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#1)
PEMETREXED
CMUH103- 1710ESTOO|Followup PNEUMONIA
14. 2017/10/3 #2) ) 1231 A
REC1-123 2739 8 [Pneumonia]
CARBOPLATI
N
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#1)
PACLITAXEL ) )
anemia [Anaemia]
#2) . .
hypotension, drug-induced
CARBOPLATI )
[Hypotension]
CMUH103- 1601PHLO0O0|Followup N
15. 2016/1/11 acute coronary syndrome | 2.3 | A
REC1-123 4551 5 #3)
[Acute coronary syndrome]
LOSARTAN A | )
oglycemia
POTASSIUM [Hyp gly -
ypoglycaemia
#4) ISOKET
#5) insulin
#1)
PACLITAXEL Suspected pulmonary
CMUH103- 1611CHNO [Followup )
16. 2016/10/30 #2) embolism [Pulmonary [1.2.3| A
REC1-123 00232 16 )
CARBOPLATI embolism]
N
pulmonary sepsis
#1) _
[Pulmonary sepsis]
PEMETREXED| _ _
CMUH103- 1608BRAO |Followup febrile neutropenia [Febrile
17. 2016/8/19 #2) ) 1231 A
REC1-123 11687 10 neutropenia]
CARBOPLATI T
N neutropenic colitis
[Neutropenic colitis]
#1)
CARBOPLATI
CMUH103- 1707CHNO |Followup unknown cause of death
18. 2017/2/15 N 1 A
REC1-123 00355 4 [Death]
#2)
PACLITAXEL
anemia [Anaemia]
#1) . .
Febrile neutropenia
PEMETREXED ) )
CMUH103- 1512BRAO [Followup [Febrile neutropenia]
19. 2015/11/6 #2) 123 A
REC1-123 07876 3 Pseudomembranous colitis
CARBOPLATI
N [Pseudomembranous
colitis]
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Pulmonary fistula
#1) [Pulmonary fistula]
PACLITAXEL pulmonary sepsis
CMUH103- 1611BRAO |Followup ]
20. 2016/10/19 #2) [Pulmonary sepsis] 123 A
REC1-123 00279 16
CARBOPLATI respiratory infection
N [Respiratory tract
infection]
#1) MK-3475 malignant neoplasm
CMUH103- 1603PEROO(Followup ) ) )
21. 2016/3/2 (pembrolizumab| progression [Malignant |1.2.3| A
REC1-123 4463 14 ]
) neoplasm progression]
#1) MK-3475 Sepsis [Sepsis]
CMUH103- 1510BRAO |Followup ) i .
22. 2015/10/2 (pembrolizumab |Pneumonitis [Pneumonitis] | 1.2.3| A
REC1-123 07228 29 ) )
) Pneumonia [Pneumonia]
#1)
PEMETREXED
CMUH103- 1710ESTOO0[Followup PNEUMONIA
23. 2017/10/3 #2) 1.23] A
REC1-123 2739 9 [Pneumonia]
CARBOPLATI
N
Suspected myocardial
infarction [Myocardial
infarction]
#1) MK-3475 o
CMUH103- 1711CHNO [Followup ) Coagulation disorders
24, 2017/10/30 (pembrolizumab 13| A
REC1-123 04846 19 ) [Coagulopathy]
upper respiratory infection
[Upper respiratory tract
infection]
LSKBP-18-
CMUH105- follow up o ) o
25. 2018/4/11 | KOR-0007 Apatinib Acute kidney injury 1,3 A
REC1-156 1
2
AVELUMAB;
OXALIPLATIN
CMUH105- E2B_80084
26. 2017/9/27 FU2 ; Strong headache 131 A
REC1-072 773
FLUOROURAC
IL
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Anorexia, Abdominal
CMUH105- AVELUMAB; bloating/ascities,
27. 2017/4/25 | 9010900 | 1;3 A
REC1-072 OXALIPLATIN Abdominal
bloating/ascities
AVELUMAB;
OXALIPLATIN
CMUH105- E2B_ 80084
28. 2017/9/27 FU3 ; Strong headache 1.3 A
REC1-072 773
FLUOROURAC
IL
AVELUMAB;
OXALIPLATIN
CMUH105- . .
29. 2017/4/17 | 9004208 FU3 ; Disease progression 1 A
REC1-072
FLUOROURAC
IL
AVELUMAB;
OXALIPLATIN
CMUH105- E2B_80084 S
30. 2017/9/27 FU6 ; Carcinosis meningitis 131 A
REC1-072 773
FLUOROURAC
IL
AVELUMAB;
OXALIPLATIN
CMUH105- E2B_80084
31. 2017/9/27 FU4 ; Strong headache 131 A
REC1-072 773
FLUOROURAC
IL
AVELUMAB;
OXALIPLATIN
CMUH105- E2B_80084
32. 2017/9/27 FU5 ; Strong headache 131 A
REC1-072 773
FLUOROURAC
IL
OXALIPLATIN
CMUH105- ; _
33. 2017/11/20 | 8205735 FU5 Sepsis 1;3 A
REC1-072 CAPECITABIN
E
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OXALIPLATIN
CMUH105- ; ]
34. 2017/11/20 | 8205735 FUG6 Sepsis 1;3 A
REC1-072 CAPECITABIN
E
OXALIPLATIN
CMUH105- ; ]
35. 2017/11/20 | 8205735 FU7 Sepsis 1;3 A
REC1-072 CAPECITABIN
E
OXALIPLATIN
CMUH105- E2B_90022 ; Acute myocardial
36. 2018/2/9 | o 23| A
REC1-072 713 CAPECITABIN infarction
E
OXALIPLATIN
CMUH105- E2B_90022 ; Acute myocardial
37. 2018/2/9 FU1 S 23| A
REC1-072 713 CAPECITABIN infarction
E
AVELUMAB;
OXALIPLATIN
CMUH105- E2B_80084 .
38. 2017/9/27 FU7 ; Metastases to meninges | 1;3 [ A
REC1-072 773
FLUOROURAC
IL
AVELUMAB;
OXALIPLATIN
CMUH105- E2B_80084 .
39. 2017/9/27 FU8 ; Metastases to meninges | 1;3 [ A
REC1-072 773
FLUOROURAC
IL
OXALIPLATIN
CMUH105- E2B_80057 ; N
40. 2016/12/24 FU8 Gastroenteritis 131 A
REC1-072 800 CAPECITABIN
E
OXALIPLATIN
CMUH105- ;
41. 2017/11/22 | 8206384 FU1l Pulmonary embolism 1 A
REC1-072 FLUOROURAC
IL
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1.Worsening of acute
kidney injury [Acute
FINERENONE kidney injury]
CMUH105- 2018-00714 . or PLACEBO 2.Anemia [Anaemia]
42. 2018/1/8 Initial ] o 23 [ A
REC1-094 8 (FINERENONE|  3.acute kidney injury
) Tablet [Acute kidney injury]
4.worsening left heel
wound [Limb injury]
Stroke [Cerebrovascular
#1)
accident]
PEMETREXED _ _
CMUH103- 1607BRAO [Followup Alanine aminotransferase
43. 2016/7/11 #2) _ _ 234 A
REC1-123 06528 8 increased [Alanine
CARBOPLATI )
N aminotransferase
increased]
Stroke [Cerebrovascular
#1)
accident]
PEMETREXED _ _
CMUH103- 1607BRAO |Followup Alanine aminotransferase
44, 2016/7/11 #2) _ _ 234 A
REC1-123 06528 9 increased [Alanine
CARBOPLATI )
N aminotransferase
increased]
#1) . . .
febril neutropenia [Febrile
CARBOPLATI ]
CMUH103- 1602PEROO(Followup neutropenia]
45, 2016/2/9 N ) 23 [ A
REC1-123 6636 6 42) Neutropenia grade 1V
[Neutropenia]
PACLITAXEL
Pneumonitis [Pneumonitis]
thrombocytopenia
[Thrombocytopenia]
#1) MK-3475 ) ) )
CMUH103- 1509TURO |Followup ) Lung infection (klebsiella
46. 2015/8/31 (pembrolizumab _ 123 A
REC1-123 01265 30 ) pneumoniae) [Pneumonia
klebsiella]
Pulmonary embolism
[Pulmonary embolism]
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#1) MK-3475 Sepsis [Sepsis]
CMUH103- 1510BRAO [Followup
47. 2015/10/2 (pembrolizumab | Pneumonitis [Pneumonitis] | 1.2.3| A
REC1-123 07228 30
) Pneumonia [Pneumonia]
#1) MK-3475 malignant neoplasm
CMUH103- 1603PEROO(Followup ) ) )
48. 2016/3/2 (pembrolizumab| progression [Malignant |1.2.3| A
REC1-123 4463 15 )
) neoplasm progression]
#1)
PEMETREXED ] ]
CMUH103- 1603PHLO1|Followup Acute Respiratory Distress
49, 2016/3/1 #2) ) ] 1.23] A
REC1-123 0410 12 [Respiratory distress]
CARBOPLATI
N
#1)
CETUXIMAB
#2) Fibrile neutropenia [Febrile
CMUH104- 1609USAO |Followup| CARBOPLATI neutropenia]
50. 2016/9/26 o 23 [ A
REC1-039 14746 11 N Gl toxicity
#3) [Gastrointestinal toxicity]
5-FLUOROUR
ACIL
#1) MK-3475
(pembrolizumab
)
#2)
CISPLATIN
CMUH104- 1708HUNO |Followup unknown cause of death
51. 2017/7/4 #3) 1 A
REC1-039 10797 4 [Death]
FLUOROURAC
IL
#4)
CARBOPLATI
N
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52.

CMUH104-
REC1-039

2016/9/26

1609USA0
14746

Followup
12

#1)
CETUXIMAB
#2)
CARBOPLAT]I
N
#3)
5-FLUOROUR
ACIL

Fibrile neutropenia [Febrile
neutropenia]
Gl toxicity

[Gastrointestinal toxicity]

2.3

53.

CMUH104-
REC1-039

2017/7/4

1708HUNO
10797

Followup
5

#1) MK-3475
(pembrolizumab
)

#2)
CISPLATIN
#3)
FLUOROURAC
IL
#4)
CARBOPLATI
N

unknown cause of death
[Death]

54,

CMUH104-
REC1-039

2016/5/4

1605USA0
05123

Followup
19

#1) MK-3475
(pembrolizumab
)

#2)
5-FLUOROUR
ACIL
#3)
CARBOPLATI
N

Laryngeal edema (Grade 4)
[Laryngeal oedema]

Sepsis [Sepsis]

2.3
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#1) MK-3475
(pembrolizumab ) )
| septic shock [Septic shock]
42) Bleeding on tumor
CMUH104- 1701TURO |Followup [Tumour haemorrhage]
55. 2017/1/6 CARBOPLATI ) 1231 A
REC1-039 04794 36 N Patient's PEG hose out
[Complication associated
#3) . .
with device]
5-FLUOROUR
ACIL
#1)
CETUXIMAB
#2) .
CMUH104- 1606PHLO00|Followup Hypoxemia secondary to
56. 2016/6/14 5-FLUOROUR o _ A
REC1-039 7920 4 aspiration [Hypoxia]
ACIL
#3)
CISPLATIN
infection and bleeding
#1) MK-3475
CMUH104- 1804COLO . ) [Haemorrhage]
o7. 2018/2/20 Initial |(pembrolizumab| ) ] A
REC1-039 07033 | infection and bleeding
[Infection]
#1) MK-3475
(pembrolizumab ) )
) septic shock [Septic shock]
42) Bleeding on tumor
CMUH104- 1701TURO |Followup [Tumour haemorrhage]
58. 2017/1/6 CARBOPLATI ) A
REC1-039 04794 37 N Patient's PEG hose out
[Complication associated
#3)
with device]
5-FLUOROUR
ACIL
#1) MK-3475 _ _
CMUH104- 1804COLO |Followup ) respiratory failure
59. 2018/2/20 (pembrolizumab _ _ A
REC1-039 07033 1 ) [Respiratory failure]
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Other Serious Criteria:
Medically Significant
#1) _ .
pneumonia [Pneumonia]
CARBOPLATI ]
\ White blood cell decreased
[White blood cell count
CMUH104- 1701MEXO0 |Followup #2)
60. 2017/1/18 decreased] 13| A
REC1-039 12708 27 5-FLUOROUR )
Neutrophil decreased
ACIL
[Neutrophil count
#3)
decreased]
CETUXIMAB . .
mucositis oral [Stomatitis]
dehydration [Dehydration]
#1)
CETUXIMAB
#2) .
CMUH104- 1606PHLO00|Followup Hypoxemia secondary to
61. 2016/6/14 5-FLUOROUR o _ 1 A
REC1-039 7920 5 aspiration [Hypoxia]
ACIL
#3)
CISPLATIN
APALUTAMID
CA-INJFO 1.CARDIAC ARREST
CMUH104- follow up| E/PLACEBO
62. 2018/3/5 |C-2018033 2.PULMONARY 234 A
REC1-116 3 BICALUTAMI
7423(3) EMBOLI
DE/PLACEBO
1.MULTIPLE ORGAN
APALUTAMID
MX-INJFO FAILURE
CMUH104- follow up| E/PLACEBO 1,2,3,
63. 2018/2/11 | C-2018021 2.GASTRIC ULCER A
REC1-116 5 BICALUTAMI 4
9891(5) PERFORATION
DE/PLACEBO
3.ACUTE ABDOMEN
APALUTAMID
CA-INJFO 1.CARDIAC ARREST
CMUH104- N E/PLACEBO
64. 2018/3/5 |C-2018033] Initial 2.PULMONARY 234 A
REC1-116 BICALUTAMI
7423(1) EMBOLI
DE/PLACEBO
Immune-related
CMUH105- 1710FRAO (follow up thrombocytopenia
65. 2017/10/24 MK-3475 Study 23 | A
REC1-102 13484 14 [Immune
thrombocytopenic purpura]
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CMUH105- 1802GBRO (follow up Ischaemic heart disease
66. 2018/2/7 MK-3475 Study o ] 1 A
REC1-102 04912 3 [Myocardial ischaemia]
malignant neoplasm
CMUH105- 1609ISR00 (follow up progression [Malignant
67. 2016/8/15 MK-3475 Study ) 1 A
REC1-102 1113 5 neoplasm progression]
Ascites [Ascites]
immune-mediated hepatitis
[Autoimmune hepatitis]
increased bilirubin total
CMUH105- 1710MEXO0 [follow up [Blood bilirubin increased]
68. 2017/10/16 MK-3475 Study S 13| A
REC1-102 09272 2 High digestive tract
bleeding [Upper
gastrointestinal
haemorrhage]
malignant neoplasm
CMUH105- 16091SR00 [follow up progression [Malignant
69. 2016/8/15 MK-3475 Study ) 1 A
REC1-102 1113 6 neoplasm progression]
Ascites [Ascites]
CMUH105- 1712ITACO| _ _
70. 2017/11/15 Initial | MK-3475 Study anemia [Anaemia] 23| A
REC1-102 9803
immune-mediated hepatitis
[Autoimmune hepatitis]
increased bilirubin total
CMUH105- 1710MEXO0 |follow up [Blood bilirubin increased]
71. 2017/10/16 MK-3475 Study o 13 A
REC1-102 09272 3 High digestive tract
bleeding [Upper
gastrointestinal
haemorrhage]
CMUH105- 17121TA0O [follow up . ]
72. 2017/11/15 MK-3475 Study anemia [Anaemia] 23| A
REC1-102 9803 1
malignant neoplasm
CMUH105- 1609ISRO00 (follow up progression [Malignant
73. 2016/8/15 MK-3475 Study ) 1 A
REC1-102 1113 7 neoplasm progression]
Ascites [Ascites]
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immune-mediated hepatitis
[Autoimmune hepatitis]
increased bilirubin total
CMUH105- 1710MEXO0 |follow up [Blood bilirubin increased]
74. 2017/10/16 MK-3475 Study ) o 13| A
REC1-102 09272 4 High digestive tract
bleeding [Upper
gastrointestinal
haemorrhage]
immune-mediated hepatitis
[Autoimmune hepatitis]
increased bilirubin total
CMUH105- 1710MEXO0 (follow up [Blood bilirubin increased]
75. 2017/10/16 MK-3475 Study ) o 131 A
REC1-102 09272 5 High digestive tract
bleeding [Upper
gastrointestinal
haemorrhage]
immune-mediated hepatitis
[Autoimmune hepatitis]
increased bilirubin total
CMUH105- 1710MEXO0 [follow up [Blood bilirubin increased]
76. 2017/10/16 MK-3475 Study ) o 13| A
REC1-102 09272 6 High digestive tract
bleeding [Upper
gastrointestinal
haemorrhage]
CMUH105- 17121TAQO [follow up ] )
77. 2017/11/15 MK-3475 Study anemia [Anaemia] 23| A
REC1-102 9803 2
immune-mediated hepatitis
[Immune-mediated
hepatitis]
increased bilirubin total
CMUH105- 1710MEXO0 [follow up o
78. 2017/10/16 MK-3475 Study [[Blood bilirubin increased]| 1.3 | A
REC1-102 09272 7 ) o
High digestive tract
bleeding [Upper
gastrointestinal
haemorrhage]
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pulmonary sepsis
#1) .
[Pulmonary sepsis]
PEMETREXED ) ) )
CMUH103- 1608BRAO [Followup febrile neutropenia [Febrile
79. 2016/8/19 #2) ] 1231 A
REC1-123 11687 11 neutropenia]
CARBOPLATI
N neutropenic colitis
[Neutropenic colitis]
#1)
PACLITAXEL Suspected pulmonary
CMUH103- 1611CHNO [Followup )
80. 2016/10/30 #2) embolism [Pulmonary [1.2.3| A
REC1-123 00232 17 )
CARBOPLATI embolism]
N
#1)
PEMETREXED
CMUH103- 1710ESTOO0Followup PNEUMONIA
81l. 2017/10/3 #2) 1231 A
REC1-123 2739 10 [Pneumonia]
CARBOPLATI
N
#1) MK-3475 malignant neoplasm
CMUH103- 1603PEROO(Followup ) ) )
82. 2016/3/2 (pembrolizumab| progression [Malignant |1.2.3| A
REC1-123 4463 16 _
) neoplasm progression]
prosthetic cardiac valve
#1) MK-3475 ) ]
CMUH103- 1802TURO |Followup ) thrombosis [Prosthetic
83. 2018/2/11 (pembrolizumab ] 23] A
REC1-123 12463 4 ) cardiac valve thrombosis]
pneumonia [Pneumonia]
#1) MK-3475 heart failure [Cardiac
CMUH103- 1712BRAO [Followup ) ]
84. 2017/12/8 (pembrolizumab failure] 23 | A
REC1-123 08853 7 N N
) Myocarditis [Myocarditis]
Pneumonitis [Pneumonitis]
thrombocytopenia
[Thrombocytopenia]
#1) MK-3475 ) ) )
CMUH103- 1509TURO |Followup ) Lung infection (klebsiella
85. 2015/8/31 (pembrolizumab _ 123 A
REC1-123 01265 31 ) pneumoniae) [Pneumonia
klebsiella]
Pulmonary embolism
[Pulmonary embolism]
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pulmonary sepsis
#1) .
[Pulmonary sepsis]
PEMETREXED ) ) )
CMUH103- 1608BRAO [Followup febrile neutropenia [Febrile
86. 2016/8/19 #2) ] 1231 A
REC1-123 11687 12 neutropenia]
CARBOPLATI
N neutropenic colitis
[Neutropenic colitis]
Massive pericardial
effusion [Pericardial
#1) MK-3475 effusion]
CMUH103- 1510MY SO0 |Followup ) ) )
87. 2015/10/19 (pembrolizumab| hypoxic brain damage |1.2.3| A
REC1-123 09577 18 o
) [Brain injury]
worsening trachea stenosis
[Tracheal stenosis]
#1) MK-3475
CMUH103- 1701BRAO [Followup ) HYPOVOLEMIC SHOCK
88. 2017/1/2 (pembrolizumab ) 1 A
REC1-123 05124 9 | [Hypovolaemic shock]
#1) MK-3475 heart failure [Cardiac
CMUH103- 1712BRAO |Followup ) .
89. 2017/12/8 (pembrolizumab failure] 23| A
REC1-123 08853 8 . -
) Myocarditis [Myocarditis]
#1)
Septic shock [Septic
CARBOPLATI
shock]
CMUH103- 1610ARGO |Followup N )
90. 2016/10/23 Accute renal failure [Acute| 1.2.3] A
REC1-123 14393 11 #2) _ o
kidney injury]
PEMETREXED
neutropenia [Neutropenia]
#3) filgrastim
JNJ-56021927/P
PL-JNJFO
CMUH104- follow up LACEBO 1.ACUTE
91. 2017/12/3 [ C-2017120 23 [ A
REC1-116 6 BICALUTAMI PANCREATITIS
3300(6)
DE/PLACEBO
JNJ-56021927/P
RO-INJFO 1.CARDIAC
CMUH104- follow up LACEBO
92. 2017/11/7 | C-2017111 CONGESTIVE 1231 A
REC1-116 3 BICALUTAMI
0242(3) INSUFFICIENCY
DE/PLACEBO
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1.MULTIPLE ORGAN
JNJ-56021927/P
MX-INJFO FAILURE
CMUH104- followup| LACEBO
93. 2018/2/11 | C-2018021 2.GASTRIC ULCER 13 A
REC1-116 3 BICALUTAMI
9891(3) PERFORATION
DE/PLACEBO
3.ACUTE ABDOMEN
JNJ-56021927/P
PL-JNJFO
CMUH104- followup| LACEBO 1.ACUTE
94. 2017/12/3 [ C-2017120 23 [ A
REC1-116 7 BICALUTAMI PANCREATITIS
3300(7)
DE/PLACEBO
#1)
VINFLUNINE ]
blood and lymphatic
(3475 ]
system disorder
SOLUTION ( )
ancytopenia
CMUH103- 1511DNKO FOR pancytop ]
95, 2015/11/12 FU 06 [Pancytopenia] 23| A
REC1-135 09368 INJECTION )
fevered urinary tract
STUDY) ] ) ]
i ) infection [Urinary tract
(Vinflunine) ] .
infection]
Intravenous
infusion,
#1)
VINFLUNINE ]
blood and lymphatic
(3475 )
system disorder
SOLUTION ( )
ancytopenia
CMUH103- 1511DNKO FOR pancytop )
96. 2015/11/12 FU 07 [Pancytopenia] 23 | A
REC1-135 09368 INJECTION ]
fevered urinary tract
STUDY) ] ) ]
i ) infection [Urinary tract
(Vinflunine) ] .
infection]
Intravenous
infusion,
APALUTAMID
CA-INJFO 1.CARDIAC ARREST
CMUH104- follow up| E/PLACEBO 2,3,4,
97. 2018/3/5 |C-2018033 2.PULMONARY A
REC1-116 4 BICALUTAMI 7
7423(4) EMBOLI
DE/PLACEBO
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#1) MK-3475
08 CMUH104- 2018/1/31 1804USA0 INITIAL (pembrolizumab | unknown - Obituary found . A
" | REC1-118 09143 ) Solution for [Death]
injection,
#1) MK-3475
99 CMUH104- 2018/1/31 1804USA0 FU o1 (pembrolizumab metastatic disease . A
| REC1-118 09143 ) Solution for [Metastatic neoplasm]
injection,
[ARk] B APH -
s FRECFAFR
4 ,
L33 S ES ! FRAPE
CEERY 2D
é":’ﬁaé&#f» ¢ %+ MK3475 (Pembrolizumab)
1. | CMUH106-REC1-153 | £ 1 &< "
e TMIFLPEF 2017 # 127 04 p I 2018
#0377 03¢p
(2]
*RF{ATRERL A
2. | CMUH105-REC1-156 | @ # ik .
v AR *5x A @ Version 3.0
*p#p 12018 # 03 2 12 p
[ 2paF4 ]
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