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[(FEpgLirgin]
- ~ 73 ylo male patient Dx: intrahepatic cholangiocarcinoma with metastasis and PD.
sufferred from abdominal pain and fullness persisted > Mild drowsy - Progressively
leg edema - Under the impression of 1.CKD on AKI, metabolic acidosis induced
dyspnea, 2.hyperkalemia. to persisted metabolic acidosis ,and was adimtted on 11/3.
patients condition downhill, and was expired on 11/03.
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17P-144-21 Venetoclax )
CMUH105- Follow ) 1. Cardiopulmonary arrest
1. 2017/11/23 | 76525-00(1 Bortezomib ) 13 ] A
REC2-110 up 11 2.Pneumonia
1.0) Dexamethasone
17P-144-21 Venetoclax )
CMUH105- Follow ) 1. Cardiopulmonary arrest
2. 2017/11/23 | 76525-00(1 Bortezomib ) 13 ] A
REC2-110 up 12 2.Pneumonia
2.0) Dexamethasone
¥ 22 F % 43 F
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17P-153-20 Venetoclax .
CMUH105- Follow 1.Influenza B virus
3. 2017/9/11 |99272-00(1 Bortezomib ) ) 23 [ A
REC2-110 up 19 infection
9.0) Dexamethasone
17P-153-20 Venetoclax
CMUH105- Follow ) 1.Influenza B virus
4. 2017/9/11 199272-00(2 Bortezomib 23 [ A
REC2-110 up 20 infection
0.0) Dexamethasone
Other Serious Criteria:
Medically Significant
CMUH104- 1606USAO |follow up ) o
5. 2016/6/6 #1) MK-3475 adrenal insufficiency 2.3 A
REC2-030 05236 26 ) o
[Adrenal insufficiency]
pericarditis [Pericarditis]
Immune thrombocytopenic
purpura [Immune
thrombocytopenic purpura]
unknown cause of death
[Death]
CMUH104- 16091SR00 [follow up complications due to
6. 2016/9/6 #1) MK-3475 123 A
REC2-030 4740 17 cardiac device [Cardiac
complication associated
with device]
crystal arthropathy
involving lower leg
[Crystal arthropathy]
Immune thrombocytopenic
purpura [Immune
thrombocytopenic purpura]
unknown cause of death
[Death]
CMUH104- 1609ISR00 (follow up complications due to
2016/9/6 #1) MK-3475 ) ) ) 1231 A
REC2-030 4740 18 cardiac device [Cardiac
complication associated
with device]
crystal arthropathy
involving lower leg
[Crystal arthropathy]
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CMUH104- 1804USAO |follow up hypercalcemia
8. 2018/3/16 #1) MK-3475 ] 23 [ A
REC2-030 03564 6 [Hypercalcaemia]
Immune thrombocytopenic
purpura [Immune
thrombocytopenic purpura]
complications due to
CMUH104- 1609ISR00 (follow up cardiac device [Cardiac
9. 2016/9/6 #1) MK-3475 o ) 1231 A
REC2-030 4740 19 complication associated
with device]
crystal arthropathy
involving lower leg
[Crystal arthropathy]
CMUH104- 1804USAO |follow up hypercalcemia
10. 2018/3/16 #1) MK-3475 ) 2.3 A
REC2-030 03564 7 [Hypercalcaemia]
Immune thrombocytopenic
purpura [Immune
thrombocytopenic purpura]
complications due to
CMUH104- 16091SR00 [follow up cardiac device [Cardiac
11. 2016/9/6 #1) MK-3475 o _ 123 A
REC2-030 4740 20 complication associated
with device]
crystal arthropathy
involving lower leg
[Crystal arthropathy]
CMUH104- 1804USAO |follow up hypercalcemia
12. 2018/3/2 #1) MK-3475 ) 23 [ A
REC2-030 03564 8 [Hypercalcaemia]
Hematuria
CMUH103- 2015JP014 | Follow | Enzalutamide Anorexia
13. 2015/6/26 ] ] ) 1,3 A
REC2-029 382 up 10 Blinded Respiratory circulatory
failure
Hematuria
CMUH103- 2015JP014 | Follow | Enzalutamide Anorexia
14. 2015/6/26 ] ] ) 1,3 A
REC2-029 382 up 11 Blinded Respiratory circulatory
failure
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Hematuria
CMUH103- 2015JP014 | Follow | Enzalutamide Anorexia
15. 2015/6/26 1,3 A
REC2-029 382 up 12 Blinded Respiratory circulatory
failure
Cardiac insufficiency
Acute kidney injury
The lower right fibula
comminuted fracture
CMUH103- 2016JP005 | Follow | Enzalutamide The lower right fibula 1,3,
16. 2016/3/18 A
REC2-029 085 up 12 Blinded comminuted fracture 4
Metastatic lung cancer
with lung infection
Metastatic lung cancer
with lung infection
CMUH103- 2017JP008 | Follow | Enzalutamide
17. 2015/10/22 ] Unknown cause of death | 1 A
REC2-029 049 up 3 Blinded
CMUH103- 2017JP008 | Follow | Enzalutamide
18. 2015/10/22 ] Unknown cause of death | 1 A
REC2-029 049 up 4 Blinded
CMUH103- 2017JP012 | Follow | Enzalutamide
19. 2017/5/1 Unknown cause of death 1 A
REC2-029 385 up 2 Blinded
CMUH103- 2017JP012 | Follow | Enzalutamide
20. 2017/5/1 Unknown cause of death 1 A
REC2-029 385 up 3 Blinded
CMUH103- 2017JP012 | Follow | Enzalutamide Coma
21. 2017/6/15 1,3 A
REC2-029 408 up 4 Blinded Urination difficulty
CMUH103- 2017JP012 | Follow | Enzalutamide Coma
22. 2017/6/15 1,3 A
REC2-029 408 up 5 Blinded Urination difficulty
CMUH103- 2017JP012 | Follow | Enzalutamide Coma
23, 2017/6/15 _ S 1,3 A
REC2-029 408 up 6 Blinded Urination difficulty
CMUH103- 2017JP012 | Follow | Enzalutamide Coma
24, 2017/6/15 _ S 1,3 A
REC2-029 408 up 7 Blinded Urination difficulty
CMUH103- 2017JP012 | Follow | Enzalutamide Coma
25. 2017/6/15 ] o . 1,3 A
REC2-029 408 up 8 Blinded Urination difficulty
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Coma
CMUH103- 2017JP012 | Follow | Enzalutamide Prostate late malignant
26. 2017/6/15 1,3 A
REC2-029 408 up 9 Blinded tumor metastasis
Urination difficulty
CMUH103- 2016JP018 | Follow | Enzalutamide Both lower extremities
27. 2016/10/15 ) o 1,3 A
REC2-029 551 up 4 Blinded showed pitting edema
CMUH103- 2016JP018 | Follow | Enzalutamide Both lower extremities
28. 2016/10/15 ) o 1,3 A
REC2-029 551 up 5 Blinded showed pitting edema
CMUH103- 2016JP018 | Follow | Enzalutamide Both lower extremities
29. 2016/10/15 ) o 1,3 A
REC2-029 551 up 6 Blinded showed pitting edema
CMUH103- 2016JP018 | Follow | Enzalutamide Both lower extremities
30. 2016/10/15 ] o 1,3 A
REC2-029 551 up 7 Blinded showed pitting edema
Coma
CMUH103- 2017JP012 | Follow | Enzalutamide Prostate late malignant
31. 2017/6/15 ] i 1,3 A
REC2-029 408 up 10 Blinded tumor metastasis
Urination difficulty
) Prostate cancer
CMUH103- 2017JP012 | Follow | Enzalutamide
32. 2017/6/8 ) Edema of both lower 1,3 A
REC2-029 436 up 10 Blinded N
extremities
CMUH107- PDM-JP-20( follow ] )
33. 2018/3/27 ONO-4538 Pneumonia; Haemoptysis | 1,23 A
REC2-048 180100 up 1
CMUH107- PDM-JP-20( follow ] )
34. 2018/3/27 ONO-4538 Pneumonia; Haemoptysis | 1,23 A
REC2-048 180100 up 2
Hyponatraemia
CMUH107- PDM-JP-20( follow Decreased appetite
35. 2018/4/2 ONO-4538 ) 12,3 A
REC2-048 180089 up 8 Malignant neoplasm
progression
(DCisplatin
(Cisplatin) )
CMUH106- follow up Pulmonary Embolism
36. 2018/1/17 |2018-11351 Unknown ) 1,23 A
REC2-057 7 [Pulmonary embolism]
@ Pemetrexed
(Pemetrexed)
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PNEUMONIA
[Pneumonia]
@ PLEURAL INFECTION
CARBOPLATI [Pleural infection]
N PNEUMONIA
CMUH106- follow up| (CARBOPLATI [Pneumonia]
37. 2018/1/20 [2018-12039 2,3 A
REC2-057 9 N) Unknown | PLEURAL INFECTION
(@Pemetrexed [Pleural infection]
(Pemetrexed) PNEUMONIA
Unknown [Pneumonia]
PLEURAL INFECTION
[Pleural infection]
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38.

CMUH106-
REC2-057

107 # 11

2018/7/15

28 p

2018-29916

follow up
7

REGN2810
(REGN2810)

Injection

Immune related
pneumonitis [Pneumonitis]
Immune mediated hepatitis

(TRANSAMINITIS)
[Transaminases increased]

Immune related
myocarditis [Myocarditis]

Immune related
pneumonitis [Pneumonitis]
Immune mediated hepatitis

(TRANSAMINITIS)
[Transaminases increased]

Immune related
myocarditis [Myocarditis]

Immune related
pneumonitis [Pneumonitis]
Immune mediated hepatitis

(TRANSAMINITIS)
[Transaminases increased]

Immune related
myocarditis [Myocarditis]

Immune related
pneumonitis [Pneumonitis]
Immune mediated hepatitis

(TRANSAMINITIS)
[Transaminases increased]

Immune related
myocarditis [Myocarditis]

Immune related
pneumonitis [Pneumonitis]
Immune mediated hepatitis

(TRANSAMINITIS)
[Transaminases increased]

Immune related

myocarditis [Myocarditis]

Immune related

Immune mediated hepatitis
(TRANSAMINITIS)

[Transaminases increased]

pneumonif’i:s [%’Eﬁe-f?m’oﬁftisﬂ‘

1,2,3
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(DREGN2810 Immune related
(REGN2810) pneumonitis [Pneumonitis]
_— Immune mediated hepatitis
Injection
39 CMUR106- 2018/7/15 [2018-29916 followup @ rersamin b2 A
" | REC2-057 g8 |PREDNISOLO | [Butoimmune hepatitis] |,
NE Immune related
(PREDNISOLO myocarditis [autoimmune
NE) myocarditis]
REGN2810 Pulmonary artery
CMUH106- follow up )
40. 2018/9/5 ]2018-36383 (REGN2810) thromboembolism 2 A
REC2-057 2 o )
Injection [Pulmonary embolism]
REGN2810 Pulmonary artery
CMUH106- follow up )
41, 2018/9/5 ]2018-36383 (REGN2810) thromboembolism 2 A
REC2-057 3 o _
Injection [Pulmonary embolism]
Immune related
pneumonitis [Pneumonitis]
IMMUNE MEDIATED
REGN2810 HEPATITIS
CMUH106- follow up 1,2,
42. 2018/7/15 [2018-29916 (REGN2810) (TRANSAMINITIS) A
REC2-057 9 o _ - 3
Injection [Autoimmune hepatitis]
IMMUNE RELATED
MYOCARDITIS
[Autoimmune myocarditis]
#1) MK-3475
Study (Code not
broken) » »
CMUH106- 1809JPNOO |Followup Pneumonitis [Pneumonitis]
43, 2018/9/17 #2) ) ) 23 [ A
REC2-096 8225 4 Hypoxia [Hypoxia]
ETOPOSIDE
#3)
CISPLATIN
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#1) MK-3475
Study (Code not
broken) Pneumonia [Pneumonia]
CMUH106- 1808AUSO |Followup #2) malignant neoplasm
44, 2018/7/30 13| A
REC2-096 00864 8 CARBOPLATI | progression [Malignant
N neoplasm progression]
#3)
ETOPOSIDE
respiratory failure
[Respiratory failure]
#1) MK-3475
bilateral pneumothorax
Study (Code not
[Pneumothorax]
broken) )
venous thrombosis deep
CMUH106- 1711RUSO (Followup #2)
45, 2017/11/13 vein lower limb [Deep vein|[ 1.2.3| A
REC2-096 07159 14 ETOPOSIDE
thrombosis]
#3)
thromboembolia of the
CARBOPLATI
N pulmonary artery
[Pulmonary embolism]
pneumonia [Pneumonia]
#1) MK-3475
Study (Code not
broken) . »
CMUH106- 1809JPNOO |Followup Pneumonitis [Pneumonitis]
46. 2018/9/17 #2) ) ] 23 [ A
REC2-096 8225 5 Hypoxia [Hypoxia]
ETOPOSIDE
#3)
CISPLATIN
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respiratory failure
Respiratory failure
#1) MK-3475 [Resp Y ]
bilateral pneumothorax
Study (Code not
[Pneumothorax]
broken) ]
venous thrombosis deep
CMUH106- 1711RUSO |Followup #2) ) ) )
47. 2017/11/13 vein lower limb [Deep vein| 1.2.3| A
REC2-096 07159 15 ETOPOSIDE ]
thrombosis]
#3)
thromboembolia of the
CARBOPLATI
N pulmonary artery
[Pulmonary embolism]
pneumonia [Pneumonia]
#1) MK-3475
Study (Code not
broken) . .
CMUH106- 1809JPNOO |Followup Pneumonitis [Pneumonitis]
48. 2018/9/17 #2) ) ] 23 [ A
REC2-096 8225 6 Hypoxia [Hypoxia]
ETOPOSIDE
#3)
CISPLATIN
#1) MK-3475
Study (Code not
broken) . .
CMUH106- 1809JPNOO |Followup Pneumonitis [Pneumonitis]
49, 2018/9/17 #2) ) ] 1231 A
REC2-096 8225 7 Hypoxia [Hypoxia]
ETOPOSIDE
#3)
CISPLATIN
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respiratory failure
[Respiratory failure]
#1) MK-3475
bilateral pneumothorax
Study (Code not
[Pneumothorax]
broken) ]
venous thrombosis deep
CMUH106- 1711RUSO [Followup #2)
50. 2017/11/13 vein lower limb [Deep vein1.2.3| A
REC2-096 07159 16 ETOPOSIDE ]
thrombosis]
#3)
thromboembolia of the
CARBOPLATI
N pulmonary artery
[Pulmonary embolism]
pneumonia [Pneumonia]
#1) MK-3475
Study (Code not
broken) . .
CMUH106- 1809JPNOO |Followup Pneumonitis [Pneumonitis]
51. 2018/9/17 #2) ) ] 1.23] A
REC2-096 8225 8 Hypoxia [Hypoxia]
CISPLATIN
#3)
ETOPOSIDE
#1) MK-3475
Study (Code not
broken) . »
CMUH106- 1809JPNOO |Followup Pneumonitis [Pneumonitis]
52. 2018/9/17 #2) ) ] 123 A
REC2-096 8225 9 Hypoxia [Hypoxia]
CISPLATIN
#3)
ETOPOSIDE
#1) MK-3475
Study (Code not Enterocolitis
broken) Infection/Clostridium
CMUH106- 1807USAO |Followup #2) Difficile [Clostridium
53. 2018/7/16 - - 23 [ A
REC2-096 08207 5 CARBOPLATI difficile colitis]
N Febrile Neutropenia
#3) [Febrile neutropenia]
ETOPOSIDE
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#1) MK-3475
Study (Code not
broken) » »
CMUH106- 1809JPNOO |Followup Pneumonitis [Pneumonitis]
54. 2018/9/17 #2) ) ) 123 A
REC2-096 8225 10 Hypoxia [Hypoxia]
CISPLATIN
#3)
ETOPOSIDE
#1) MK-3475
Study (Code not . ]
anemia [Anaemia]
broken)
hydropneumothorax
CMUH106- 1801FRAO [Followup #2)
55. 2018/1/11 [Pneumothorax] 23 [ A
REC2-096 05861 9 CARBOPLATI ) ) ) ]
N urinary infection [Urinary
tract infection]
#3)
ETOPOSIDE
#1) MK-3475
Study (Code not
broken) . »
CMUH106- 1809JPNOO |Followup Pneumonitis [Pneumonitis]
56. 2018/9/17 #2) ) ] 123 A
REC2-096 8225 11 Hypoxia [Hypoxia]
CISPLATIN
#3)
ETOPOSIDE
Atezolizumab
CMUH105- Follow .
57. 2018/6/20 | 2144840 o Malaise 13 ] A
REC2-074 up 1 Gemcitabine
Carboplatin
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+ Sepsis of possible
respiratory origin
(Pulmonary sepsis)
« Sepsis (E.coli)
CMUH105- Follow o ]
58. 2018/9/11 | 2162061 ) (Escherichia sepsis) 23 [ A
REC2-074 up 1 Atezolizumab .
+ Pancreatitis
+ Hepatitis
+ Suspected
autoimmune hepatitis
+ MULTIPLE
Atezolizumab
CMUH105- Follow | TUMOR METASTASIS
59. 2018/6/25 | 2147389 Cisplatin _ 131 A
REC2-074 up 1 (Metastatic neoplasm)
Bone pain
Gemcitabine
+ MULTIPLE
Atezolizumab
CMUH105- Follow | TUMOR METASTASIS
60. 2018/6/25 | 2147389 Cisplatin _ 131 A
REC2-074 up 2 (Metastatic neoplasm)
Bone pain
Gemcitabine
+ Blood bilirubin
increased
« Aspartate
Atezolizumab
aminotransferase increased
CMUH105- - .
61. 2018/10/1 | 2115640 Initial « Platelet count 1,3 A
REC2-074 Gemcitabine
decreased
« Anemia
Carboplatin ) ) )
« Urinary infection
« Anemia
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+ Blood bilirubin
. increased
Atezolizumab + Hepatitis toxic
CMUH105- Follow . « Platelet count
62. 2018/10/1 | 2115640 o 131 A
REC2-074 up 1 Gemcitabine decreased
. + Anemia
Carboplatin + Urinary infection
+ Anemia
Blood bilirubin
increased
Aspartate
Atezolizumab ) .
aminotransferase increased
CMUH105- Follow .
63. 2018/10/1 | 2115640 o Platelet count 13 A
REC2-074 up 1 Gemcitabine
decreased
Anemia
Carboplatin ] ) )
Urinary infection
Anemia
Blood bilirubin
. increased
Atezolizumab + Hepatitis toxic
CMUH105- Follow . « Platelet count
64. 2018/10/1 | 2115640 o 13| A
REC2-074 up 2 Gemcitabine decreased
. « Anemia
Carboplatin « Urinary infection
« Anemia
Atezolizumab .
+ Thrombocytopenia
CMUH105- Follow .
65. 2018/2/23 | 2082398 + INTRACRANIAL| 23 | A
REC2-074 up 1 Gemcitabine
HEMORRHAGE
Carboplatin
107 # 11 » 28 p % 35 F % 43 |
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Atezolizumab « CEREBRAL
CMUH105- . .
66. 2022077 2202043 Initial + Cisplatin INFARCTION 171 A
REC2-074
. + LUNG INFECTION
Gemcitabine
Atezolizumab Neutropenia
CMUH105- Follow . - Urosepsis
67. 2017/7/26 | 1956870 o ) ) 237 A
REC2-074 up 1 Gemcitabine Respiratory failure
. Atrial fibrillation
Carboplatin
Atezolizumab Neutropenia
CMUH105- Follow . + Urosepsis
68. 2017/7/26 | 1956870 o ) ) 237 A
REC2-074 up 2 Gemcitabine Respiratory failure
. Atrial fibrillation
Carboplatin
Atezolizumab ] .
CMUH105- Follow Respiratory failure
69. 2017/11/18 | 2028912 . ] o 131 A
REC2-074 up 1 Acute kidney injury
Gemcitabine
« Cisplatin
Atezolizumab
CMUH105- - .
70. 2017/12/7 | 2046612 Initial HEART FAILURE 23 [ A
REC2-074 Gemcitabine
Carboplatin
Atezolizumab
CMUH105- - .
71. 2017/12/7 | 2046612 Initial HEART FAILURE 131 A
REC2-074 Gemcitabine
Carboplatin
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Atezolizumab « Auricular fibrillation
CMUH105- . . + Acute coronary
72. 2017/12/21 | 2043070 Initial 23 [ A
REC2-074 Gemcitabine syndrome
. - Diarrhea
Carboplatin
Atezolizumab « Auwricular fibrillation
CMUH105- Follow . Acute coronary
73. 2017/12/21 | 2043070 o 23| A
REC2-074 up 1 Gemcitabine syndrome
. Diarrhea
Carboplatin
Atezolizumab + Haematuria
CMUH105- Follow . + Hepatitis
74. 2017/12/5 | 2010161 ) . 1,3 A
REC2-074 up 1 Carboplatin + Haematuria
. + Pneumonitis
Gemcitabine
- Pancytopenia
Atezolizumab .
+ Thrombocytopenia
CMUH105- Follow . )
75. 2017/9/4 1989945 + Leukopenia 2341 A
REC2-074 up 1 Gemcitabine )
Neutropenia
Anemia
Carboplatin
+ Pancytopenia
Atezolizumab .
+ Thrombocytopenia
CMUH105- Follow . )
76. 2017/9/4 | 1989945 o + Leukopenia 2341 A
REC2-074 up 2 Gemcitabine .
+ Neutropenia
« Anemia
Carboplatin
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. + Thrombocytopenia
Atezolizumab + Pancytopenia
CMUH105- Follow . + Leukopenia 2,34,
77. 2017/9/4 | 1989945 . A
REC2-074 up 2 Gemcitabine + Neutropenia 7
. « Anemia
Carboplatin « Myelosuppression
Acute coronary
syndrome
» Meningoencephalitis
Adrenal
Atezolizumab
insufficiency
CMUH105- Follow . .
78. 2017/5/21 | 1938068 o - Thrombocytopenia | 2,3,7] A
REC2-074 up 2 Gemcitabine o
Atrial fibrillation
) with rapid ventricular
Carboplatin
response
White blood cell
decreased
. + Nephritis interstitial
Atezolizumab + Acute renal (tubular)
CMUH105- Follow o
79. 2017/8/25 | 1973592 . damage injury (Renal 2,3 A
REC2-074 up 3 o .
Gemcitabine tubular injury)
« Cisplatin + Sepsis
. + Nephritis interstitial
Atezolizumab + Acute renal (tubular)
CMUH105- Follow o
80. 2017/8/25 | 1973592 . damage injury (Renal 2,3 A
REC2-074 up 4 o o
Gemcitabine tubular injury)
« Cisplatin + Sepsis
Atezolizumab
CMUH105- - .
81. 2018/3/26 | 2098519 Initial DIARRHEA 131 A
REC2-074 Gemcitabine
Carboplatin
CMUH105- N INTERSTITIAL
82. 2018/4/3 | 2102177 Initial 13 A
REC2-074 Atezolizumab PNEUMONITIS

107 # 11 » 28 p




¢ 4 8 TR pz% S AAS N
PR-EFRF LG R ERES(L PK)
B X 2 PAR (R L
e B |FA P Vi LE R el
g | © 6 4 | w N
Atezolizumab
CMUH105- - .
83. 2018/4/7 | 2107994 | Initial MUCOSITISORAL | 23 | A
REC2-074 Gemcitabine
Carboplatin
+ Mucositis oral
Atezolizumab .
+Neutrophil count
CMUH105- Follow .
84. 2018/4/17 | 2107994 o decreased 23| A
REC2-074 up 1 Gemcitabine ] ] o
+ Lesion kidney injury
(Injury to kidney)
Carboplatin
Atezolizumab Impaired renal
CMUH105- Follow . function
85. 2017/8/18 | 1934583 o . 23 | A
REC2-074 up 1 Gemcitabine + Acute renal failure
. Urinary infection
Carboplatin
#1) MK-3475
Study (Code not
broken) »
CMUH106- 1809JPNOO | Followup Pneumonitis
86. 2018/9/17 #2) 123 A
REC2-096 8225 12 Hypoxia
CISPLATIN
#3)
ETOPOSIDE
#1) MK-3475
Study (Code not
broken) N
CMUH106- 1809JPNOO | Followup Pneumonitis
87. 2018/9/17 #2) ) 123 A
REC2-096 8225 13 Hypoxia
CISPLATIN
#3)
ETOPOSIDE
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88.

CMUH106-
REC2-096

2017/11/4

1711RUSO
04117

Followup
5

#1) MK-3475
Study (Code not
broken)
#2)
CARBOPLATI
N
#3)
ETOPOSIDE

Death

89.

CMUH106-
REC2-096

2018/9/22

1811POLO0
3391

Followup
2

#1) MK-3475
Study (Code not
broken)
#2)
CARBOPLATI
N
#3)
ETOPOSIDE

Sepsis

2.3

90.

CMUH106-
REC2-096

2017/9/3

1709TURO
03715

Followup

4

#1) MK-3475
Study (Code not
broken)
#2)
CISPLATIN
#3)
ETOPOSIDE

Pneumonia

Febrile neutropenia

2.3

91.

CMUH106-
REC2-096

2018/7/17

1807ESP0O0
9530

Followup

7

#1) MK-3475
Study (Code not
broken)
#2)
ETOPOSIDE
#3)
CARBOPLATI

N

Malignant neoplasm
progression

Hepatotoxicity

1.3
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#1) MK-3475
Study (Code not
broken) )
Malignant neoplasm
CMUH106- 1807ESPO0 |Followup #2) )
92. 2018/7/17 progression 13| A
REC2-096 9530 8 ETOPOSIDE o
Hepatotoxicity
#3)
CARBOPLATI
N
[AR]) BPRIH -
R~ HEHLEAFA
1 .
B * § %% A FEPNE
(2% 24442 ])
*ES%E S LA REGN2810
*g rMARLYPF 106017 20 p 3 107 &
02 % 13 p
(2% 2144 ]
. *E%E S LA 1 REGN2810
L | CMUHIOBREC2:057 | R iH | .., }_'r_ts*ﬁ%z:@ 106 # 07 » 21 p 1 107 &
01* 20 p
[ 24dp4 ]
*ES%RE S LA 1 REGN2810
*g rMIRAEHREF 10701 20 p 3 107 &
07 % 20 p
[ 24dp4 ]
e .. | YR E P L4 ¢ Venetoclax(ABT-199)
2 | CMUHIOS-RECZ-110 ) 3 = 5 PPAFLHE 1072060 068 1 107 &
10 * 29 p
(GEIEIEICE
*E% E A MK3475 (Pembrolizumab)
. THIFLPEF 2018 037 04 p I 2018
3. CMUH106-REC2-096 %?&;Tﬁ £06 03 p
*g rMEARL YR 22018 % 067 04 p I 2018
#0977 03p
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CMUH105-REC2-127

v Ak

(EE R TR

*RE&EY LA 0 Pembrolizumab(MK-3475)

*F M FLHE 2018 £ 03 % 04 p 1 2018
£09 7 03p

CMUH107-REC2-047

Wit pa

[#%]
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CMUH106-REC2-096

Lt

[H%]
Report domestic SUSAR case:
-MFR No.: 1807TWNO011622 (FU8)
-Serious criteria: Involved or Prolonged Inpatient
Hospitalization

CMUH106-REC2-096

Lt

[ &)

Report domestic SUSAR case:

-MFR No.: 1807TWNO007103 (FU8)

-Serious criteria: Involved or Prolonged Inpatient
Hospitalization

CMUH104-REC2-102

TRk

[ % 2142 ]

*:E5% F 4 24 0 Ipilimumab

*% rMAFL YT 107 £ 04 7 04 p 3 107
# 10 7 01 p

CMUH104-REC2-147

[ % 2142 ]

*RERFH LAL 1 PTO03

*% rMARLHPF 107E£030 16p 3 107 &
09 * 15 p

[ % 204 ]

*RERFH L AL 1 PTO09

*% rMARLHPF 107E£030 16p 3 107 &
09 * 15 p

[z % 204 ]
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(2% 2PF4 ]
TRRES LR
Nivolumab/Ipilimumab/Fluorouracil/Cisplatin
*x rMFLERE 2016 £ 12 7 15 p 3 2017
#6071 14 p
[ 2idp4 ]
10. | CMUH105-REC2-132 | k4= ik Sk

Nivolumab/Ipilimumab/Fluorouracil/Cisplatin

* rMIFLEHF 20176 15 p 1 2017
£ 127 14 p

[+ 24244 ]

TRRELS LA
Nivolumab/Ipilimumab/Fluorouracil/Cisplatin

* rMAFLHEF 2017 & 12 % 15 p 3 2018

£67 14 p

(] FRPHE -

4

REpaFELR (%)

iRd  TeRtmk (%)

87 ik (0p304)
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