £ 050 29p 3 111+ 110 28
p

[DSMB 53 i )
*sk s p 1202201 05p

3. CMUH108-REC1-030 L

[z =% >4 ]

*ik5 %t AL T pertuzumab

4. | CMUH107-REC1-058 ENN
*X rPAFLHF 2022 £ 067 08 p I 2022 & 12 %
07 p
[z 2]

5. | CMUH107-REC1-126 ER N TRAREL T pertuzumab
*E PP AFLHRF 2022060 08 p I 2022 & 12 7
07 p
[z 22 ]
*E%kE 5 L 0 MK-7684AVIBOSTOLIMAB /

6. | CMUH111-REC1-019 % %ﬁf’ﬁ VIBOSTOLIMAB
*F rPFLHF 2022# 057 10p I 2022 & 11 7
09 p

(IR XS |

*R % & AL ¢ sparsentan (RE-021)

*E rMFLHEF 110208 02p I 111 #0877 01
P

7. | CMUH107-REC1-128 ¥ F4h

[z =% 2p42]

*ik5 ¥ 1 4L 1 DS-8201

*% pMAE2 WA 11E#060 09p I 111 & 12 % 08
p

8. | CMUH107-REC1-156 gl 2 A

[z 2p42]
*ik5% %t 2 4L 1 MEDI5752
*% pMAFA W 11#£040 11p 3 111 # 10 ¢ 10

9. | CMUH111-REC1-225 sam |
[ 8= 2432 ]
*kek L4 0 AZD2936
* pPARA M 1112070 06 2 112£ 017 05
p
10. | CMUH108-REC1-067 hiEd | (e 2P

112 # 37 29p ¥ 60 F > x 62 |
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+ ¥
B * g ¥ FRPNZ

R
*Eo% E 5 LA MultiStem®

*E AMRLWEF 12021 & 11 % 26 p 3 2022 & 11 7

25 p

[d#]
E
1. SUSAR Line Listing — 6-month for DS8201
(9Dec2020-8Jun2021)
2. SUSAR Line Listing - 6 Month for DS8201
(9Jun2021-8Dec2021)
3. SUSAR Line Listing 6 Month for DS-8201
(09Dec2021-08Jun2022)
4. SUSAR Line Listing 6 Month for DS-8201
(09Jun2022-08Dec2022)

11. | CMUH110-REC1-026 ER N

[z % 2]

*:Eo%k F 4 L4 © semaglutide s.c.

X pMIEL W 12022 & 102 01 p & 2022 & 12 %
31 p

12. | CMUH111-REC1-208

—
=5
-
K

[z 24dr 4]
*R % & L Enzalutamide
13. | CMUH102-REC1-068 L
*F rPELHPF 10£032 01p 2 111 =08 * 30

p

(2= 2144 ]

*R % # 4 L4 Semaglutide-sc

* rMAFL MR 12022 % 102 01 p 1 2022 & 12
31p

14. | CMUH111-REC1-103

Nt
&
St

(IR XS |

*iRE E $ 1 4L 1 GSK1437173A

*y 2PARL PP 12022 & 057 01 p T 2022 & 10 *
31p

[z 2444 ]

15. | CMUH105-REC1-057 FlAcps | *RsRF L4 0 GSK1437173A

*y 2PARL PP 12021100 13 p T 2022 & 10 *
12 p

[{a7a342p]

*5x A& @ Edition 16

*pogp 12022 & 12 20 B

112 # 37 29p ¥ 6l F % 627
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V& ,
BR| A% S FE PG

(EEIEEIEED

. *iR B E 4 LA ¢ Afimetoran
16. | CMUH110-REC1-225 FLx
*E APEFLHPEF L1 E07 0 27p 1 1122017 26

p

[DSMB -2 &)
17. | CMUH108-REC1-059 HA% [ xR EpH 12023 &30 7p
(eDMC6, 07Mar2023)

[#]

*m % ¢ SMC_08 Memo_18Jan2023

[z8x 2134 ]

KBS LA 0 IMP7068

* ppEFL PR 2020 107 29 p 3 2021 # 10 °
28 p

[z8px 21342 ]

R ES LA 0 IMP7068

* ppEFL YR 2021 & 107 29 p 3 2022 # 10 *
28 p

18. | CMUH110-REC1-094 v AR

k] FRPR -

FR PP EFTE (%)
pd - etk (%)
F87 - 4cg (0@ 3BA)

112 # 37 29p ¥ 62 F > x 62 F




