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#1) MK-3475
(pembrolizumab
) Solution for
injection
#2 ) AXITINIB nephritis [Nephritis]
CMUH105- 1810GBRO S
1. 2018/10/23 FU6 (3475 Metabolic acidosis 2,3 | A
REC3-093 11980 o
SOLUTION [Metabolic acidosis]
FOR
INJECTION
STUDY)
(Axitinib) Tablet
#1) MK-3475
(pembrolizumab
) Solution for
injection
#2 ) AXITINIB ]
CMUH105- 1904RUSO pulmonary embolism
2. 2019/4/1 FU1 (3475 ] 2,3 A
REC3-093 01663 [Pulmonary embolism]
SOLUTION
FOR
INJECTION
STUDY)
(Axitinib) Tablet
CMUH106- 1812CHLO |Followup| #1) MK-3475 ) N
3. 2018/12/7 Lymphocytic hypophysitis| 1.2 [ A
REC3-121 08311 6 Study
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CMUH106- 1904COLO |Followup| #1) MK-3475 Dyspnoea
4, 2019/4/9 ) 13| A
REC3-121 05620 3 Study Pneumonia
#1) MK-3475
CMUH106- 1905TURO |Followup Study Fatigue
5. 2019/5/6 o 13| A
REC3-121 03771 1 #2 ) BLINDED Food poisoning
THERAPY
CMUH106- 1901ESPOO0 |Followup| #1) MK-3475
6. 2019/1/17 Encephalitis 23| A
REC3-121 8305 3 Study
CMUH106- 1904TURO #1) MK-3475 Diarrhoea
1. 2019/4/3 Initial 123 A
REC3-121 05239 Study Myocarditis
#1) MK-3475
CMUH106- 1905TURO |Followup Study Food poisoning
8. 2019/5/6 13 A
REC3-121 03771 2 #2 ) BLINDED Fatigue
THERAPY
CMUH106- 1904TURO |Followup| #1) MK-3475 Diarrhoea
9. 2019/4/3 . 1231 A
REC3-121 05239 1 Study Myocarditis
#1) MK-3475
CMUH106- 1905TURO |Followup Study Food poisoning
10. 2019/5/6 13 A
REC3-121 03771 3 #2 ) BLINDED Fatigue
THERAPY
Septic shock
CMUH106- 1903ARGO |Followup| #1) MK-3475 | Acute coronary syndrome
11. 2019/2/25 ) 13| A
REC3-121 00465 9 Study Malignant neoplasm
progression
CMUH106- 1904TURO |Followup| #1) MK-3475 Diarrhoea
12. 2019/4/3 - 123 A
REC3-121 05239 2 Study Myocarditis
Acute coronary syndrome
CMUH106- 1903ARGO |Followup| #1) MK-3475 Malignant neoplasm
13. 2019/2/25 ) 13| A
REC3-121 00465 10 Study progression
Septic shock
#1) MK-3475
CMUH106- 1905TURO |Followup Study Food poisoning
14. 2019/5/6 13 A
REC3-121 03771 4 #2 ) BLINDED Fatigue
THERAPY
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CMUH106- 1904TURO |Followup| #1) MK-3475 Diarrhoea
15. 2019/4/3 . 1231 A
REC3-121 05239 3 Study Myocarditis
#1) MK-3475
CMUH106- 1905TURO |Followup Study Food poisoning
16. 2019/5/6 ] 13 A
REC3-121 03771 5 #2 ) BLINDED Fatigue
THERAPY
CMUH106- 1904TURO |Followup| 1) MK-3475 Diarrhoea
17. 2019/4/3 - 1231 A
REC3-121 05239 4 Study Myocarditis
#1) MK-3475
CMUH106- 1905TURO |Followup Study Food poisoning
18. 2019/5/6 ) 13 A
REC3-121 03771 6 #2 ) BLINDED Fatigue
THERAPY
CMUH106- 1904TURO |Followup| #1) MK-3475 Myocarditis
19. 2019/4/3 ] 1231 A
REC3-121 05239 5 Study Diarrhoea
#1) MK-3475
(pembrolizumab
) Solution for Worsening of
injection hyperglycemia
#2 ) AXITINIB Hyperglycaemia
CMUH105- 1712BRA0 ) [Hyperoly ]
20. 2017/11/14 FU 30 (3475 Hyperkalemia 2,3 A
REC3-093 03053 ]
SOLUTION [Hyperkalaemia]
FOR Hyperkalemia
INJECTION [Hyperkalaemia]
STUDY)
(Axitinib) Tablet
LCZ696 +
CMUH105- PHHO2019 »
21. 2019/5/25 Initial Valsartan vs Death 1 A
REC3-112 SG005759
Ramipril
Follow | RO7082859 CYTOKINE RELEASE
22.| CMUH108- | 2018/12/5 | 2223612 23 [ A
up 1 . SYNDROME
REC3-034
Obinutuzumab
- CRS (Cytokine Release
23. | CMUH108-| 2019/5/7 | 2316771 Initial 23 | A
RO7082859 Syndrome)
REC3-034
108 # 07 » 04 p % 21 Foox 42 T
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Follow | RO7082859 CYTOKINE RELEASE
24. | CMUH108- | 2018/12/5 | 2223612 23 [ A
up 2 . SYNDROME
REC3-034 ]
Obinutuzumab
Follow | RO7082859 CRS (CYTOKINE
25. [ CMUH108- | 2019/5/7 | 2316771 23 [ A
up 1 RELEASE SYNDROME)
REC3-034 .
Obinutuzumab
#1) MK-3475
Study
#2) Respiratory failure
CMUH106- 1901USAO |Followup ) )
26. 2018/12/14 5-FLUOROUR |Multiple organ dysfunction| 1.2 | A
REC3-078 01305 6
ACIL syndrome
#3)
CISPLATIN
#1) MK-3475
Study
42) Platelet count decreased
CMUH106- 1905CHNO |Followup Neutrophil count decreased
27. 2019/5/5 CISPLATIN ] 23 | A
REC3-078 03175 4 4) White blood cell count
decreased
5-FLUOROUR
ACIL
#1) MK-3475 _
Pneumonia
Study ) )
4) Alanine aminotransferase
CMUH106- 1809CHNO |Followup increased
28. 2018/9/18 5-FLUOROUR ) 23 [ A
REC3-078 10788 18 Aspartate aminotransferase
ACIL _
increased
#3)
Neutrophil count decreased
CISPLATIN
108 # 07 » 04 p % 2 F oo 42T
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#1) MK-3475
Study
#2) Multiple organ dysfunction
CMUH106- 1811COLO |Followup
29. 2018/11/8 CISPLATIN syndrome 123 A
REC3-078 05315 2 ] )
#3) Cardiac failure
5-FLUOROUR
ACIL
#1) MK-3475 Hypokalaemia
Study Hypochloraemia
#2) Platelet count decreased
CMUH106- 1905CHNO [Followup )
30. 2019/5/2 CISPLATIN White blood cellcount | 23 | A
REC3-078 02318 5
#3) decreased
5-FLUOROUR Febrile neutropenia
ACIL Hyponatraemia
#1) MK-3475
Study )
42) Haematemesis
CMUH106- 1902CHNO [Followup Tracheo-oesophageal
31. 2019/2/22 CISPLATIN ] 23 [ A
REC3-078 10498 13 4) fistula
Lung infection
5-FLUOROUR
ACIL
#1) MK-3475 )
Pneumonia
Study
42) Alanine aminotransferase
CMUH106- 1809CHNO |Followup increased
32. 2018/9/18 5-FLUOROUR ] 23 [ A
REC3-078 10788 19 Aspartate aminotransferase
ACIL ]
increased
#3) )
Neutrophil count decreased
CISPLATIN
#1) MK-3475
Study )
42) Granulomatous liver
CMUH106- 1806USAO |Followup disease
33. 2018/6/18 CISPLATIN ) 13| A
REC3-078 08402 13 4) Malignant neoplasm
progression
5-FLUOROUR
ACIL
108 # 07 * 04 p ¥ 23 F > x 42 F
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#1) MK-3475 )
Pneumonia
Study ) )
#2) Alanine aminotransferase
CMUH106- 1809CHNO |Followup increased
34. 2018/9/18 5-FLUOROUR ) 23 | A
REC3-078 10788 20 Aspartate aminotransferase
ACIL )
increased
#3) .
Neutrophil count decreased
CISPLATIN
#1) MK-3475
Study
#2) Renal tubular necrosis
CMUH106- 1805USAO |Followup| CISPLATIN | Tubulointerstitial nephritis
35. 2018/5/2 ) 123 A
REC3-078 02328 19 #3) Malignant neoplasm
5-FLUOROUR progression
ACIL
#4) TUMS
#1) MK-3475 Hypokalaemia
Study Hypochloraemia
#2) Platelet count decreased
CMUH106- 1905CHNO [Followup )
36. 2019/5/2 CISPLATIN White blood cellcount | 23 | A
REC3-078 02318 6
#3) decreased
5-FLUOROUR Febrile neutropenia
ACIL Hyponatraemia
#1) MK-3475
Study
Renal failure
#2)
CMUH106- 1902CHNO |Followup Renal failure
37. 2019/2/21 5-FLUOROUR 1.3
REC3-078 11296 12 Lung infection
ACIL
Death
#3)
CISPLATIN
% 24 F % 42 T
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#1) MK-3475 )
Pneumonia
Study ) )
#2) Alanine aminotransferase
CMUH106- 1809CHNO |Followup increased
38. 2018/9/18 5-FLUOROUR ) 23 [ A
REC3-078 10788 21 Aspartate aminotransferase
ACIL )
increased
#3) )
Neutrophil count decreased
CISPLATIN
#1) MK-3475
Study
Renal failure
#2)
CMUH106- 1902CHNO |Followup Renal failure
39. 2019/2/21 5-FLUOROUR ] ) 13 A
REC3-078 11296 13 Lung infection
ACIL
Death
#3)
CISPLATIN
#1) MK-3475
Study ]
Pneumonia
#2)
CMUH106- 1902CHNO [Followup Tracheo-oesophageal
40. 2019/2/22 CISPLATIN ] 23 [ A
REC3-078 10498 14 4) fistula
Haematemesis
5-FLUOROUR
ACIL
#1) MK-3475
Study
#2) Multiple organ dysfunction
CMUH106- 1811COLO |Followup
41. 2018/11/8 CISPLATIN syndrome 1231 A
REC3-078 05315 3
#3) Cardiac failure
5-FLUOROUR
ACIL
#1) MK-3475
Study
42) White blood cell count
CMUH106- 1905CHNO |Followup decreased
42. 2019/5/5 CISPLATIN 2.3 A
REC3-078 03175 5 4) Platelet count decreased
Neutrophil count decreased
5-FLUOROUR
ACIL
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#1) MK-3475
Study Neutrophil count decreased
#2) Mucosal inflammation
CMUH106- 1901GTMO |Followup
43, 2018/12/28 CISPLATIN Platelet count decreased | 2.3 | A
REC3-078 00321 18 ) )
#3) Hypoalbuminaemia
5-FLUOROUR | Platelet count decreased
ACIL
#1) MK-3475
Study Platelet count decreased
#2) Neutrophil count decreased
CMUH106- 1902CHNO [Followup )
44, 2019/1/28 5-FLUOROUR | White blood cell count | 2.3 | A
REC3-078 01459 14
ACIL decreased
#3) Platelet count decreased
CISPLATIN
#1) MK-3475
Study
#2) Cardiac failure
CMUH106- 1811COLO |Followup ) )
45, 2018/11/8 CISPLATIN |Multiple organ dysfunction| 1.2.3| A
REC3-078 05315 4
#3) syndrome
5-FLUOROUR
ACIL
#1) MK-3475
Study Platelet count decreased
#2) Neutrophil count decreased
CMUH106- 1902CHNO [Followup )
46. 2019/1/28 5-FLUOROUR | White blood cell count | 2.3 | A
REC3-078 01459 15
ACIL decreased
#3) Platelet count decreased
CISPLATIN
#1) MK-3475
Study ) )
42) Lung infection
CMUH106- 1902CHNO |Followup Death
47. 2019/2/21 5-FLUOROUR ) 1.3 A
REC3-078 11296 14 Renal failure
ACIL
Renal failure
#3)
CISPLATIN
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#1) MK-3475 Hypokalaemia
Study Hypochloraemia
#2) Platelet count decreased
CMUH106- 1905CHNO |Followup
48. 2019/5/2 CISPLATIN White blood cell count 23 | A
REC3-078 02318 7
#3) decreased
5-FLUOROUR Febrile neutropenia
ACIL Hyponatraemia
#1) MK-3475
Study
#2) White blood cell count
CMUH106- 1903CHNO |Followup decreased
49, 2019/3/19 CISPLATIN 23 [ A
REC3-078 09794 9 i) Platelet count decreased
Febrile neutropenia
5-FLUOROUR
ACIL
#1) MK-3475
Study Platelet count decreased
#2) Neutrophil count decreased
CMUH106- 1902CHNO [Followup )
50. 2019/1/28 5-FLUOROUR | White blood cell count | 2.3 | A
REC3-078 01459 16
ACIL decreased
#3) Platelet count decreased
CISPLATIN
#1) MK-3475
Study
#2) Multiple organ dysfunction
CMUH106- 1901USAO |Followup
51. 2018/12/14 5-FLUOROUR syndrome 12 | A
REC3-078 01305 7 ) )
ACIL Respiratory failure
#3)
CISPLATIN
#1) MK-3475
Study
#2) Febrile neutropenia
CMUH106- 1902CHNO |Followup ]
52. 2019/2/8 CISPLATIN Thrombocytopenia 23| A
REC3-078 04228 10 )
#3) Leukopenia
5-FLUOROUR
ACIL
108 # 07 » 04 p % 27T 7% 42 |
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#1) MK-3475
Study )
#2) White blood cell count
CMUH106- 1903CHNO |Followup decreased
53. 2019/3/19 CISPLATIN 23 | A
REC3-078 09794 10 43) Platelet count decreased
Febrile neutropenia
5-FLUOROUR
ACIL
#1) MK-3475
Study
#2) Multiple organ dysfunction
CMUH106- 1901USAO |Followup
54, 2018/12/14 5-FLUOROUR syndrome 12 | A
REC3-078 01305 8 ) )
ACIL Respiratory failure
#3)
CISPLATIN
#1) MK-3475
Study
#2) Cardiac failure
CMUH106- 1811COLO |Followup ) )
55. 2018/11/8 CISPLATIN |Multiple organ dysfunction| 1.2.3| A
REC3-078 05315 5
#3) syndrome
5-FLUOROUR
ACIL
#1) MK-3475
Renal failure
Study
42) Pulmonary embolism
CMUH106- 1901FRAO |Followup Cardiac failure
56. 2019/1/25 5-FLUOROUR N ] 1231 A
REC3-078 11587 9 Bronchitis chronic
ACIL ]
Malignant neoplasm
#3) .
progression
CISPLATIN
#1) MK-3475 o
Cytomegalovirus infection
Study o B}
#2) Pneumocystis jirovecii
CMUH106- 1903JPNOO |Followup pneumonia
57. 2019/3/14 5-FLUOROUR - _ 123 A
REC3-078 6978 10 Interstitial lung disease
ACIL U ) -
pper gastrointestina
#3)
haemorrhage
CISPLATIN
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#1) MK-3475 Hypokalaemia
Study Hypochloraemia
#2) Platelet count decreased
CMUH106- 1905CHNO |Followup
58. 2019/5/2 CISPLATIN White blood cell count 23 | A
REC3-078 02318 8
#3) decreased
5-FLUOROUR Febrile neutropenia
ACIL Hyponatraemia
#1) MK-3475
Study .
42) Malignant neoplasm
CMUH106- 1806USAO |Followup progression
59. 2018/6/18 CISPLATIN ] 13 A
REC3-078 08402 14 i) Granulomatous liver
disease
5-FLUOROUR
ACIL
#1) MK-3475 o ]
Cytomegalovirus infection
Study o
#2) Pneumocystis jirovecii
CMUH106- 1903JPNOO |Followup pneumonia
60. 2019/3/14 5-FLUOROUR - ) 1231 A
REC3-078 6978 11 Interstitial lung disease
ACIL U ) il
pper gastrointestina
#3)
haemorrhage
CISPLATIN
#1) MK-3475
Study
#2) Multiple organ dysfunction
CMUH106- 1901USAO |Followup
61. 2018/12/14 5-FLUOROUR syndrome 12 | A
REC3-078 01305 9 ) )
ACIL Respiratory failure
#3)
CISPLATIN
#1) MK-3475 S
Cytomegalovirus infection
Study o B}
#2) Pneumocystis jirovecii
CMUH106- 1903JPNOO |Followup pneumonia
62. 2019/3/14 5-FLUOROUR N ) 123 A
REC3-078 6978 12 Interstitial lung disease
ACIL U ) -
pper gastrointestina
#3)
haemorrhage
CISPLATIN
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#1) MK-3475
Study
#2) Multiple organ dysfunction
CMUH106- 1901USAO |Followup
63. 2018/12/14 5-FLUOROUR syndrome 12| A
REC3-078 01305 10
ACIL Respiratory failure
#3)
CISPLATIN
Cerebrovascular accident
CMUH106- 1901BRAO [Followup| #1) MK-3475 Confusional state 1.2.3.
64. 2019/1/3 . A
REC3-078 06824 14 Study Sepsis 4
Vomiting
#1) MK-3475
Study
#2) Renal tubular necrosis
CMUH106- 1805USAO |Followup| CISPLATIN Malignant neoplasm
65. 2018/5/2 ) 123 A
REC3-078 02328 20 #3) progression
5-FLUOROUR [ Tubulointerstitial nephritis
ACIL
#4) TUMS
#1) MK-3475
Study
#2) Multiple organ dysfunction
CMUH106- 1901USAO |Followup
66. 2018/12/14 5-FLUOROUR syndrome 1231 A
REC3-078 01305 1 ) )
ACIL Respiratory failure
#3)
CISPLATIN
#1) MK-3475 Hypokalaemia
Study Hypochloraemia
#2) Platelet count decreased
CMUH106- 1905CHNO [Followup ]
67. 2019/5/2 CISPLATIN White blood cell count | 2.3
REC3-078 02318 9
#3) decreased
5-FLUOROUR Febrile neutropenia
ACIL Hyponatraemia
% 30 F % 42T
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Cerebrovascular accident
CMUH106- 1901BRAO [Followup| #1) MK-3475 Confusional state 1.2.3.
68. 2019/1/3 _ A
REC3-078 06824 15 Study Sepsis 4
Vomiting
#1) MK-3475
Interstitial lung disease
Study o
#2) Pneumocystis jirovecii
CMUH106- 1903JPNOO |Followup pneumonia
69. 2019/3/14 5-FLUOROUR ] ) 1231 A
REC3-078 6978 13 Upper gastrointestinal
ACIL
haemorrhage
#3) o
Cytomegalovirus infection
CISPLATIN
#1) MK-3475
Study .
42) Granulomatous liver
CMUH106- 1806USAO |Followup disease
70. 2018/6/18 CISPLATIN ) 13| A
REC3-078 08402 15 4) Malignant neoplasm
progression
5-FLUOROUR
ACIL
#1) MK-3475
Study
#2) Multiple organ dysfunction
CMUH106- 1901USAO |Followup
71. 2018/12/14 5-FLUOROUR syndrome 1231 A
REC3-078 01305 12 ) )
ACIL Respiratory failure
#3)
CISPLATIN
#1) MK-3475
CMUH106- 1905TURO |Followup Study Food poisoning
72. 2019/5/6 13 A
REC3-121 03771 7 #2 ) BLINDED Fatigue
THERAPY
CMUH106- 1904CANO #1) MK-3475 Pneumonitis
73. 2019/4/22 Initial 23 | A
REC3-121 11084 Study Adrenal insufficiency
#1) MK-3475
CMUH106- 1902ARGO - Study Malignant neoplasm
74. 2019/2/21 Initial 13| A
REC3-121 10804 #2 ) BLINDED progression
THERAPY
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CMUH106- 1904TURO |Followup| #1) MK-3475 Diarrhoea
75. 2019/4/3 . 1231 A
REC3-121 05239 6 Study Myocarditis
CMUH106- 1904CANO [Followup| #1) MK-3475 Pneumonitis
76. 2019/4/22 ) o 23 [ A
REC3-121 11084 1 Study Adrenal insufficiency
CMUH106- 1902ARGO |Followup| #1) MK-3475 Malignant neoplasm
7. 2019/2/21 ) 13 A
REC3-121 10804 1 Study progression
CMUH106- 1904CANO Followup| #1) MK-3475 Pneumonitis
78. 2019/4/22 ) o 23 [ A
REC3-121 11084 2 Study Adrenal insufficiency
#1) MK-3475
CMUH106- 1905TURO |Followup Study Food poisoning
79. 2019/5/6 13 A
REC3-121 03771 8 #2 ) BLINDED Fatigue
THERAPY
Acute coronary syndrome
CMUH106- 1903ARGO Followup| #1) MK-3475 Malignant neoplasm
80. 2019/2/25 ] 13 A
REC3-121 00465 11 Study progression
Septic shock
CMUH106- 1904CANO |Followup| #1) MK-3475 Pneumonitis
81l. 2019/4/22 ) o 23 [ A
REC3-121 11084 3 Study Adrenal insufficiency
CMUH106- 1902ARGO |Followup| #1) MK-3475 Malignant neoplasm
82. 2019/2/21 13 A
REC3-121 10804 2 Study progression
CMUH106- 1902ARGO |Followup| #1) MK-3475 Malignant neoplasm
83. 2019/2/21 13| A
REC3-121 10804 3 Study progression
#1) MK-3475
CMUH106- 1906 TURO Study
84. 2019/5/31 Initial Adrenal insufficiency 1 A
REC3-121 04569 #2 ) BLINDED
THERAPY
CMUH106- 1906 TURO |Followup| #1) MK-3475 ) o
85. 2019/5/31 Adrenal insufficiency 1 A
REC3-121 04569 1 Study
LCZ696 +
CMUH105- PHHO2019
86. 2019/5/25 FU1 Valsartan vs Death 1 A
REC3-112 SG005759 o
Ramipril
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1. Acute renal failure
[Acute kidney injury]
LCZ696 +
CMUH105- PHHO2019 »
87. 2019/6/7 Initial Valsartan vs 1,3 A
REC3-112 IN006179 o 2. Acute decompensated
Ramipril
heart failure [Cardiac
failure acute]
Sepsis
CMUH106- 1901BRAO [Followup| #1) MK-3475 Vomiting 1.2.3.
88. 2019/1/3 ) A
REC3-078 06824 16 Study Cerebrovascular accident | 4
Confusional state
#1) MK-3475
Study
#2) Tubulointerstitial nephritis
CMUH106- 1805USAO |Followup| CISPLATIN Renal tubular necrosis
89. 2018/5/2 ) 123 A
REC3-078 02328 21 #3) Malignant neoplasm
5-FLUOROUR progression
ACIL
#4) TUMS
#1) MK-3475
Pneumonia
Study
42) Alanine aminotransferase
CMUH106- 1809CHNO |Followup increased
90. 2018/9/18 5-FLUOROUR ] 23 [ A
REC3-078 10788 22 Aspartate aminotransferase
ACIL ]
increased
#3) .
Neutrophil count decreased
CISPLATIN
#1) MK-3475
Study
#2) Anastomotic fistula
CMUH106- 1812CHNO |Followup ]
91. 2018/12/3 CISPLATIN Malignant neoplasm 13 A
REC3-078 07754 13 )
#3) progression
5-FLUOROUR
ACIL
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#1) MK-3475 Hypokalaemia
Study Hypochloraemia
#2) White blood cell count
CMUH106- 1905CHNO |Followup
92. 2019/5/2 CISPLATIN decreased 23 | A
REC3-078 02318 10 ) ]
#3) Febrile neutropenia
5-FLUOROUR | Platelet count decreased
ACIL Hyponatraemia
#1) MK-3475 ]
Pneumonia
Study
#2) Alanine aminotransferase
CMUH106- 1809CHNO |Followup increased
93. 2018/9/18 5-FLUOROUR ) 23 | A
REC3-078 10788 23 Aspartate aminotransferase
ACIL ]
increased
#3) .
Neutrophil count decreased
CISPLATIN
#1) MK-3475 » )
Interstitial lung disease
Study . -
#2) Pneumocystis jirovecii
CMUH106- 1903JPNOO |Followup pneumonia
94. 2019/3/14 5-FLUOROUR ) ) 1.23] A
REC3-078 6978 14 Upper gastrointestinal
ACIL
haemorrhage
#3) o
Cytomegalovirus infection
CISPLATIN
#1) MK-3475
Study )
42) Granulomatous liver
CMUH106- 1806USAO |Followup disease
95. 2018/6/18 CISPLATIN ] 13| A
REC3-078 08402 16 43) Malignant neoplasm
progression
5-FLUOROUR
ACIL
Sepsis
CMUH106- 1901BRAO [Followup| #1) MK-3475 Vomiting 1.2.3.
96. 2019/1/3 _ A
REC3-078 06824 17 Study Cerebrovascular accident | 4
Confusional state
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#1) MK-3475
Study
#2)
CMUH106- 1809CHNO |Followup Platelet count decreased
97. 2018/9/19 CISPLATIN ) ) 23 [ A
REC3-078 10584 6 Febrile neutropenia
#3)
5-FLUOROUR
ACIL
#1) MK-3475 o ]
Cytomegalovirus infection
Study . ,
#2) Interstitial lung disease
CMUH106- 1903JPNOO |Followup Pneumocystis jirovecii
98. 2019/3/14 5-FLUOROUR ] 1.23] A
REC3-078 6978 15 pneumonia
ACIL U ] il
pper gastrointestina
#3)
haemorrhage
CISPLATIN
#1) MK-3475 o ]
Cytomegalovirus infection
Study . ,
#2) Interstitial lung disease
CMUH106- 1903JPNOO |Followup Pneumocystis jirovecii
99. 2019/3/14 5-FLUOROUR ) 1.23] A
REC3-078 6978 16 pneumonia
ACIL U ) il
pper gastrointestina
#3)
haemorrhage
CISPLATIN
#1) MK-3475 Hypokalaemia
Study Hypochloraemia
#2) White blood cell count
CMUH106- 1905CHNO |Followup
100 2019/5/2 CISPLATIN decreased 2.3
REC3-078 02318 11
#3) Febrile neutropenia
5-FLUOROUR | Platelet count decreased
ACIL Hyponatraemia
1. Acute renal failure
[Acute kidney injury]
LCZ696 +
CMUH105- PHHO2019
101 2019/6/7 FU1 Valsartan vs 1,3
REC3-112 IN006179 o 2. Acute decompensated
Ramipril ) )
heart failure [Cardiac
failure acute]
% 3B Foox 42T
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CMUH107-
REC3-126

2019/3/20

1903USA0
11104

Initial

#1) MK-3475
Study
#2)
CARBOPLATI
N
#3)
PACLITAXEL
#4)
BEVACIZUMA
B

diabetic keto acidosis

[Diabetic ketoacidosis]

shock (sepsis) [Septic
shock]

2.3

103

CMUH107-
REC3-126

2019/3/20

1903USA0
11104

follow up
1

#1) MK-3475
Study
#2)
CARBOPLATI
N
#3)
PACLITAXEL
#4)
BEVACIZUMA
B

diabetic keto acidosis

[Diabetic ketoacidosis]

shock (sepsis) [Septic
shock]

2.3

104

CMUH107-
REC3-126

2019/4/15

1904RUSO
07704

Initial

#1) MK-3475
Study
#2)
CARBOPLATI
N
#3)
PACLITAXEL

Death [Death]

105

CMUH107-
REC3-126

2019/4/15

1904RUSO
07704

follow up
1

#1) MK-3475
Study
#2)
CARBOPLATI
N
#3)
PACLITAXEL

thromboembolism

[Embolism]
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CMUH107-
REC3-126

2019/3/20

1903USA0
11104

follow up
2

#1) MK-3475
Study
#2)
CARBOPLATI
N
#3)
PACLITAXEL
#4)
BEVACIZUMA
B

diabetic keto acidosis

[Diabetic ketoacidosis]

shock (sepsis) [Septic
shock]

2.3

107

CMUH107-
REC3-126

2019/4/15

1904RUSO
07704

follow up
2

#1) MK-3475
Study
#2)
CARBOPLATI
N
#3)
PACLITAXEL

thromboembolism

[Embolism]

108

CMUH107-
REC3-126

2019/4/15

1904RUSO
07774

Initial

#1) MK-3475
Study
#2)
CARBOPLATI
N
#3)
PACLITAXEL

fibril neutropenia [Febrile

neutropenia]

2.3

109

CMUH107-
REC3-126

2019/4/15

1904RUSO
07774

follow up
1

#1) MK-3475
Study
#2)
CARBOPLATI
N
#3)
PACLITAXEL

fibril neutropenia [Febrile

neutropenia]

2.3
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CMUH107-
REC3-126

2019/4/13

1904RUSO (follow up
07704 3

#1) MK-3475
Study
#2)
CARBOPLATI
N
#3)
PACLITAXEL

tromboemboliya
[Embolism]

1.3

111

CMUH107-
REC3-126

2019/3/20

1903USAO |follow up
11104 3

#1) MK-3475
Study
#2)
CARBOPLATI
N
#3)
PACLITAXEL
#4)
BEVACIZUMA
B

diabetic keto acidosis

[Diabetic ketoacidosis]

shock (sepsis) [Septic
shock]

2.3

112

CMUH107-
REC3-126

2019/4/13

1904RUSO
07704 4

follow up

#1) MK-3475
Study
#2)
CARBOPLATI
N
#3)
PACLITAXEL

tromboemboliya
[Embolism]

1.3

113

CMUH107-
REC3-126

2019/4/15

1904RUSO
07774 2

follow up

#1) MK-3475
Study
#2)
CARBOPLATI
N
#3)
PACLITAXEL

fibril neutropenia [Febrile

neutropenia]

2.3
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#1) MK-3475
Study
#2)
CARBOPLATI diabetic keto acidosis
CMUH107- 1903USAQ |follow up N [Diabetic ketoacidosis]
114 2019/3/20 ] ) 23 | A
REC3-126 11104 4 #3) shock (sepsis) [Septic
PACLITAXEL shock]
#4)
BEVACIZUMA
B
#1) MK-3475
Study
#2)
CMUH107- 1904RUSO (follow up fibril neutropenia [Febrile
115 2019/4/15 CARBOPLATI ] 23 | A
REC3-126 07774 3 N neutropenia]
#3)
PACLITAXEL
CMUH106- Follow ] PULMONARY
116 2019/2/18 | 2268568 Atezolizumab 23| A
REC3-010 up 1 EMBOLISM
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1. | CMUH105-REC3-029 %ﬁ;fﬁ

04 p

dated 05Dec2016
* SUSAR Report
* SB-2016-00472(1)
* SB-2016-00472(2)
* SB-2016-00472(3)
* SB-2016-00472(4)

[z 242 )
*% MHARA W 2016 £ 05 * 05 p 3 2016 # 11

*Six-monthly SUSAR Line Listing

108 # 07 * 04 p

¥
w
[{e)
b

|+




TRFEAREHRFRFIRELAE Y23 ELR ¢
-~ FRMERFXFRERIE( RK)

B * ¢ St

V&
i

FANF

« SB-2016-00472(5)
« SB-2016-00472(6)

2. | CMUH105-REC3-124

[ % 2P ]
*iEok E P ¢ 4L * Rotarix, 444563
*% »4R 2 ¥ R 0 01Nov2016-30Apr2017

3. | CMUH106-REC3-078

HIR R

(2]
Report domestic SUSAR case:
-MFR No.: 1904TWN009409 (F5)
-Serious criteria: Involved or Prolonged Inpatient
Hospitalization

4. | CMUH106-REC3-078

AR

[H=]
Report domestic SUSAR case:
-MFR No.: 1809TWNO006183 (F23)
-Serious criteria: Involved or Prolonged Inpatient
Hospitalization

5 | CMUH105-REC3-058

[z % 21244 ]

*HE%KE P LA S-649266 (Cefiderocol)

6- monthly line listing report of SUSAR 19-Mar-2018
*g pMIp2 R 12017 &£ 08 F 22 p 3 2018 & 02
121 p

6- monthly line listing report of SUSAR 14-Sep-2018
*g pMIp2 B R 12018 # 02 F 22 p 3 2018 & 08
121 p

6- monthly line listing report of SUSAR 01-Apr-2019
*g pMIp2 R 12018 # 08 * 22 p 2 2019 & 02
121 p

6. | CMUH106-REC3-078

iR

[#%=]
Report domestic SUSAR case:
-MFR No.: 1904TWN009409 (F6)
-Serious criteria: Involved or Prolonged Inpatient
Hospitalization

7. CMUH106-REC3-121

[#%=]
Report domestic SUSAR case:
-MFR No.: 1903TWN010908 (F 6)
-Serious criteria: Involved or Prolonged Inpatient
Hospitalization
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CMUH106-REC3-121

-

[#&]
Report domestic SUSAR case:
-MFR No.: 1903TWN010908 (F 7)
-Serious criteria: Involved or Prolonged Inpatient
Hospitalization

CMUH106-REC3-121

-

(5]
Report domestic SUSAR case:
-MFR No.: 1903TWN010908 (F 8)
-Serious criteria: Involved or Prolonged Inpatient
Hospitalization

10.

CMUH105-REC3-124

wht
Er
x*

[#%=]
*hoE il A RHRLHEL K A KA Report Amendment
1 Final; p #:15May2019

2. Plain language summary ~ # & %

11.

CMUH107-REC3-090

LI

[z 2142 ]

*HES%KE Y LA Alectinib

* pMEARL W 02018 # 07 * 04 p X 2019 & 01
203 p

[ DSMB -2k i )
*Ax i pdp 12019 & 037 13 p

12.

CMUH107-REC3-045

|+

o
R

[z 242 )
*iks & 24  olaparib (AZD2281, KU-0059436)
*% pp4R L HpE 0106 # 06 7 16 p % 107 # 12 0
15 p

13.

CMUH108-REC3-034

W
\L
!

(2]
*nN % ¢ Investigator Letters
1. 16May2019,Dear Investigator Letter,Urgent Safety
Measure, RO7082859, Life-threatening Cytokine
Release syndrome.
2. 15May2019, Safety Memo, RO7082859, CD20-CD3
T cell bispecific: Cytokine Release Syndrome.

14.

CMUH107-REC3-043

|
(A
&

[Larasse <p]

*5 & IB_olaparib: Edition 17
*p g 12019 & 057 02 p
({ATRFFEA]

*MoE o (AT %44 4 CRF
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