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~FRANERFIZTAERES( 2R
B X 2 PAR(RL
E S| A P Vit Ex BE 2 Z2X |3
3 g o |% 2B 3 5 5] FE K v = e
) Worsening of aortic
CMUH106- PDM-JP-20 nivolumab;
1. 2017/12/25 FU1 ) dissection [Aortic 1 A
REC1-094 170282 fluorouracil ] ]
dissection]
Worsening of aortic
CMUH106- PDM-JP-20 nivolumab; ) ) )
2. 2017/12/25 FU2 dissection [Aortic 1,2 A
REC1-094 170282 fluorouracil . .
dissection]
CMUH106- ONO-2018- Nivolumab; | Event Verbatim [LOWER
3. 2018/6/23 INI N 1|1 A
REC1-094 000125 Ipilimumab LEVEL TERM]; Death
ONO-2018- ) ]
Pneumonia; Other Serious
CMUH106- 000088 Nivolumab; o ]
4. 2018/6/10 FU1 - Criteria: medically 1,3 A
REC1-094 (BMS-2018 Ipilimumab ] .
important condition
-053852)
ONO-2018- Aspiration pneumonig;
CMUH106- 000088 Nivolumab; Other Serious Criteria:
5. 2018/7/10 FU2 -~ ) ) 1,3 A
REC1-094 (BMS-2018 Ipilimumab Medically important
-053852) condition
ONO-2018-
CMUH106- 004612 Nivolumab; HYPERCALCEMIA
6. 2018/9/3 INI ] ] ) 1,3 A
REC1-094 (BMS-2018 Cisplatin [Hypercalcemia]
-082189)
WORSENING OF
AORTIC DISSECTION
ONO-2017- o )
) [Aortic dissection]
CMUH106- 000842 Nivolumab; 1,2,
7. 2017/12/14 INI ) ) WORSENING OF A
REC1-094 (BMS-2017 Cisplatin 3
PLEURAL EFFUSION
-114536) )
[Pleural effusion]
SEPSIS [Sepsis]
ONO-2017-
CMUH106- 000842 Nivolumab; Aortic dissection; Pleural
8. 2017/12/14 FU1 - _ _ 1,3 A
REC1-094 (BMS-2017 Cisplatin effusion; Sepsis
-114536)
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- TR NERFIZG B E MBS #R)
B X AR |3R L
e e AP Vot B R LE Z2X |3
3 g o |% 2B 3 5 5] FE K v = e
ONO-2017-
CMUH106- 000842 Nivolumab; | Aortic dissection; Pleural
9. 2017/12/14 FU2 ] ) ] ) 1,3 A
REC1-094 (BMS-2017 Cisplatin effusion; Sepsis
-114536)
ONO-2018- Other Serious Criteria:
CMUH106- 006363 Nivolumab; Medically important
10. 2018/9/19 FU2 ) ) » 2 A
REC1-094 (BMS-2018 Cisplatin condition;
-089397) PNEUMONITIS
ONO-2018- Other Serious Criteria:
CMUH106- 000088 Nivolumab; Medically important
11. 2018/6/10 FU3 - - o 1,3 A
REC1-094 (BMS-2018 Ipilimumab condition; Aspiration
-053852) pneumonia; Pneumonia
ONO-2018-
CMUH106- 011933 Nivolumab;
12. 2018/11/15 INI N Hyponatremia 2,3 A
REC1-094 (BMS-2018 Ipilimumab
-108334)
#1) MK-3475 )
CMUH103- 1603PEROO|Followup ) Malignant neoplasm
13. 2016/3/2 (pembrolizumab ) 1.23] A
REC1-123 4463 18 | progression
#1) MK-3475 Tracheal stenosis
CMUH103- 1510MY SO |Followup ) ) ]
14. 2015/10/19 (pembrolizumab | Cardio-respiratory arrest [1.2.3| A
REC1-123 09577 24 o )
) Pericardial effusion
#1)
PACLITAXEL
CMUH103- 1702CHNO |Followup )
15. 2017/1/31 #2) Neutrophil count decreased| 2 A
REC1-123 08106 9
CARBOPLATI
N
#1) MK-3475 ] ]
CMUH103- 1811CHNO [Followup ) Multiple organ dysfunction
16. 2018/10/23 (pembrolizumab 13| A
REC1-123 04581 5 ) syndrome
#1) MK-3475
CMUH103- 1701BRAO [Followup ) ) o
17. 2017/1/2 (pembrolizumab|  Acute kidney injury 23| A
REC1-123 04273 22 )
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PRFFAFEARFIRALIRELRAEF-FELR 6
- FRANERFI SRR E ERES(L RK)
B X 2 PAR(RL
X A ENE TRER g 2=
g |6 EX T N
#1) MK-3475 | Cardio-respiratory arrest
CMUH103- 1510MY SO |Followup ) o ]
18. 2015/10/19 (pembrolizumab Pericardial effusion 123 A
REC1-123 09577 25 ]
) Tracheal stenosis
CSL112 vs.
Placebo Acute Kidney Injury
CMUH107- 201910050 | Follow ) ) 112
19. 2019/3/13 (Albumin)  |Multiple organ dysfunction A
REC1-110 7 up 1 3
(Code not syndrome
broken)
17P-143-20 o 1. Gastroenteritis
CMUH105- Follow | Upadacitinib ) 2,3,
20. 2017/6/7 |02268-00(2 2. Pneumocystis A
REC1-043 up 2 (ABT-494) _ 6
.0) pneumonia
17P-143-20 o N
CMUH105- Follow | Upadacitinib 1.Gastroenteritis 2,3,
21. 2017/6/7 ]02268-00(1 _ _ A
REC1-043 0 up 1 (ABT-494) [2.Pneumocystis pneumonia| 6
1.Gastroenteritis
17P-143-20 o ) ]
CMUH105- Follow | Upadacitinib [2.Pneumocystis pneumonia| 2, 3,
22. 2017/6/7 ]02268-00(3 _ _ A
REC1-043 0 up 3 (ABT-494) 3.Cardiogenic shock 6
' 4.Coronary artery disease
17P-163-20
CMUH105- Follow | Upadacitinib ]
23. 2017/7/14 (40358-00(1 1.Pulmonary embolism | 2,3 [ A
REC1-043 0 up 1 (ABT-494)
17P-163-20
CMUH105- Follow | Upadacitinib ]
24. 2017/7/13 [40358-00(2 1.Pulmonary embolism [ 2,3 | A
REC1-043 0 up 2 (ABT-494)
17P-143-20 o
CMUH105- - Upadacitinib ) 2,3,
25. 2017/8/4 163494-00(0( Initial 1.Sepsis A
REC1-043 0 (ABT-494) 6
1.Gastroenteritis
17P-143-20 _ |2.Pneumocystis pneumonia
CMUH105- Follow | Upadacitinib ) ) 2,3,
26. 2017/6/7 |02268-00(6 3.Cardiogenic shock A
REC1-043 up 4 (ABT-494) 4,6
.0) 4.Heart failure
5.Septicemia
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1.Pulmonary embolism
17P-143-20
CMUH105- Follow | Upadacitinib 2.Renal failure
27. 2017/7/28 |65087-00(2 ) 2,3 A
REC1-043 0 up 1 (ABT-494) 3.Urosepsis
' 4 Vertebral lesion
17P-143-20
CMUH105- Follow | Upadacitinib ) 2,3,
28. 2017/8/4 163494-00(1 1.Sepsis A
REC1-043 0 up 1 (ABT-494) 6
17P-143-20
CMUH105- Follow | Upadacitinib )
29. 2017/8/1 67911-00(1. 1.H1IN1 influenza 2,3 A
REC1-043 0 up 1 (ABT-494)
17P-143-20 o
CMUH105- Follow | Upadacitinib )
30. 2017/8/1 ]67911-00(2. 1.H1IN1 influenza 2,3 A
REC1-043 0 up 2 (ABT-494)
17P-143-20
CMUH105- Follow | Upadacitinib
31. 2017/7/29 [67911-00(3. 1.H1IN1 influenza 2,3 A
REC1-043 0 up 3 (ABT-494)
17P-143-20 o
CMUH105- Follow | Upadacitinib ] 2,3,
32. 2017/8/4 |63494-00(2 1.Sepsis A
REC1-043 0 up 2 (ABT-494) 6
1.Vertebral lesion
17P-143-20 o )
CMUH105- Follow | Upadacitinib 2.Urosepsis
33. 2017/7/28 |65087-00(3 ] 2,3 A
REC1-043 0 up 2 (ABT-494) 3.Pulmonary embolism
' 4.Renal failure
17P-143-20 o
CMUH105- Follow | Upadacitinib )
34. 2017/7/29 |67911-00(5. 1.H1IN1 influenza 2,3 A
REC1-043 0 up 4 (ABT-494)
1.Vertebral lesion
2.Urosepsis
17P-143-20 o _
CMUH105- Follow | Upadacitinib 3.Pulmonary embolism
35. 2017/7/28 [65087-00(4 ) 2,3 A
REC1-043 0 up 3 (ABT-494) 4.Renal failure
' 5.Demyelination
6.Paraplegia
17P-107-21 o
CMUH105- Follow | Upadacitinib )
36. 2017/11/12 |64005-00(1 1.Lobar pneumonia 2,3 A
REC1-043 0 up 1 (ABT-494)
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1.Vertebral lesion
2.Urosepsis
17P-143-20 3.Pulmonary embolism
CMUH105- Follow | Upadacitinib )
37. 2017/7/28 [65087-00(1 4.Renal failure 2,31 A
REC1-043 up 4 (ABT-494)
1.0) 5.Demyelination
6.Paraplegia
7.Spinal cord hemorrhage
17P-107-21 o
CMUH105- Follow | Upadacitinib ]
38. 2017/11/12 |64005-00(4 Lobar pneumonia 2,3 A
REC1-043 0 up 2 (ABT-494)
1.Vertebral lesion
2.Urosepsis
17P-143-20 o 3.Demyelination
CMUH105- Follow | Upadacitinib ) 2,3,
39. 2017/7/28 (65087-00(1 4. Pulmonary embolism A
REC1-043 up 5 (ABT-494) _ 4
2.0) 5.Renal failure
6.Paraplegia
7.Spinal cord hemorrhage
17P-107-21 o
CMUH105- Follow | Upadacitinib ]
40. 2017/11/12 |64005-00(5 1.Lobar pneumonia 2,3 A
REC1-043 0 up 3 (ABT-494)
17P-143-21 o _
CMUH105- Follow | Upadacitinib 1.Metastatic colorectal
41. 2017/11/12 |98672-00(3 1,3 A
REC1-043 0 up 2 (ABT-494) cancer
17P-107-21 o
CMUH105- Follow | Upadacitinib ]
42. 2017/11/12 |64005-00(7 1.Lobar pneumonia 2,3 A
REC1-043 0 up 4 (ABT-494)
18P-143-22 o 1.Sepsis
CMUH105- Follow | Upadacitinib ) 2,3,
43. 2018/1/2 |10697-00(3 2.Pneumonia A
REC1-043 up 1 (ABT-494) ) » 6
.0) 3.Herpetic stomatitis
17P-143-21 o )
CMUH105- Follow | Upadacitinib 1.Metastatic colorectal
44, 2017/11/12 |98672-00(5 1,3 A
REC1-043 0 up 3 (ABT-494) cancer
18P-143-22 o 1.Sepsis
CMUH105- Follow | Upadacitinib ) 2,3,
45. 2018/1/2 |10697-00(1 2.Pneumonia A
REC1-043 up 2 (ABT-494) _ N 6
0.0) 3.Herpetic stomatitis
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1.Pneumocystis pneumonia
17P-143-20 o 2.Septicemia
CMUH105- Follow | Upadacitinib N 2,3,
46. 2017/6/7 102268-00(2 3.Gastroenteritis A
REC1-043 up 5 (ABT-494) ) ] 4,6
2.0) 4.Cardiogenic shock
5.Heart failure
1.Cellulitis of leg
18P-107-22 o )
CMUH105- Follow | Upadacitinib 2.Normochromic 2,3,
47. 2018/1/26 |81817-00(1 ) ) A
REC1-043 0 up 1 (ABT-494) normocytic anemia 4,6
' 3.Endophthalmitis
1.Vertebral lesion
2.Urosepsis
3.Demyelination
17P-143-20 o _
CMUH105- Follow | Upadacitinib 4.Pulmonary embolism | 2, 3,
48. 2017/7/28 |65087-00(2 ) A
REC1-043 5.0) up 6 (ABT-494) 5.Renal failure 4
' 6.Sepsis
7.Paraplegia
8.Spinal cord hemorrhage
Cellulitis of leg
18P-107-22 o ) )
CMUH105- Follow | Upadacitinib |Normochromic normocytic| 2, 3,
49, 2018/1/26 |81817-00(6 ) A
REC1-043 0 up 1 (ABT-494) anemia 4,6
' Endophthalmitis
Cellulitis of leg
18P-107-22 o ) )
CMUH105- Follow | Upadacitinib [Normochromic normocytic| 2, 3,
50. 2018/1/26 |81817-00(9 A
REC1-043 up 2 (ABT-494) anemia 4,6
.0)
Endophthalmitis
18P-251-23
CMUH105- . Upadacitinib )
51. 2018/4/26 |38307-00(0[ Initial Gastric neoplasm 2,6 | A
REC1-043 0 (ABT-494)
18P-251-23
CMUH105- Follow | Upadacitinib )
52. 2018/4/26 (38307-00(1 Gastric neoplasm 2,6 | A
REC1-043 0 up 1 (ABT-494)
18P-251-23 o
CMUH105- Follow | Upadacitinib ]
53. 2018/4/26 |38307-00(2 Gastric cancer 2,6 A
REC1-043 0 up 2 (ABT-494)
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18P-251-23 o
CMUH105- Follow | Upadacitinib )
54. 2018/4/26 |38307-00(3 Gastric cancer 2,6 | A
REC1-043 0 up 3 (ABT-494)
18P-251-23
CMUH105- Follow | Upadacitinib ) 2,3,
55. 2018/4/26 [38307-00(4 Gastric cancer A
REC1-043 0 up 4 (ABT-494) 6
18P-251-23
CMUH105- Follow | Upadacitinib ) 2,3,
56. 2018/4/26 |38307-00(5 Gastric cancer A
REC1-043 0 up 5 (ABT-494) 6
18P-163-23 o
CMUH105- Follow | Upadacitinib ]
57. 2018/6/2 |77972-00(3 Pulmonary embolism 2,3 A
REC1-043 0 up 1 (ABT-494)
Cellulitis of leg
18P-107-22 Pulmonary aspergillosis
CMUH105- Follow | Upadacitinib . 2,3,
58. 2018/1/20 (81817-00(1 Panuveitis A
REC1-043 up 3 (ABT-494) 4,6
2.0) Normochromic normocytic
anemia
18P-163-23
CMUH105- Follow | Upadacitinib ]
59. 2018/6/2 | 77972-00(5 Pulmonary embolism 2,3 A
REC1-043 0 up 1 (ABT-494)
18P-143-22 Sepsis
CMUH105- Follow | Upadacitinib ) 2,3,
60. 2018/1/2 |10697-00(1 Pneumonia A
REC1-043 up 4 (ABT-494) ] - 6
8.0) Herpetic stomatitis
18P-251-23 o
CMUH105- Follow | Upadacitinib ) 2,3,
61. 2018/4/26 |38307-00(6 Gastric cancer A
REC1-043 0 up 6 (ABT-494) 6
18P-251-23 o
CMUH105- Follow | Upadacitinib ) 12,3,
62. 2018/4/26 |38307-00(8 Adenocarcinoma gastric A
REC1-043 0 up 7 (ABT-494) 6
18P-143-24 o
CMUH105- | 2018/5/1~ . Upadacitinib
63. 19183-00(0| Initial Death 1 A
REC1-043 | 2018/5/30 0 (ABT-494)
18P-216-24
CMUH105- Follow | Upadacitinib | Non ST segment elevation
64. 2018/6/14 [23544-00(1 o ) 2,3 A
REC1-043 0 up 1 (ABT-494) myocardial infarction
108 # 04 * 30 F % 30 F > % 39 F




2 2= > e I A
PRFEAEEURFAIIGELR V- FALR ¢
-~ PR NERFI SRR A E R E(L RKR)
B X 2 PAR(RL
AEe S |EA p Y Vo E LE S
g |6 2 | ul N
1.Cellulitis of leg
18P-107-22 o 2.Pulmonary aspergillosis
CMUH105- Follow | Upadacitinib N 2,3,
65. 2018/1/20 (81817-00(1 3.Panuveitis A
REC1-043 up 4 (ABT-494) ) 4,6
7.0) 4.Normochromic
normocytic anemia
18P-143-24 o 1.Bilateral pneumonia
CMUH105- Follow | Upadacitinib .
66. 2018/6/15 [37059-00(2 2.Lower respiratory tract |1,2,3| A
REC1-043 up 1 (ABT-494) ) )
.0) infection
1.Bilateral pneumonia
2.Lower respiratory tract
infection
18P-143-24 o 3. Septic shock
CMUH105- Follow | Upadacitinib ) 1,2,3,
67. 2018/6/16 |37059-00(7 4, Acute respiratory A
REC1-043 up 1 (ABT-494) _ 4
.0) distress syndrome
5. Irritable bowel
syndrome
6. Iron deficiency anaemia
1.Bilateral pneumonia
2.Lower respiratory tract
infection
3. Septic shock
18P-143-24 . .
CMUH105- Follow | Upadacitinib 4. Acute respiratory 1,2,3,
68. 2018/6/16 |37059-00(8 ) A
REC1-043 0 up 2 (ABT-494) distress syndrome 4,6
' 5. Irritable bowel
syndrome
6. Iron deficiency anaemia
7. Gastritis
18P-211-25
CMUH105- Follow | Upadacitinib »
69. 2018/10/15 |22480-00(2 Encephalitis 123 A
REC1-043 0 up 1 (ABT-494)
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1. Bilateral pneumonia
2. Septic shock
18P-143-24 - .
CMUH105- Follow | Upadacitinib 3. Acute respiratory 1,2,3,
70. 2018/6/16 |[37059-00(1 ] A
REC1-043 40) up 3 (ABT-494) distress syndrome 4
' 4. Lower respiratory tract
infection
18P-211-25
CMUH105- Follow | Upadacitinib 1. Listeria encephalitis
71. 2018/10/15 |22480-00(3 1,231 A
REC1-043 0 up 1 (ABT-494) 2. Meningitis listeria
18P-211-25 o o .
CMUH105- Follow | Upadacitinib 1. Listeria encephalitis
72. 2018/10/15 |22480-00(5 1231 A
REC1-043 0 up 2 (ABT-494) 2. Meningitis listeria
18P-076-24 o
CMUH105- Follow | Upadacitinib o
73. 2018/6/2 |04362-00(7 Meningitis 131 A
REC1-043 0 up 1 (ABT-494)
18P-076-24
CMUH105- Follow | Upadacitinib o
74, 2018/6/2 |04362-00(9 Meningitis 13| A
REC1-043 0 up 2 (ABT-494)
18P-211-25 o o
CMUH105- Follow | Upadacitinib Listeria monocytogenes
75. 2018/10/15 | 22480-00(7 ) ) 123 A
REC1-043 0 up 3 (ABT-494) infection
18P-076-24 o
CMUH105- Follow | Upadacitinib o
76. 2018/6/2 |04362-00(1 Meningitis 13 A
REC1-043 up 3 (ABT-494)
0.0)
1. Acute respiratory
distress syndrome
18P-143-24 o _ _
CMUH105- Follow | Upadacitinib 2. Bilateral pneumonia |1,2,3,
77. 2018/6/16 |37059-00(1 _ A
REC1-043 5.0) up 4 (ABT-494) 3. Septic shock 4
' 4. Lower respiratory tract
infection
18P-076-24
CMUH105- Follow | Upadacitinib o
78. 2018/6/2 |04362-00(1 Meningitis 13| A
REC1-043 . up 4 (ABT-494)
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1. Pulmonary embolism
18P-143-22 . 2. Lower respiratory tract
CMUH105- Follow | Upadacitinib ] ]
79. 2018/1/4 |13672-00(2 infection 2,36 A
REC1-043 up 6 (ABT-494) N
1.0) 3. Bronchitis
4. Atrial fibrillation
18P-211-25
CMUH105- Follow | Upadacitinib o
80. 2018/10/15 |22480-00(1 Meningitis listeria 1,23 A
REC1-043 up 4 (ABT-494)
0.0)
18P-076-24 o
CMUH105- Follow | Upadacitinib o
81. 2018/6/2 |04362-00(1 Meningitis 131 A
REC1-043 up 5 (ABT-494)
4.0)
1.Acute respiratory distress
syndrome
18P-143-24 o ) ]
CMUH105- Follow | Upadacitinib 2.Bilateral pneumonia |1,2,3,
82. 2018/6/16 |37059-00(1 _ A
REC1-043 6.0) up 5 (ABT-494) 3.Septic shock 4,6
' 4.Lower respiratory tract
infection
Blood bilirubin increased
[Blood bilirubin increased]
Plasma- Aspartate
aminotransferase increased
[Aspartate
aminotransferase
increased]
MK-3475 Study
CMUH105- 1806DNKO| Follow Alanine aminotransferase
83. 2018/3/22 (Code not ) . 1,3 A
REC1-102 08241 up 10 increased [Alanine
broken) )
aminotransferase
increased]
Malignant neoplasm
progression [Malignant
neoplasm progression]
Ascites (worsening)
[Ascites]
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#1) MK-3475
(pembrolizumab -
Stomatitis
) i
Pneumonitis
CMUH104- 1607USAO |Followup #2)
84. 2016/7/3 Laryngeal oedema 23| A
REC1-039 05704 28 CISPLATIN ) )
Febrile neutropenia
#3) .
Thrombocytopenia
5-FLUOROUR
ACIL
Malignant neoplasm
#1) MK-3475 )
CMUH104- 1701USAO |Followup ) progression
85. 2016/12/22 (pembrolizumab 123 A
REC1-039 04870 ) Encephalitis
Autoinflammatory disease
#1) ERIBULIN
MESYLATE exudative
(3475 tonsillopharyngitis
SOLUTION [Pharyngotonsillitis]
FOR Febrile Neutropenia
CMUH104- 1606PHLO1| Follow _ _
86. 2016/6/24 INJECTION [Febrile neutropenia] 2,3 A
REC1-118 3514 up 17 )
STUDY) Worsening of pleural
(eribulin effusion [Pleural effusion]
mesylate) Community acquired
Solution for pneumonia [Pneumonia]
injection
Trastuzumab
CMUH105- )
87. 2017/11/1 | 2274240 Emtansine HEART FAILURE 1 A
REC1-109
Atezolizumab
CMUH107- _
88. 2019/3/20 | 2288437 Atezolizumab DYSPNEA 23 [ A
REC1-026
SEPSIS RENAL FAILUR
FILGOTINIB [SEPSIS] [Sepsis]
CMUH106- 2018-03724
89. 2018/11/1 initial | (FILGOTINIB) | SEPSIS RENAL FAILUR | 2,3 A
REC1-041 13(0)
Tablet [RENAL FAILUR] [Renal
failure]
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SEPSIS RENAL FAILUR
FILGOTINIB [SEPSIS] [Sepsis]
CMUH106- 2018-03724|follow up
90. 2018/11/1 (FILGOTINIB) | SEPSIS RENAL FAILUR 1,23 A
REC1-041 13(1) 1
Tablet [RENAL FAILUR] [Renal
failure]
SEPSIS RENAL FAILUR
FILGOTINIB [SEPSIS] [Sepsis]
CMUH106- 2018-03724|follow up
91. 2018/11/1 (FILGOTINIB) | SEPSIS RENAL FAILUR 1,23 A
REC1-041 13(2) 2
Tablet [RENAL FAILUR] [Renal
failure]
#1 Pracinostat or
Placebo (Code
CMUH106- 2018BR018|follow up| not broken) Febrile neutropenia
92. 2018/12/14 o ) ) 13 A
REC1-103 168 1 #2 Azacitidine [Febrile neutropenia]
(AZACITIDINE
) Injection
#1 Pracinostat or
Placebo (Code | Other Serious Criteria:
CMUH106- 2018BR018|follow up| not broken) Medically Significant
93. 2018/12/14 13 A
REC1-103 168 2 #2 Azacitidine Febrile neutropenia
(AZACITIDINE| [Febrile neutropenia]
) Injection
#1 Pracinostat or
Placebo (Code
CMUH106- 2018RO017|follow up| not broken) Sepsis with pulmonary
94, 2018/8/22 o o ] 23 [ A
REC1-103 475 1 #2 Azacitidine | origin [Pulmonary sepsis]
(AZACITIDINE
) Injection
#1 Pracinostat or
Placebo (Code | Other Serious Criteria:
CMUH106- 2018BR018|follow up| not broken) Medically Significant
95. 2018/12/14 o ) ) 131 A
REC1-103 168 3 #2 Azacitidine Febrile neutropenia
(AZACITIDINE| [Febrile neutropenia]
) Injection
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#1 Pracinostat or
Placebo (Code
CMUH106- 2019KR018|follow up| not broken)
96. 2019/3/8 Sepsis [Sepsis] 1,23 A
REC1-103 534 #2 Azacitidine
(AZACITIDINE
) Injection
[A&] B 24H -
R FEEwEAREL
# i ,
B * § % ey FAP G
[ %4 % > 48 % -SUSAR Line Listing]
FRERBES LA
Nivolumab/Ipilimumab/Fluorouracil/Cisplatin
M AFL YR
1. CMUH106-REC1-094 ik iR ) )
1.2017# 8% 15p 1 2017 =% 12% 14 p
22017 # 6% 15p % 2017 # 127 14 p
32017 %12 15p % 2018 %6 % 14 p
42018 # 77 4p 3 2019& 1% 3p
[{rTar 2p]
*ix & 1 JNJ-54767414 (daratumumab) Investigator’s Brochure
Edition No.: 15
*p #p 12018 &£ 12 * 14 p
2. CMUH103-REC1-075 FL T
[A73 2 4 4 £ p ovigssr])
*ix & ¢ Addendum 1 to Investigator's
Brochure Edition 15
*pHp 12019 & 1% 24 p
[B%4p 4]
3. CMUH106-REC1-029 Fia Case Report Form (IBM Clinical Development Blank CRFs,
24-Jul-2018)
4, CMUH106-REC1-050 A3 L (LA7e %T%F% “1
*m % @ Version : 5.1, 20190211
5. CMUH106-REC1-050 A3 L (e it ]
*::5% ¥ +4i 1 PEP503
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CMUH103-REC1-063

\‘;\
ﬂm
i

[ % 2P+ ]
*:R5% ¥ ¢ 4L : Olaparib(AZD2281)

TMIFLHEF 201862 16 p £ 2018 & 12 * 15
p

CMUH103-REC1-141

CREEE-EEED
*55 A& @ Edition 20
*p#p 2019 & 01 16 p

CMUH105-REC1-109

|+
2%
&

[zp= 244 ]
*Eo%k ¥4 LA - TRASTUZUMAB EMTANSINE
DPFE2 PR 2018 £ 02 7 22 p 3 2018 # 08 * 21

[5° il iz a]

*iZdop #2019 030 12 p

CMUH105-REC1-065

[ =% 214p4 ]
*Eo% F 4 LA - LY3009806 (Ramucirumab)
*F rMAFLHEFII07TEL Y 22p 3 107 & 10 21 p

10.

DMR101-IRB1-246

(%3523 8] 25527 2 HR

11.

CMUH103-REC1-097

|+
o3
&

[ 24244 ]

*E 5% ¥4 LA Abemaciclib (LY?2835219)

*% rMHIFL MR 2018 042 15 p % 2018 & 10 *
14 p

[{rTa8r2p]

*pc A > pdp ¢ Abemaciclib LY2835219 Investigator’s
Brochure_Approval Date:07-Dec-2018

12.

CMUH106-REC1-079

(i ]
*u= &: [ Notification Postponed Start of the MAESTRO
Study, 18 January 2019
*p # 18 January 2019

13.

CMUH102-REC1-067

(9% 22374 ]
1.Line Listing of Suspected Unexpected Serious Adverse
Reactions (SUSARs) JNJ-54179060 (ibrutinib)
Wk E S LA lbrutinib
T ML HPEF 2018252 13 p-2018 & 11 % 12 p
2.Development Safety Update Report No. 8 Executive

Summary
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WS E Y L4 0 INJ-54179060 (PCI-32765) (ibrutinib)
% rMAFL R 2017 & 11 ¢ 13 p-2018 & 11 ¢ 12 p

14. | CMUH107-REC1-018

Y
ﬂm
#

[z =% 21442 ]

ks 14 ASP83T4

MFLHRF107£07 2 28p 3 108 & 017 27 P

15. | CMUH107-REC1-067

H
qfall
T

[z =% >4 ]

*E% E A AL - Ticagrelor (AZD6140)

ML YT 201878 1p 32018 # 127 31 p

16. CMUH108-REC1-024

|+
e
&

(2]

FOIORPEBREANEFRAERE Y - BRERES
danvatlrsen(AZD9150);E-! AR TR R RS E R Y 2 R
Foof %z 2P08n S7% 3L 2085 %p ¥ - &
% % SCORES ik 3% % > FIW *F CRO #icdy & # (74
FHRBYp 2017# 2% 32019F 37 22p 2 FE%E

SIS RS SRR I) R e
flE 2 ;bg;rm@,%;zas BT 2018 & B
danvatirsen(AZD9150) & # 4+ £ p 2 2018 £7 2019 & R 0%
213 42 (Development Safety Update Review) °
#3 2019 & 37 28 p ik » PETEHH IR JF] K p
SCORES 5% % % f;;fﬁ?? E S SER S/ RS
X 2PEEFAHFE BB R LRFFRATO AT E
# %l o # g fr + = (Transaminase elevations)fe % &&fr |
(myelosuppression) i» 4 # * danvatirsen(AZD9150) % 5% %
P xR % 0 ¥ P @ ehdanvatirsen A 4F 4 £ p (Edition
Number 8, Date 6 April 2018) F s 4p vt » H g 4 4p 5 + =

FEibh w2 AR 2 % o PR RATHRIIE L
€ #7%% 2019 & & 2 danvatirsen(AZD9150) 1 ¥ + £ p

FREBITTRICRRIT P ABRNRLEFTEL
PEIEFMLAT BWEHEE L BEHRIFA PR

‘k

BEATH N X GEE R R FRATR Aot f F
FRFRE-
b g e FAE 108 & 04 ¢ 08 p (MAZ 523 &
2019068 .33 4% f#m4 4H 1120 o

SUE ST S
(1) AZD9150 Serious Breach Cover Latter : 03Apr2019
(2) AZD9150 Serious Breach Letter to Investigator and Site

s
w
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17.

CMUH102-REC1-033

xEM

[z =% 21442 ]
k:psk # 4 L4t Baricitinib
XE rMAFLWYT 201822 14p 32018287 13 p

18.

CMUH107-REC1-020

&
=\
&=
i

[d%]

¥m %t IDMC Recommendation Form#6 19Mar2019
IDMC Recommendation Form#h 11Dec2018

IDMC Recommendation Form #4 15Aug2018

19.

CMUH104-REC1-116

L

[ ## % >4 2 ] Blinded Line Listing of Suspected
Unexpected Serious Adverse Reactions (SUSARs)
JNJ-56021927 (apalutamide)

kKRB E L L A4E 0 INJ-56021927 (apalutamide)

k% 2 PARLPFI07TE 127 23p 3 108227 13 p

[ ¥ % >34 ] Development Safety Update Report
No. 7 Executive Summary JNJ-56021927 (apalutamide)

kKRB E 5 L A4E 0 INJ-56021927 (apalutamide)

kT 2L HF 107242 19p 2 108&22 13p

20.

CMUH107-REC1-189

3E S AL

[ % 2432 ] SIX-MONTHLY SUSAR Line Listing
Report for Niraparib Reporting

k2% # 4 4L - Niraparib

X pMARAHREF 107282 20p X 108# 27 19 p

(3R] FRPHE -

FR-REPEFALF (%)

i3
37

s R E R (%)

“§cé (2125 4)
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