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. & AR ' s . , o
BREL (& €552 p i 3R 2w Vgt 3 AE R S e
2 S5
#1)
CMUH110 2301GBRO|
1. 2023/1/6 Initial REGORAFENIB [Death 1 A
-REC1-157 04481
(4280A STUDY)
#1) .
CMUH110 2301GBRO Malignant neoplasm
2. 2023/1/6 Followup 1|REGORAFENIB ) 1 A
-REC1-157 04481 progression
(4280A STUDY)
#1) MK-7902
(lenvatinib
mesylate) Capsule
CMUH108 2111CHNO #2) hypophysitis
3. 2021/5/2 Followup 5 N 2 A
-REC1-059 08042 PEMBROLIZUMA [[Hypophysitis]
B (pembrolizumab)
Solution for
injection
#1) MK-7902 ANEMIA
(lenvatinib [Anaemia]
CMUH111 2212FRA0 mesylate) acute respiratory
4. 2022/9/20 Followup 6 ) 1.3 A
-REC1-135 09740 #2) distress
PEMBROLIZUMA |[Respiratory
B (pembrolizumab) [distress]
#1) MK-7902 ANEMIA
(lenvatinib [Anaemia]
CMUH111 2212FRA0 mesylate) acute respiratory
5. 2022/9/20 Followup 7 _ 1.3 A
-REC1-135 09740 #2) distress
PEMBROLIZUMA [[Respiratory
B (pembrolizumab) [distress]
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#1) MK-7902 ANEMIA
(lenvatinib [Anaemia]
CMUH111 2212FRAQ mesylate) acute respiratory
6. 2022/9/20 Followup 8 ] 1.3 A
-REC1-135 09740 #2) distress
PEMBROLIZUMA ([Respiratory
B (pembrolizumab) [distress]
#1) MK-7902 ANEMIA
(lenvatinib [Anaemia]
CMUH111 2212FRAQ mesylate) acute respiratory
7. 2022/9/20 Followup 9 ) 1.3 A
-REC1-135 09740 #2) distress
PEMBROLIZUMA [[Respiratory
B (pembrolizumab) [distress]
Gastrointestinal
Bleed
[Gastrointestinal
#1) MK-7902
o haemorrhage]
(lenvatinib
Acute small bowel
CMUH111 2206GBRO|Followup |mesylate) )
8. 2022/6/9 obstruction [Small 1.3 A
-REC1-135 03507 28 #2) ) )
intestinal
PEMBROLIZUMA )
) obstruction]
B (pembrolizumab) )
Portal Vein
Thrombus [Portal
vein thrombosis]
Gastrointestinal
Bleed
[Gastrointestinal
#1) MK-7902
o haemorrhage]
(lenvatinib
Acute small bowel
CMUH111 2206GBRO|Followup |mesylate) )
9. 2022/6/9 obstruction [Small 1.3 A
-REC1-135 03507 29 #2) ) )
intestinal
PEMBROLIZUMA )
) obstruction]
B (pembrolizumab) )
Portal Vein
Thrombus [Portal
vein thrombosis]
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PRFFAETERRFRAIRRLE G -FAL0 ¢

~F-LoERYZAFEERES( PR
. . & AR ' s ) o
BRI | ™€ %R5|FA DY 32 HE R T *AE % [T
2 S5
#1) MK-7902
(lenvatinib
CMUH111 2211ESPO mesylate) Massive hemoptysis
10. 2022/11/28 Followup 2 ) 123 | A
-REC1-135 09818 #2) [Haemoptysis]
PEMBROLIZUMA
B (pembrolizumab)
Gastrointestinal
Bleed
[Gastrointestinal
#1) MK-7902
o haemorrhage]
(lenvatinib
Acute small bowel
CMUH111 2206GBRO|Followup |mesylate) )
11. 2022/6/9 obstruction [Small 1.3 A
-REC1-135 03507 30 #2) ) )
intestinal
PEMBROLIZUMA )
) obstruction]
B (pembrolizumab) )
Portal Vein
Thrombus [Portal
vein thrombosis]
#1) MK-7902
(lenvatinib
CMUH111 2211ESPO mesylate) Massive hemoptysis
12. 2022/11/28 Followup 3 _ 123 | A
-REC1-135 09818 #2) [Haemoptysis]
PEMBROLIZUMA
B (pembrolizumab)
Gastrointestinal
Bleed
[Gastrointestinal
#1) MK-7902
o haemorrhage]
(lenvatinib
Acute small bowel
CMUH111 2206GBRO|Followup |mesylate) )
13. 2022/6/9 obstruction [Small 1.3 A
-REC1-135 03507 31 #2) ) )
intestinal
PEMBROLIZUMA )
) obstruction]
B (pembrolizumab) )
Portal Vein
Thrombus [Portal
vein thrombosis]
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#1) MK-7902 ANEMIA
(lenvatinib [Anaemia]
CMUH111 2212FRAQ |Followup |mesylate) acute respiratory
14, 2022/9/20 ] 1.3 A
-REC1-135 09740 10 #2) distress
PEMBROLIZUMA ([Respiratory
B (pembrolizumab) [distress]
Gastrointestinal
Bleed
[Gastrointestinal
#1) MK-7902
o haemorrhage]
(lenvatinib
Acute small bowel
CMUH111 2206GBRO|Followup |mesylate) )
15. 2022/6/9 obstruction [Small 1.3 A
-REC1-135 03507 32 #2) ) )
intestinal
PEMBROLIZUMA )
) obstruction]
B (pembrolizumab) )
Portal Vein
Thrombus [Portal
vein thrombosis]
#1) MK-7902
(lenvatinib
CMUH111 2211ESPO mesylate) Massive hemoptysis
16. 2022/11/28 Followup 4 _ 123 | A
-REC1-135 09818 #2) [Haemoptysis]
PEMBROLIZUMA
B (pembrolizumab)
Gastrointestinal
Bleed
[Gastrointestinal
#1) MK-7902
o haemorrhage]
(lenvatinib
Acute small bowel
CMUH111 2206GBRO|Followup |mesylate) )
17. 2022/6/9 obstruction [Small 1.3 A
-REC1-135 03507 33 #2) ) )
intestinal
PEMBROLIZUMA )
) obstruction]
B (pembrolizumab) )
Portal Vein
Thrombus [Portal
vein thrombosis]
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#1) MK-3475 Cardiogenic shock
CMUH107 2211USA0 o
18. 2022/11/16 Followup 6 |Study (Code not Pericarditis 2,3 A
-REC1-174 06600
broken) Pleuritic pain
#1) MK-3475 Cardiogenic shock
CMUH107 2211USAO0 o
19. 2022/11/16 Followup 7|Study (Code not Pericarditis 2,3 A
-REC1-174 06600 o
broken) Pleuritic pain
#1) MK-3475 Cardiogenic shock
CMUH107 2211USA0 o
20. 2022/11/16 Followup 8|Study (Code not Pericarditis 2,3 A
-REC1-174 06600 o
broken) Pleuritic pain
#1) MK-3475 Cardiogenic shock
CMUH107 2211USA0 o
21. 2022/11/16 Followup 9|Study (Code not Pericarditis 2,3 A
-REC1-174 06600 o
broken) Pleuritic pain
#1) MK-3475 Cardiogenic shock
CMUH107 2211USAO (Followup o
22. 2022/11/16 Study (Code not Pericarditis 2,3 A
-REC1-174 06600 10
broken) Pleuritic pain
CMUH109 2022A252 Blinded for NEUTROPENIA
23. 2022/717 follow up 2 _ . 2,3 A
-REC1-150 672 Investigator (Neutropenia)
CMUH109 2022A307 Blinded for
24, 2022/9/2 follow up 2 Hepatitis 2 A
-REC1-150 377 Investigator
CMUH109 2022A307 Blinded for N
25. 2022/9/2 follow up 3 _ Hepatitis 2 A
-REC1-150 377 Investigator
1LINTESTINAL
SUBOCCLUSION
(Intestinal
obstruction) 2,3,4,
] 2.DYSPNEA 7:Impor
CMUH109 2022A354 Blinded for
26. 2022/10/14 follow up 1 ] (Dyspnoea) tant A
-REC1-150 520 Investigator )
3.ABDOMINAL [medical
SUTURE event
DEHISCENCE
(Abdominal wound
dehiscence)
112203 * 01 p % 38 F % 65T
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2,3,
) 7:Impor
CMUH109 2022A371 Blinded for
27. 2022/10/28 Initial _ Hepatitis tant | A
-REC1-150 422 Investigator .
medical
event
CMUH109 2022A373 Blinded for
28. 2022/11/7 Initial _ Pancreatitis 1,3 | A
-REC1-150 865 Investigator
CMUH109 2022A077 Blinded for Pulmonary
29. 2022/2/10 Initial 2,3 A
-REC1-150 266 Investigator embolism
1.ABDOMINAL
SUTURE
DEHISCENCE
. 11 21 31
(Abdominal wound A
dehiscence ’
CMUH109 2022A354 Blinded for 7:impor
30. 2022/10/14 follow up 2 ) 2.DYSPNEA A
-REC1-150 520 Investigator tant
(Dyspnoea) .
medical
3.INTESTINAL
event
SUBOCCLUSION
(Intestinal
obstruction)
1. ABDOMINAL
SUTURE
DEHISCENCE
. 15 2! 31
(Abdominal wound A
) dehiscence '
CMUH109 2022A354 Blinded for 7:1mpor
31. 2022/10/14 follow up 3 _ 2.DYSPNEA A
-REC1-150 520 Investigator tant
(Dyspnoea) )
medical
3.INTESTINAL
event
SUBOCCLUSION
(Intestinal
obstruction)
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2,3,
7:impor
CMUH109 2022A371 Blinded for
32. 2022/10/28 follow up 1 _ Hepatitis tant | A
-REC1-150 422 Investigator .
medical
event
CMUH109 2022A373 Blinded for
33. 2022/11/7 follow up 1 _ Pancreatitis 1,3 | A
-REC1-150 865 Investigator
MENINGEAL
CMUH109 2022A267 Blinded for CARCINOMATOSI
34. 2022/6/29 follow up 3 ) 1,3 A
-REC1-150 597 Investigator S (Metastases to
meninges)
CMUH109 2022A373 Blinded for
35. 2022/11/7 follow up 2 Pancreatitis 1,3 A
-REC1-150 865 Investigator
CMUH109 2022A373 Blinded for
36. 2022/11/7 follow up 3 Pancreatitis 1,3 A
-REC1-150 865 Investigator
DIABETIC
CMUH109 2022A119 Blinded for KETOACIDOSIS
37. 2022/3/15 follow up 3 1,3 A
-REC1-150 875 Investigator (HYPERGLYCEMI
A)
CMUH109 2022A406 Blinded for
38. 2022/4/4 Initial _ Neutropenia 2,4 | A
-REC1-150 253 Investigator
CMUH109 2022A406 Blinded for
39. 2022/4/4 follow up 1 Neutropenia 2,4 A
-REC1-150 253 Investigator
CMUH109 2022A412 Blinded for Neutrophil count
40. 2022/12/19 Initial ) 2 A
-REC1-150 924 Investigator decreased
CMUH109 2022A373 Blinded for
4]. 2022/11/7 follow up 4 ) Pancreatitis 1,3 A
-REC1-150 865 Investigator
CMUH109 2022A412 Blinded for Neutrophil count
42, 2022/12/19 follow up 1 _ 2 A
-REC1-150 924 Investigator decreased
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1.ABDOMINAL
SUTURE
DEHISCENCE
. 11 2! 31
(Abdominal wound A
) dehiscence '
CMUH109 2022A354 Blinded for 7:1mpor
43. 2022/10/14 follow up 4 ) 2.DYSPNEA A
-REC1-150 520 Investigator tant
(Dyspnoea) )
medical
3.INTESTINAL
event
SUBOCCLUSION
(Intestinal
obstruction)
CMUH109 2022A412 Blinded for
44, 2022/12/19 follow up 2 Neutropenia 2 A
-REC1-150 924 Investigator
2,3,
7:1mpor
CMUH109 2021A763 Blinded for )
45. 2021/10/6 follow up 4 Anaphylactic shock | tant A
-REC1-150 146 Investigator )
medical
event
2,3,
7:1mpor
CMUH109 2021A767 Blinded for )
46. 2021/10/7 follow up 8 ] Anaphylactic shock | tant A
-REC1-150 206 Investigator )
medical
event
2,3,
7:1mpor
CMUH109 2022A371 Blinded for HEPATITIS
47. 2022/10/28 follow up 2 ) » tant A
-REC1-150 422 Investigator (Hepatitis) )
medical
event
112203 * 01 p % 41 F > % 65 |




PRFFAETERRFRAIRRLE G -FAL0 ¢

- F-LloERF G AR R
. . & AR ' s . o
BEL|NE M| %A P8 e | TR & *AFE 2 % |[F&
2 S5
1.ABDOMINAL
SUTURE
DEHISCENCE
) 1,23,
(Abdominal wound A
) dehiscence) '
CMUH109 2022A354 Blinded for 7:1mpor
48. 2022/10/14 follow up 5 ) 2.DYSPNEA A
-REC1-150 520 Investigator tant
(Dyspnoea) )
medical
3.INTESTINAL
event
SUBOCCLUSION
(Intestinal
obstruction)
CMUH109 2022A373 Blinded for
49. 2022/11/7 follow up 5 Abdominal pain 1,3 A
-REC1-150 865 Investigator
CMUH109 2023A022 | Blinded for ]
50. 2022/11/5 Initial _ Liver abscess 2,3 | A
-REC1-150 854 Investigator
1. ABDOMINAL
SUTURE
DEHISCENCE
. 11 21 31
(Abdominal wound A
dehiscence) '
CMUH109 2022A354 Blinded for 7:lmpor
51. 2022/10/14 follow up 6 ] 2.DYSPNEA A
-REC1-150 520 Investigator tant
(Dyspnoea) )
medical
3.INTESTINAL
event
SUBOCCLUSION
(Intestinal
obstruction)
a deterioration of
the general
#1) MK-7684A condition [General
Study physical health
CMUH111 2211DEU0
52. 2022/11/23 Initial #2 ) PACLITAXEL |[deterioration] 13 A
-REC1-019 07945 o
#3) mediastinitis due to
CARBOPLATIN  [bronchial
perforation
[Mediastinitis]
112203 * 01 p % 42 F > % 65 |
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Sepsis [Sepsis]
#1) MK-7684A White blood cell
Study count decreased
CMUH111 2210DEUO|Followup [#2) [White blood cell
53. 2022/10/14 2.3 A
-REC1-019 06412 11 PEMETREXED count decreased]
#3) thrombopenia
CARBOPLATIN  [[Thrombocytopenia
]
a deterioration of
the general
#1) MK-7684A condition [General
Study physical health
CMUH111 2211DEUO o
54. 2022/11/23 Followup 1]#2 ) PACLITAXEL |deterioration] 1.3 A
-REC1-019 07945
#3) mediastinitis due to
CARBOPLATIN  [bronchial
perforation
[Mediastinitis]
Sepsis [Sepsis]
#1) MK-7684A White blood cell
Study count decreased
CMUH111 2210DEUO |Followup |#2) [White blood cell
55. 2022/10/14 2.3 A
-REC1-019 06412 12 PEMETREXED count decreased]
#3) thrombopenia
CARBOPLATIN  [[Thrombocytopenia
]
#1) MK-7684A
Study
CMUH111 2301BRA0 Diarrhea
56. 2023/1/10 Initial #2 ) PACLITAXEL | 1.3 A
-REC1-019 05060 [Diarrhoea]
#3)
CARBOPLATIN
#1) MK-7684A
Study )
CMUH111 2301BRA0 Diarrhea
57. 2023/1/10 Followup 1|#2 ) PACLITAXEL ) 1.3 A
-REC1-019 05060 [Diarrhoea]
#3)
CARBOPLATIN
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a deterioration of
the general
#1) MK-7684A condition [General
Study physical health
CMUH111 2211DEU0
58. 2022/11/23 Followup 2 |#2 ) PACLITAXEL |deterioration] 13 A
-REC1-019 07945 o
#3) mediastinitis due to
CARBOPLATIN  [bronchial
perforation
[Mediastinitis]
a deterioration of
the general
#1) MK-7684A condition [General
Study physical health
CMUH111 2211DEUO o
59. 2022/11/23 Followup 3 |#2 ) PACLITAXEL |deterioration] 1.3 A
-REC1-019 07945
#3) mediastinitis due to
CARBOPLATIN  [bronchial
perforation
[Mediastinitis]
a deterioration of
the general
#1) MK-7684A condition [General
Study physical health
CMUH111 2211DEU0 o
60. 2022/11/23 Followup 4 |#2 ) PACLITAXEL |deterioration] 1.3 A
-REC1-019 07945
#3) mediastinitis due to
CARBOPLATIN  [bronchial
perforation
[Mediastinitis]
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a deterioration of
the general
#1) MK-7684A condition [General
Study physical health
CMUH111 2211DEU0
61. 2022/11/23 Followup 5|#2 ) PACLITAXEL (deterioration] 1.3 A
-REC1-019 07945 o
#3) mediastinitis due to
CARBOPLATIN  [bronchial
perforation
[Mediastinitis]
a deterioration of
the general
#1) MK-7684A condition [General
Study physical health
CMUH111 2211DEUO o
62. 2022/11/23 Followup 6 |#2 ) PACLITAXEL |deterioration] 1.3 A
-REC1-019 07945 o
#3) mediastinitis due to
CARBOPLATIN  [bronchial
perforation
[Mediastinitis]
septic shock [Septic
shock]
#1) V937
SEVERE
CMUH109 2210ISR00 #2)
63. 2022/7/26 Followup 7 LICHENOID 1237 A
-REC1-131 0582 PEMBROLIZUMA
5 DERMATITIS
[Lichenoid
keratosis]
septic shock [Septic
shock]
#1) V937
SEVERE
CMUH109 2210ISR00 #2)
64. 2022/7/26 Followup 8 LICHENOID 1237 A
-REC1-131 0582 PEMBROLIZUMA
5 DERMATITIS
[Lichenoid
keratosis]
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LICHENOID
#1) V937 DERMATITIS
CMUH109 22101SR00 #2) [Lichenoid
65. 2022/7/26 Followup 9 1237 A
-REC1-131 0582 PEMBROLIZUMA [keratosis]
B septic shock [Septic
shock]
LICHENOID
#1) V937 DERMATITIS
CMUH109 2210ISR00[Followup [#2) [Lichenoid
66. 2022/7/26 1237 A
-REC1-131 0582 10 PEMBROLIZUMA |keratosis]
B septic shock [Septic
shock]
LICHENOID
#1) V937 DERMATITIS
CMUH109 2210ISR00|Followup [#2) [Lichenoid
67. 2022/7/26 1237 A
-REC1-131 0582 11 PEMBROLIZUMA |keratosis]
B septic shock [Septic
shock]
JNJ-56021927/PLA
202212631
CMUH104 CEBO
68. 2022/12/14(60_0 initial 1.PNEUMONIA 1,3 A
-REC1-116 BICALUTAMIDE/
Blinded
PLACEBO
CAPECITABINE
NEUTROPENIC
CMUH109 2022A276 Lot(s)#: )
69. 2022/8/1 follow up 2 FEVER (Febrile 1,3 A
-REC1-115 095 Y0563B01/B5218B )
neutropenia)
05
CMUH109 2022A364 TRASTUZUMAB
70. 2022/11/2 follow up 1 Febrile neutropenia | 2,3 A
-REC1-115 044 DERUXTECAN
CAPECITABINE
CMUH109 2022A276 Lot(s)#: ) )
71. 2022/8/1 follow up 3 Febrile neutropenia | 1,3 A
-REC1-115 095 Y0563B01/B5218B
05
CMUH109 2022A364 TRASTUZUMAB
72. 2022/11/2 follow up 2 Febrile neutropenia | 2,3 A
-REC1-115 044 DERUXTECAN
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CMUH109 2022A364 TRASTUZUMAB ) )
73. 2022/11/2 follow up 3 Febrile neutropenia | 2,3 A
-REC1-115 044 DERUXTECAN
1.SUSPECT OF
CARINII
PNEUMONIA
(Pneumocystis
jirovecii
pneumonia)
2.DRUG-INDUCE
CMUH109 2022A334 TRASTUZUMAB |D OF ILD
74. 2022/9/22 follow up 3 N 1,3 | A
-REC1-115 447 DERUXTECAN [(Interstitial lung
disease)
3.ANOREXIA
(Decreased
appetite)
4.COVID-19
INFECTION
(COVID-19)
2,3,
7:1mpor
CMUH109 2022A400 TRASTUZUMAB -
75. 2022/12/7 follow up 1 Pneumonitis tant A
-REC1-115 981 DERUXTECAN )
medical
event
2,3,
7:1mpor
CMUH109 2022A400 TRASTUZUMAB -
76. 2022/12/7 follow up 2 Pneumonitis tant A
-REC1-115 981 DERUXTECAN )
medical
event
1,23,
7:1mpor
CMUH109 2022A400 TRASTUZUMAB
17. 2022/12/7 follow up 3 Pneumonitis tant A
-REC1-115 981 DERUXTECAN )
medical
event
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1.E.
COLI-ASSOCIATE
D BACTERIAL
PYELONEFRITIS
CMUH109 2022A317 TRASTUZUMAB |2.MULTIFACTORI |1, 2, 3,
78. 2022/8/31 follow up 4 A
-REC1-115 255 DERUXTECAN [ALACUTELIVER| 4
FAILURE (Acute
hepatic failure)
(Escherichia
pyelonephritis)
1,23,
7:1mpor
CMUH109 2022A400 TRASTUZUMAB -
79. 2022/12/7 follow up 4 Pneumonitis tant A
-REC1-115 981 DERUXTECAN )
medical
event
Myocardial
#1) MK-3475
CMUH108 2204TURO infarction
80. 2022/4/8 Followup 4 |Study (Code not ) 2,3 A
-REC1-036 04130 [Myocardial
broken) ] )
infarction]
Myocardial
#1) MK-3475
CMUH108 2204TURO infarction
81. 2022/4/8 Followup 5 |Study (Code not ) 2,3 A
-REC1-036 04130 [Myocardial
broken) ] )
infarction]
#1) MK-3475 Diabetic
(pembrolizumab)  [ketoacidosis
Solution for [Diabetic
CMUH110 21111TA01L [Followup |injection ketoacidosis]
82. 2021/11/26 2,3 A
-REC1-156 0270 20 #2 ) BCG LIVE COVID-related
(BCG live) Powder |pneumonia
For Instillation [COVID-19
Fluid pneumonia]
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#1) MK-3475 o
) Hypothyroidism
(pembrolizumab) o
[Hypothyroidism]
Solution for _
Worsening of
CMUH110 2210POLO injection )
83. 2022/10/20 Followup 5 arterial 1,3 A
-REC1-156 08468 #2 ) BCG LIVE )
) hypertension
(BCG live) Powder )
[Hypertension]
For Instillation . )
Ascites [Ascites]
Fluid
#1) MK-3475 Diabetic
(pembrolizumab)  [ketoacidosis
Solution for [Diabetic
CMUH110 2111ITAOL |Followup [injection ketoacidosis]
84. 2021/11/26 2,3 A
-REC1-156 0270 21 #2)BCG LIVE COVID-related
(BCG live) Powder [pneumonia
For Instillation [COVID-19
Fluid pneumonia]
DIARREHA
[Diarrhoea]
Pancreatitis
[Pancreatitis]
CMUH110 2212BRA0 immune-mediated
85. 2022/12/24 Initial #1) MK-7902 N 1,3 A
-REC1-045 11321 hepatitis
[Immune-mediated
hepatitis]
Nephritis
[Nephritis]
diarrhea [Diarrhoea]
bloody stool
#1) MK-7902 [Haematochezia]
CMUH110 2208FRAQ )
86. 2022/7/24 Followup 2|#2 ) ETHIODIZED |alteration of general | 2, 3 A
-REC1-045 00120 N
OIL condition [General
physical health
deterioration]
112 # 03 * 01 p % 49 7 > % 65 |
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87.

CMUH110
-REC1-045

2022/12/24

2212BRA0
11321

Followup 1

#1) MK-7902

immune-mediated
hepatitis
[Immune-mediated
hepatitis]
DIARREHA
[Diarrhoea]
Nephritis
[Nephritis]
Pancreatitis

[Pancreatitis]

13

88.

CMUH110
-REC1-045

2022/7/24

2208FRAOQ
00120

Followup 3

#1) MK-7902
Study

#2 ) ETHIODIZED
OIL

diarrhea [Diarrhoea]
bloody stool
[Haematochezia]
alteration of general
condition [General
physical health

deterioration]

2,3

89.

CMUH110
-REC1-045

2022/12/24

2212BRA0
11321

Followup 2

#1) MK-7902

immune-mediated
hepatitis
[Immune-mediated
hepatitis]
DIARREHA
[Diarrhoea]
Nephritis
[Nephritis]
Pancreatitis

[Pancreatitis]

1,3

90.

CMUH110
-REC1-045

2022/7/24

2208FRAOQ
00120

Followup 4

#1) MK-7902
Study

#2 ) ETHIODIZED
OIL

diarrhea [Diarrhoea]
bloody stool
[Haematochezia]
alteration of general
condition [General
physical health

deterioration]

2,3
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91.

CMUH110
-REC1-045

2022/7/24

2208FRAQ
00120

Followup 5

#1) MK-7902
Study

#2 ) ETHIODIZED
OIL

diarrhea [Diarrhoea]
bloody stool
[Haematochezia]
alteration of general
condition [General
physical health

deterioration]

2,3

92.

CMUH110
-REC1-045

2022/12/24

2212BRA0
11321

Followup 3

#1) MK-7902

immune-mediated
hepatitis
[Immune-mediated
hepatitis]
DIARREHA
[Diarrhoea]
Nephritis
[Nephritis]
Pancreatitis

[Pancreatitis]

1,3

93.

CMUH110
-REC1-045

2022/12/24

2212BRA0
11321

Initial

#1) MK-7902

DIARREHA
[Diarrhoea]
Pancreatitis
[Pancreatitis]
immune-mediated
hepatitis
[Immune-mediated
hepatitis]

Nephritis
[Nephritis]

1,3

94.

CMUH110
-REC1-045

2022/7/24

2208FRAOQ
00120

Followup 2

#1) MK-7902
#2 ) ETHIODIZED
OIL

diarrhea [Diarrhoea]
bloody stool
[Haematochezia]
alteration of general
condition [General
physical health

deterioration]

2,3
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95.

CMUH110
-REC1-045

2022/12/24

2212BRA0
11321

Followup 1

#1) MK-7902

immune-mediated
hepatitis
[Immune-mediated
hepatitis]
DIARREHA
[Diarrhoea]
Nephritis
[Nephritis]
Pancreatitis

[Pancreatitis]

13

96.

CMUH110
-REC1-045

2022/7/24

2208FRAOQ
00120

Followup 3

#1) MK-7902
Study

#2 ) ETHIODIZED
OIL

diarrhea [Diarrhoea]
bloody stool
[Haematochezia]
alteration of general
condition [General
physical health

deterioration]

2,3

97.

CMUH110
-REC1-045

2022/12/24

2212BRA0
11321

Followup 2

#1) MK-7902

immune-mediated
hepatitis
[Immune-mediated
hepatitis]
DIARREHA
[Diarrhoea]
Nephritis
[Nephritis]
Pancreatitis

[Pancreatitis]

1,3

98.

CMUH110
-REC1-045

2022/7/24

2208FRAOQ
00120

Followup 4

#1) MK-7902
Study

#2 ) ETHIODIZED
OIL

diarrhea [Diarrhoea]
bloody stool
[Haematochezia]
alteration of general
condition [General
physical health

deterioration]

2,3
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diarrhea [Diarrhoea]
bloody stool
#1) MK-7902
[Haematochezia]
CMUH110 2208FRA0 Study ]
99. 2022/7/24 Followup 5 alteration of general | 2,3 A
-REC1-045 00120 #2 ) ETHIODIZED N
condition [General
OIL
physical health
deterioration]
immune-mediated
hepatitis
[Immune-mediated
hepatitis]
CMUH110 2212BRA0 DIARREHA
100. 2022/12/24 Followup 3|#1 ) MK-7902 _ 1,3 A
-REC1-045 11321 [Diarrhoea]
Nephritis
[Nephritis]
Pancreatitis
[Pancreatitis]
Upper airway
Odronextamab obstruction,
CMUH108 2020-7019 [Follow up o )
101. 2020/8/13 (Odronextamab) Bacterial infection, 2,3 A
-REC1-055 1 4 . .
Infusion Cytokine release
syndrome
Odronextamab Cytomegalovirus
CMUH108 2021-7099 (Follow up ) ) )
102. 2021/7/23 (Odronextamab) infection, Septic 2,3 A
-REC1-055 4 3 )
Infusion shock
Odronextamab Cytomegalovirus
CMUH108 2021-7099 (Follow up ] ) )
103. 2021/7/23 (Odronextamab) infection, Septic 2,3 A
-REC1-055 4 4
Infusion shock
Progressive
Odronextamab
CMUH108 2021-9972 |Follow up multifocal
104. 2021/11/4 (Odronextamab) 2,3 A
-REC1-055 4 1 ) leukoencephalopath
Infusion
y
112203 * 01 p % 53 > x 65 |
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Progressive
Odronextamab
CMUH108 2021-9972 |Follow up multifocal
105. 2021/11/4 (Odronextamab) 2,3 A
-REC1-055 4 2 ) leukoencephalopath
Infusion
y
Progressive
Odronextamab ]
CMUH108 2021-9972 |Follow up multifocal
106. 2021/10/25 (Odronextamab) 123 | A
-REC1-055 4 3 ] leukoencephalopath
Infusion
y
Progressive
Odronextamab
CMUH108 2021-9972 |Follow up multifocal
107. 2021/10/25 (Odronextamab) 123 | A
-REC1-055 4 4 ) leukoencephalopath
Infusion
y
Odronextamab )
CMUH108 2022-1302 | Supraventricular
108. 2022/1/10 Initial (Odronextamab) ) 2,3 A
-REC1-055 8 ) tachycardia
Infusion
Odronextamab )
CMUH108 2022-1302 |Follow up Supraventricular
109. 2022/1/9 (Odronextamab) ) 2,3 A
-REC1-055 8 1 tachycardia
Infusion
1,2,3,7
Odronextamab ) (medica
CMUH108 2022-1302 |Follow up Supraventricular
110. 2022/1/9 (Odronextamab) ) Iy A
-REC1-055 8 2 tachycardia
Infusion signific
ant)
Cytomegalovirus
Odronextamab
CMUH108 2022-1412 ( . infection
111. 2022/1/8 Initial (Odronextamab) o 2,3 A
-REC1-055 3 ) reactivation,
Infusion ]
Pneumonia
Cytomegalovirus
Odronextamab ) )
CMUH108 2022-1412 |Follow up infection
112. 2022/1/8 (Odronextamab) o 123 | A
-REC1-055 3 1 reactivation,
Infusion i
Pneumonia
112 # 03 * 01 p % 54 F > % 65
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Cytomegalovirus
Odronextamab infection
CMUH108 2022-1412 |Follow up o
113. 2022/1/8 (Odronextamab) reactivation, 123 | A
-REC1-055 2
Infusion Pneumonia
cytomegaloviral
Cytomegalovirus
Odronextamab infection
CMUH108 2022-1412 |Follow up o
114. 2022/1/8 (Odronextamab) reactivation, 123 | A
-REC1-055 3 ) )
Infusion Pneumonia
cytomegaloviral
Cytomegalovirus
Odronextamab infection
CMUH108 2022-1412 |Follow up o
115. 2022/1/8 (Odronextamab) reactivation, 123 | A
-REC1-055 4 ) )
Infusion Pneumonia
cytomegaloviral
Odronextamab
CMUH108 2022-1760 Coronavirus
116. 2022/1/20 Initial (Odronextamab) | ] 2,3 A
-REC1-055 9 ) infection
Infusion
Coronavirus
Odronextamab infection,
CMUH108 2022-1760 [Follow up
117. 2022/1/20 (Odronextamab) COVID-19 123 | A
-REC1-055 9 1
Infusion pneumonia, Fungal
infection
COVID-19,
Odronextamab
CMUH108 2022-1760 |Follow up COVID-19
118. 2022/1/20 (Odronextamab) ) 123 | A
-REC1-055 9 3 ) pneumonia,
Infusion ) )
Systemic mycosis
COVID-19,
Odronextamab
CMUH108 2022-1760 |Follow up COVID-19
119. 2022/1/20 (Odronextamab) ) 123 A
-REC1-055 9 5 ) pneumonia,
Infusion ) )
Systemic mycosis
COVID-19,
Odronextamab
CMUH108 2022-1760 |Follow up COVID-19
120. 2022/1/20 (Odronextamab) ) 123 | A
-REC1-055 9 6 pneumonia,
Infusion . .
Systemic mycosis
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COVID-19,
Odronextamab
CMUH108 2022-1760 |Follow up COVID-19
121. 2022/1/20 (Odronextamab) 1,2,3
-REC1-055 9 7 ) pneumonia,
Infusion . .
Systemic mycosis
Odronextamab COVID-19,
CMUH108 2022-3492 (Follow up )
122. 2022/2/28 (Odronextamab) Pneumocystis 1,2,3
-REC1-055 2 3 ) - . )
Infusion jirovecii infection
Odronextamab COVID-19,
CMUH108 2022-3492 (Follow up )
123. 2022/2/28 (Odronextamab) Pneumocystis 1,2,3
-REC1-055 2 4
Infusion jirovecii infection
Odronextamab
CMUH108 2022-4052 o )
124. 2022/3/18 Initial (Odronextamab) Escherichia sepsis 1
-REC1-055 8 )
Infusion
Odronextamab pneumonia,
CMUH108 2022-4571(
125. 2022/3/30 Initial (Odronextamab) COVID-19 1,3
-REC1-055 8
Infusion pneumonia
Multiple organ
dysfunction
syndrome,
Pancreatitis,
Tachycardia, Blood
Odronextamab
CMUH108 2022-4957 |Follow up bilirubin increased,
126. 2022/4/6 (Odronextamab) _ 1,3
-REC1-055 1 4 ) Septic shock,
Infusion )
Cytokine release
syndrome,
Disseminated
intravascular
coagulation
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Multiple organ
dysfunction
syndrome,
Pancreatitis,
Tachycardia, Blood
Odronextamab
CMUH108 2022-4957 |Follow up bilirubin increased,
127. 2022/4/7 (Odronextamab) _ 1,3 A
-REC1-055 5 ) Septic shock,
Infusion .
Cytokine release
syndrome,
Disseminated
intravascular
coagulation
COVID-19,
Odronextamab )
CMUH108 2022-5098 |Follow up Cytomegalovirus
128. 2022/3/22 (Odronextamab) N ) 2,3 A
-REC1-055 0 1 colitis, Cardiac
Infusion
arrest
Cytomegalovirus
Odronextamab - )
CMUH108 2022-5098 |Follow up colitis, Cardiac
129. 2022/3/22 (Odronextamab) 123 | A
-REC1-055 0 2 arrest, COVID-19
Infusion .
pneumonia
Odronextamab
CMUH108 2022-5406 | Platelet count
130. 2022/4/14 Initial (Odronextamab) 2 A
-REC1-055 7 ) decreased
Infusion
Platelet count
Odronextamab decreased,
CMUH108 2022-5406 |Follow up ]
131. 2022/4/14 (Odronextamab) Haemophagocytic 1,2 A
-REC1-055 7 1 ] o )
Infusion lymphohistiocytosis
, Metabolic acidosis
Platelet count
Odronextamab decreased,
CMUH108 2022-5406 |Follow up )
132. 2022/4/14 (Odronextamab) Haemophagocytic 1,2 A
-REC1-055 7 2 ) o )
Infusion lymphohistiocytosis
, Metabolic acidosis
112203 * 01 p % 57 F % 65 |
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Odronextamab )
CMUH108 2022-5428 |Follow up Pneumonia,
133. 2022/4/14 (Odronextamab) _ ) 13 A
-REC1-055 5 2 Bacterial sepsis
Infusion
Odronextamab
CMUH108 2022-5428 |Follow up Pneumonia,
134. 2022/4/14 (Odronextamab) _ ) 1.3 A
-REC1-055 5 3 ) Bacterial sepsis
Infusion
Odronextamab
CMUH108 2022-0989 | )
135. 2022/7/22 Initial (Odronextamab) Bacteraemia 2,3 A
-REC1-055 99 )
Infusion
Odronextamab
CMUH108 2022-0989 [Follow up )
136. 2022/7/22 (Odronextamab) Bacteraemia 2,3 A
-REC1-055 99 1 )
Infusion
Odronextamab ) )
CMUH108 2022-0997 Systemic candida,
137. 2022/6/26 Initial (Odronextamab) ) ) 13 A
-REC1-055 03 Pneumonia, Sepsis
Infusion
Haemophagocytic
lymphohistiocytosis
Odronextamab , Monoparesis,
CMUH108 2022-1011 [Follow up ] )
138. 2022/8/1 (Odronextamab) Epstein-Barr virus | 1,34 [ A
-REC1-055 21 2 ] )
Infusion associated
lymphoproliferative
disorder
Odronextamab Platelet count
CMUH108 2022-1070 | )
139. 2022/8/13 Initial (Odronextamab) decreased, Cytokine| 2,3 A
-REC1-055 72 ]
Infusion release syndrome
Odronextamab Platelet count
CMUH108 2022-1070 (Follow up )
140. 2022/8/13 (Odronextamab) decreased, Cytokine| 2,3 A
-REC1-055 72 1 )
Infusion release syndrome
Platelet count
Odronextamab )
CMUH108 2022-1070 |Follow up decreased, Cytokine
141. 2022/8/13 (Odronextamab) 123 | A
-REC1-055 72 2 ) release syndrome,
Infusion
death
112203 * 01 p % 58 % 65 |




PRFFAETERRFRAIRRLE G -FAL0 ¢

- - A - 2, 2% 4, 4 ]
~F- I ERFZXFRERES(L PR
) % 3 ap , - ) oy
BRI | ™€ %R5|FA DY 32 HE R T *AE 5% [
2+ ML
Platelet count
Odronextamab ]
CMUH108 2022-1070 |Follow up decreased, Cytokine
142. 2022/8/13 (Odronextamab) 123 | A
-REC1-055 72 3 ) release syndrome,
Infusion
death
Platelet count
Odronextamab )
CMUH108 2022-1070 |Follow up decreased, Cytokine
143. 2022/8/13 (Odronextamab) 123 | A
-REC1-055 72 4 release syndrome,
Infusion
death
Odronextamab
CMUH108 2022-1121 (Follow up
144, 2022/8/20 (Odronextamab) Pneumonia 1,3 A
-REC1-055 09 1 )
Infusion
Odronextamab
CMUH108 2022-1121 |Follow up Pneumonia, Septic
145. 2022/8/20 (Odronextamab) 1,3 A
-REC1-055 09 2 ) shock
Infusion
Odronextamab Pneumocystis
CMUH108 2022-1168 |Follow up . .
146. 2022/9/5 (Odronextamab)  |jirovecii 2,3 A
-REC1-055 76 1
Infusion pneumonia, Rash
Pneumocystis
Odronextamab
CMUH108 2022-1168 |Follow up jirovecii
147. 2022/9/5 (Odronextamab) ) 123 | A
-REC1-055 76 2 ) pneumonia, Rash,
Infusion ) ]
Respiratory failure
Pneumocystis
Odronextamab
CMUH108 2022-1168 |Follow up jirovecii
148. 2022/9/5 (Odronextamab) 123 | A
-REC1-055 76 3 ) pneumonia, Rash,
Infusion ) ]
Respiratory failure
Pneumocystis
Odronextamab § N
CMUH108 2022-1168 |Follow up jirovecii
149. 2022/9/5 (Odronextamab) ) 123 | A
-REC1-055 76 4 pneumonia, Rash,
Infusion
Respiratory failure
Pneumocystis
Odronextamab Ny Ny
CMUH108 2022-1168 |Follow up jirovecii
150. 2022/9/5 (Odronextamab) ) 123 | A
-REC1-055 76 5 pneumonia, Rash,
Infusion
Respiratory failure
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Odronextamab Pneumocystis
CMUH108 2022-1168 |Follow up . .
151. 2022/9/5 (Odronextamab) jirovecii 123 | A
-REC1-055 76 6
Infusion pneumonia, Rash
Pneumonia fungal,
Odronextamab -
CMUH108 2022-1202 |Follow up Interstitial lung
152. 2022/9/8 (Odronextamab) _ ] 13 A
-REC1-055 06 2 disease, Cytokine
Infusion
release syndrome
Odronextamab Pneumonia fungal,
CMUH108 2022-1202 |Follow up
153. 2022/9/8 (Odronextamab) Interstitial lung 1 A
-REC1-055 06 3
Infusion disease
Odronextamab
CMUH108 2022-1357 |Follow up
154. 2022/10/19 (Odronextamab) Mouth ulceration 2,3 A
-REC1-055 21 2 )
Infusion
Odronextamab Dyspnoea, Retinal
CMUH108 2022-1418 |Follow up ] )
155. 2022/10/19 (Odronextamab) vein occlusion, 1,3 A
-REC1-055 97 1 ]
Infusion death
Odronextamab Respiratory failure,
CMUH108 2022-1418 |Follow up ]
156. 2022/10/19 (Odronextamab) Dyspnoea, Retinal 1,3 A
-REC1-055 97 2 ] )
Infusion artery occlusion
Odronextamab Respiratory failure,
CMUH108 2022-1418 |Follow up ) ]
157. 2022/10/19 (Odronextamab) Pneumonia, Retinal | 1,3 A
-REC1-055 97 3 ] )
Infusion artery occlusion
Odronextamab Respiratory failure,
CMUH108 2022-1418 [Follow up
158. 2022/10/19 (Odronextamab) Pneumonia, Retinal | 1,23 | A
-REC1-055 97 4
Infusion artery occlusion
Odronextamab Respiratory failure,
CMUH108 2022-1418 [Follow up
159. 2022/10/19 (Odronextamab) Pneumonia, Retinal | 1,3 A
-REC1-055 97 5
Infusion artery occlusion
Coronavirus
Odronextamab infection,
CMUH108 2022-1760 |Follow up
160. 2022/1/20 (Odronextamab) COVID-19 123 A
-REC1-055 9 2 ) )
Infusion pneumonia, Fungal
infection
112203 * 01 p % 60 F > % 65 |
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COVID-19
Odronextamab
CMUH108 2022-1760 |Follow up pneumonia,
161. 2022/1/20 (Odronextamab) ) ) 123 | A
-REC1-055 9 8 ) systemic mycosis,
Infusion
COVID-19
#1)
CMUH102 PV202200 Death [Unknown
162. 2022/11/27 Initial ENZALUTAMIDE 1 A
-REC1-068 117702 cause of death]
(Code not broken)
#1)
ENZALUTAMIDE;
PLACEBO (Code
Follow up |not broken)
CMUH102 PV202200 ) ) )
163. 2022/11/16 1(downgra |#2 ) *Leuprorelin  [bilateral pneumonia 1 A
-REC1-068 110145
de) Acetate
(LEUPRORELIN
ACETATE)
Unknown
#1)
CMUH102 PV202200 [Follow up Death [Unknown
164. 2022/11/27 ENZALUTAMIDE 1 A
-REC1-068 117702 1 cause of death]
(Code not broken)
#1)
CMUH102 PV202200 Cause of death
165. 2022/12/25 Initial ENZALUTAMIDE 1 A
-REC1-068 132619 unknown
(Code not broken)
#1)
CMUH102 PV202200 [Follow up Cause of death
166. 2022/12/25 ENZALUTAMIDE 1 A
-REC1-068 132619 1 unknown
(Code not broken)
#1)
CMUH102 PV202300 Death [unknown
167. 2022/12/31 Initial ENZALUTAMIDE 1 A
-REC1-068 005327 cause of death]
(Code not broken)
Follow up |#1)
CMUH102 PV202300 Suspected
168. 2022/12/27 1(downgra |[ENZALUTAMIDE 1 A
-REC1-068 005327 COVID-19
de) (Code not broken)
112203 * 01 p % 61 F > % 65 F
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CMUH102
-REC1-068

169. 2022/12/25

132619

PV202200 (2

Follow up

e)

(downgrad

prostate tumor
#1)
ENZALUTAMIDE
(Code not broken)

[Neoplasm
progression]heart 1

failure [Heart

failure]
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1. CMUH110-REC1-112

[z % 2HR2])

*R % & AL Brazikumab
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11 p
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2. CMUH107-REC1-189

3B Y AL
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8. CMUH109-REC1-104 A
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