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Malignant neoplasm of female breast, central portion, Pneumonia,
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Cardiac failure
Enzalutamide
CMUH102- 2015US005 Pleural effusion
1. 2015/1/16 Initial | ABIRATERON 3 A
REC1-068 616 Pulmonary oedema
E ACETATE
Chest pain
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Alanine aminotransferase
Enzalutamide increased
CMUH102- 2015US010
2. 2015/2/23 FU2 | ABIRATERON Aspartate 7 A
REC1-068 959
E ACETATE aminotransferance
increased
Alanine aminotransferase
increased
CMUH102- 2015US020 - )
3. 2015/4/14 Initial Enzalutamide Aspartate 7 A
REC1-068 858 )
aminotransferance
increased
Enzalutamide
CMUH102- 2015US8020 . Vomiting
4, 2015/4/25 Initial | ABIRATERON ] ) 3 A
REC1-068 883 Lipase increased
E ACETATE
CMUH102- 201504007 ] ]
5. 2015/4/8 FU5 Enzalutamide Nephrotic syndrome 3 A
REC1-068 17
CMUH102- 2015JP013 - ) ) )
6. unknowned Initial Enzalutamide | Hepatic enzyme increased | 7 A
REC1-068 282
CMUH102- 2015JP013 - ) Hepatic function abnormal
7. unknowned Initial | Enzalutamide 7 A
REC1-068 284 Malaise
Alanine aminotransferase
increased
CMUH102- 2015US020 )
8. 2015/4/14 FU1 Enzalutamide Aspartate 7 A
REC1-068 858 ]
aminotransferance
increased
CMUH102- 201505007 Enzalutamide-BI
9. 2015/4/14 FU3 _ Heat stroke 3 | A
REC1-068 38 inded
Encefalopatia
CMUH102- 201504007 Enzalutamide-BI
10. 2015/4/10 FU2 _ Syncope 3 A
REC1-068 07 inded
Muscular weakness
CMUH102- 2015US018 Hypertensive crisis
11. 2015/5/23 Initial | Enzalutamide 7 A
REC1-068 196 Acute coronary syndrome
CMUH102- 2015US022 - ) )
12. 2015/5/18 Initial | Enzalutamide Cardiac arrest 7 A
REC1-068 025
CMUH102- 2015JP005 Enzalutamide-BI| Cerebrovascular accident
13. 2015/3/12 FU1l ) ) 3 A
REC1-068 839 inded Jaw disorder
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Enzalutamide
CMUH102- 201507009
14. 2015/6/30 Initial |Enzalutamide-BI Death 1 A
REC1-068 07 ]
inded
CMUH102- 201504007 . .
15. 2015/4/8 FU6 Enzalutamide Nephrotic syndrome 3 A
REC1-068 17
CMUH102- 201505007 Enzalutamide-BlI
16. 2015/4/14 FU4 Heat stroke 3 A
REC1-068 38 inded
Blindness
CMUH102- 2015US016 Headache
17. 2015/4/24 FU1 | Enzalutamide o 7 A
REC1-068 265 Hemiplegia
Pain
Paranoia
Fatigue
CMUH102- 2015US017 . .
18. 2015/5/ FU3 Enzalutamide Confusional state 7 A
REC1-068 264
Disorientation
Cerebrovascular accident
CMUH102- 2015US023| _
19. 2015/6/17 Initial | Enzalutamide Sudden death 1 A
REC1-068 699
CMUH102- 201507009
20. 2015/7/ FU1l Enzalutamide Cardiac arrest 1 A
REC1-068 27
MK-3475 respiratory failure
CMUH103- 15021SR01 |follow up ) ) ]
21. 2015/2/4 (pembrolizumab|  [Respiratory failure] 13 | A
REC1-135 1534 12
) dyspnea [Dyspnoea]
MK-3475
CMUH104- 1507RUSO (pembrolizumab ) ]
22. 2015/7/10 F2 pneumonia [Pneumonia] | 1,3 | A
REC1-039 06951 )
CISPLATIN
MK-3475 _ _
_ Community acquired
CMUH104- 1507RUSO (pembrolizumab o )
23. 2015/7/10 F3 pneumonia in the leftside [ 1,3 | A
REC1-039 06951 ) ]
lower lobe [Pneumonia]
CISPLATIN
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MK-3475
(pembrolizumab
CMUH104- 1507USA0 unknown cause of death
24, 2015/7/14 NA ) 1 A
REC1-039 10398 [Death]
CARBOPLATI
N
brentuximab multi organ failure,
vedotin, pneumonia
DMR101-IR 2014SGNO o ) )
25. 2014/5/11 FU3 vincristine, | Febrile neutopenia, Acute | 1 A
B1-284 0593 ) ) )
Cyclophosphami respiratory distress
de, Doxorubicin syndrome
brentuximab multi organ failure,
vedotin, pneumonia
DMR101-IR 2014SGNO S _ _
26. 2014/5/11 FU4 vincristine, | Febrile neutopenia, Acute | 1 A
B1-284 0593 ) ) )
Cyclophosphami respiratory distress
de, Doxorubicin syndrome
brentuximab
vedotin, Medically Significant,
DMR101-IR 2015SGNO S _ _
27. 2015/4/6 FU2 vincristine, Sepsis, Pneumonia, 1 A
B1-284 0548
Cyclophosphami Tachycardia
de, Doxorubicin
brentuximab
vedotin, Medically Significant,
DMR101-IR 2015SGNO o ] )
28. 2015/4/6 FU13 vincristine, Sepsis, Pneumonia, 1 A
B1-284 0548 ] ]
Cyclophosphami Tachycardia
de, Doxorubicin
brentuximab
vedotin, Neutropenic fever,
DMR101-IR 2014SGNO o )
29. 2014/12/3 FU4 vincristine, Cardiovascular 1 A
B1-284 1626 ] ] o
Cyclophosphami insufficiency
de, Doxorubicin
brentuximab
vedotin,
DMR101-IR|2014/12/2 [ 2014SGNO o _
30. FU2 vincristine, Tumor Lysis Syndrome 2 A
B1-284 3 1749 )
Cyclophosphami

de, Doxorubicin
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brentuximab
vedotin, Medically Significant,
DMR101-IR 2015SGNO
31. 2015/2/8 initial vincristine, | Renal failure, Respiratory | 2 A
B1-284 0175 ] _ _
Cyclophosphami| Failure, Splenic rupture
de, Doxorubicin
brentuximab
vedotin, Medically Significant,
DMR101-IR 2015SGNO| o ) )
32. 2015/4/6 initial vincristine, Sepsis, Pneumonia, 1 A
B1-284 0548
Cyclophosphami Tachycardia
de, Doxorubicin
brentuximab
vedotin, Medically Significant,
DMR101-IR 2015SGNO S _ _
33. 2015/4/6 FUl vincristine, Sepsis, Pneumonia, 1 A
B1-284 0548 ) )
Cyclophosphami Tachycardia
de, Doxorubicin
brentuximab
vedotin, Medically Significant,
DMR101-IR 2015SGNO S _ _
34, 2015/2/8 FU1 vincristine, | Renal failure, Respiratory | 2 A
B1-284 0175
Cyclophosphami| Failure, Splenic rupture
de, Doxorubicin
brentuximab
vedotin, Medically Significant,
DMR101-IR 2015SGNO o _ )
35. 2015/2/8 FU2 vincristine, | Renal failure, Respiratory | 2 A
B1-284 0175 ) _ _
Cyclophosphami| Failure, Splenic rupture
de, Doxorubicin
brentuximab
vedotin, Medically Significant,
DMR101-IR 2015SGNO o _ )
36. 2015/2/8 FU3 vincristine, | Renal failure, Respiratory | 2 A
B1-284 0175 ) _ _
Cyclophosphami| Failure, Splenic rupture
de, Doxorubicin
TR-JNJFO 1. RESPIRATORY
CMUH102- | 2014/11/1 follow up 1,2,3,
37. C-2014100 IBRUTINIB FAILURE A
REC1-067 0 10 4
5659(10) 2. LYMPHOPENIA
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GS-1101 + BEN
& RTX vs
Placebo (Code
not broken), | . )
infusion reaction [Infusion
BENDAMUSTI ]
CMUH102- 2015-01498|follow up related reaction]
38. 2015/7/21 NE _ 2 | A
REC1-099 63 3 Bilateral pneumopathy
(BENDAMUST
[Pneumopathy]
INE) Injection,
RITUXIMAB
(RITUXIMAB)
Injection
Other Serious Criteria:
Medically Significant
GS-1101 + BEN
atypical pneumonia
& RTX vs
(Pneumocystis jirovecii)
Placebo (Code o B
[Pneumocystis jirovecii
not broken), ]
pneumonia]
BENDAMUSTI
CMUH102- 2015-01541|follow up Increased Renal
39. 2015/8/19 NE T 1| A
REC1-099 20 2 insufficiency [Renal
(BENDAMUST
insufficiency]
INE) Injection,
urosepsis [Urosepsis]
RITUXIMAB
non ST elevation
(RITUXIMAB)
o myocardial infarction [Non
Injection

ST segment elevation

myocardial infarction]
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GS-1101 + BEN
& RTX vs
Placebo (Code
not broken), ) o
Other Serious Criteria:
RITUXIMAB ) o
CMUH102- 2015-01572|follow up Medically Significant
40. 2015/7/16 (RITUXIMAB) _ _ 1 A
REC1-099 62 1 o Respiratory failure
Injection, ) .
[Respiratory failure]
BENDAMUSTI
NE
(BENDAMUST
INE) Injection
GS-1101 + BEN
& RTX vs
Placebo (Code | Other Serious Criteria:
not broken), Medically Significant
BENDAMUSTI |Respiratory failure Grade 5
CMUH102- 2015-01616(follow up ) )
41. 2015/8/17 NE [Respiratory failure] 1 A
REC1-099 72 2 . .
(BENDAMUST| Pneumocystis infection
INE) Injection, | Grade 2 [Pneumocystis
RITUXIMAB jiroveci infection]
(RITUXIMAB)
Injection
GS-1101 + BEN ) o
Other Serious Criteria:
& RTX vs
Medically Significant
Placebo (Code ) )
Respiratory failure Grade 5
CMUH102- 2015-01616|follow up| not broken), ) ]
42. 2015/8/20 [Respiratory failure] 1 A
REC1-099 72 3 BENDAMUSTI o )
NE Pneumocystis infection
Grade 2 [Pneumocystis
(BENDAMUST - N )
jiroveci infection]
INE) Injection
CMUH103- »
43. 2015/5/20 [ UA000045 | Initial IMATINIB Coma 123 A
REC1-080
CMUH103- follow
44, 2015/5/20 [ UA000045 IMATINIB Coma 1,231 A
REC1-080 upl
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CMUH103- N )
45, 2015/7/12 [CA-000067| Initial | BOSUTINIB Oesophageal necrosis 23| A
REC1-080
CMUH103- -
46. 2015/7/30 [NO-000085| Initial IMATINIB Sudden Death 1 A
REC1-080
CMUH103- follow
47. 2015/7/30 [NO-000085 IMATINIB Sudden Death 1 A
REC1-080 upl
CMUH103- follow o
48. 2015/7/30 [NO-000085 IMATINIB Septicemia 1 A
REC1-080 up2
CMUH103- ATYPICAL
49, 2015/5/12| 1578006 Initial MPDL3280A 1,3 A
REC1-126 PNEUMONITIS
CMUH103- RESPIRATORY FAILURE
50. 2015/6/8 | 1590913 Initial MPDL3280A 2,3 A
REC1-126 BACK PAIN
CMUH103-
51. 2015/5/28 | 1593181 Initial MPDL3280A DIARRHEA 1,3 A
REC1-126
CMUH103- follow up
52. 2015/5/28| 1593181 MPDL3280A DIARRHEA 1,3 A
REC1-126 1
SEPSIS
CMUH103-
53. 2015/7/2 | 1603739 Initial Vinflunine FEBRILE APLASIA 2,3 A
REC1-126
BLOOD DIARRHEA
SEPSIS
CMUH103- follow up ) )
54, 2015/7/2 | 1603739 Vinflunine FEBRILE APLASIA 2,3 A
REC1-126 1
BLOOD DIARRHEA
RENAL FAILURE
HEPATOTOXICITY
CMUH103-
55. RECL.126 2015/7/29| 1600274 | Initial | MPDL3280A PNEUMONITIS 23| A
HYDRONEPHROSIS ON
THE RIGHT SIDE
CMUH103-
56. 2015/8/7 | 1622234 Initial MPDL3280A HEMATURIA 2,3 A
REC1-126
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disseminate intravascular
coagulation [Disseminated
intravascular coagulation]
MK-3475 ]
CMUH104- 1508CHLO | follow ) Hypercalcaemia
57. 2015/8/1 (pembrolizumab _ 13| A
REC1-039 01570 up 3 ) [Hypercalcaemia]
skin rash of the trunk and
extremities [Rash]
Pneumonia [Pneumonia]
CMUH103- TLC388D2 . ]
58. 2015/8/1 Initial Lipotecan Sudden death 1 A
REC1-001 007T-001
CMUH103- TLC388D2 [follow up ]
59. 2015/8/1 Lipotecan Sudden death 1 A
REC1-001 007T-001 1
CMUH103- TLC388D2 [follow up ]
60. 2015/8/1 Lipotecan Sudden death 1 A
REC1-001 007T-001 2
PNEUMONITIS
CMUH103- .
61. 2015/7/28| 1615637 | Initial | MPDL3280A DYSPNOEA 13| A
REC1-126
LUNG INFECTION
DIARRHEA
CMUH103- follow up
62. 2015/5/28 | 1593181 MPDL3280A WORSENING OF 13| A
REC1-126 2
GENERAL STATE
DESCRIBE
CMUH103- follow up
63. 2015/5/12| 1578006 MPDL3280A REACTION(S) 13| A
REC1-126 1
PNEUMONITIS
SEPSIS
CMUH103-
64. 2015/8/13| 1621713 | Initial | VINFLUNINE FEBRILE 13 A
REC1-126
NEUTROPENIA
disseminate intravascular
coagulation [Disseminated
intravascular coagulation]
MK-3475
CMUH104- 1508CHLO| follow ) Hypercalcaemia
65. 2015/8/1 (pembrolizumab _ 1:31 A
REC1-039 01570 up 4 ) [Hypercalcaemia]
skin rash of the trunk and
extremities [Rash]
Pneumonia [Pneumonia]
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disseminate intravascular
coagulation [Disseminated
intravascular coagulation]
MK-3475
CMUH104- 1508CHLO| follow ) skin rash of the trunk and
66. 2015/8/1 (pembrolizumab - 1>3] A
REC1-039 01570 up 5 ) extremities [Rash]
Hypercalcaemia
[Hypercalcaemia]
Pneumonia [Pneumonia]
brentuximab
vedotin,
DMR101-IR 2015SGNO
67. 2015/5/28 FU1 vincristine, septic shock 1 A
B1-284 0892
Cyclophosphami
de, Doxorubicin
brentuximab
vedotin,
DMR101-IR 2015SGNO
68. 2015/5/28 FU2 vincristine, septic shock 1 A
B1-284 0892
Cyclophosphami
de, Doxorubicin
brentuximab
vedotin,
DMR101-IR 2015SGNO
69. 2015/5/28 FU3 vincristine, septic shock 1 A
B1-284 0892
Cyclophosphami
de, Doxorubicin
brentuximab
vedotin,
DMR101-IR 2015SGNO . .
70. 2015/5/26 FU4 vincristine,  [septic shock -~ Neutropenia| 1 A
B1-284 0892 ]
Cyclophosphami
de, Doxorubicin
brentuximab
vedotin, )
DMR101-IR 2015SGNO| o Pulmonary Embolism -
71. 2015/7/3 initial vincristine, _ ) 2 | A
B1-284 1169 |  Febrile Neutropenia
Cyclophosphami
de, Doxorubicin
104 & 09 * 23 p ¥ 32 F % 38 F
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brentuximab
vedotin,
DMR101-IR 2015SGNO| o _ _
72. 2015/8/4 initial vincristine, Neutropenic Sepsis 2 A
B1-284 1334
Cyclophosphami
de, Doxorubicin
brentuximab
vedotin,
DMR101-IR 2015SGNO o ) )
73. 2015/8/4 FUl vincristine, Neutropenic Sepsis 2 A
B1-284 1334
Cyclophosphami
de, Doxorubicin
brentuximab
Medically Significant,
vedotin, . .
DMR101-IR 2015SGNO Renal failure ~ Sepsis -
74, 2015/2/8 FU5 vincristine, _ _ 1.2 | A
B1-284 0175 Hypotension ~ Respiratory
Cyclophosphami| .
Failure ~ Splenic rupture
de, Doxorubicin
brentuximab
Medically Significant,
vedotin, . .
DMR101-IR 2015SGNO Renal failure ~ Sepsis -
75. 2015/2/8 FU6 vincristine, _ _ 1.2 | A
B1-284 0175 Hypotension ~ Respiratory
Cyclophosphami| ]
Failure ~ Splenic rupture
de, Doxorubicin
brentuximab
vedotin,
DMR101-IR 2015SGNO o _
76. 2015/1/31 FU1 vincristine, Death,Erysipelas 1 A
B1-284 0390 )
Cyclophosphami
de, Doxorubicin
MK-3475
CMUH103- 1506ZAF00 . ) unknown cause of death
77. 2015/6/3 Initial | (pembrolizumab 1 A
REC1-123 3651 | [Death]
MK-3475
CMUH103- 1508PEROO| ) adrenal insufficiency
78. 2015/7/26 initial | (pembrolizumab o 23 | A
REC1-123 5244 ) [Adrenal insufficiency]
MK-3475 )
CMUH103- 1509TURO |follow up ) thrombocytopenia
79. 2015/8/31 (pembrolizumab ) 23| A
REC1-123 01265 1 ) [Thrombocytopenia]
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Lung infection [Lung
infection]
MK-3475 Pneumonitis [Pneumonitis]
CMUH103- 1509TURO |follow up ) ]
80. 2015/8/31 (pembrolizumab thrombocytopenia 123 A
REC1-123 01265 2 ]
) [Thrombocytopenia]
Pulmonary embolism
[Pulmonary embolism]
MK-3475 ] o
CMUH103- 1508PEROO(follow up ) adrenal insufficiency
81. 2015/7/26 (pembrolizumab 23| A
REC1-123 5244 1 ) [Adrenal insufficiency]
Lung infection [Lung
infection]
MK-3475 Pneumonitis [Pneumonitis]
CMUH103- 1509TURO |follow up ) )
82. 2015/8/31 (pembrolizumab thrombocytopenia 123 A
REC1-123 01265 3
) [Thrombocytopenia]
Pulmonary embolism
[Pulmonary embolism]
Lung infection [Lung
infection]
MK-3475 Pneumonitis [Pneumonitis]
CMUH103- 1509TURO |follow up ) )
83. 2015/8/31 (pembrolizumab thrombocytopenia 123 A
REC1-123 01265 4
) [Thrombocytopenia]
Pulmonary embolism
[Pulmonary embolism]
respiratory distress
MK-3475 ) )
CMUH103- 1509USA0| ) [Respiratory distress]
84. 2015/9/8 initial | (pembrolizumab _ 23 | A
REC1-135 04891 ) hyponatremia
[Hyponatraemia]
CMUH102- MY-2015-0 EPOETIN
8b. 2015/8/24 lintial cerebrovascular accident | 1 A
REC1-092 0772 ALFA
(&) FRH -
104 & 09 * 23 p % 34 F % 38T
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