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201503006 Atrial fibrillation
16. | CMUH102- | 2015/3/12 initial Enzalutamide 1 A
76 Cardiac arrest
REC1-068
201404000 . . . .
17. [ CMUH102- | 2015/3/23 61 FU6 Enzalutamide Retinal vein occlusion 7 A
REC1-068
Encephalopathy
201504007 | = . Enzalutamide-BI
18. [ CMUH102- | 2015/4/10 initial Syncope 3 A
07 inded
REC1-068 Muscular weaknes
2015JP00S | Enzalutamide-BI ) N
19. [ CMUH102- | 2015/2/3 initial Optic neuritis 4 A
907 inded
REC1-068
201503006 Enzalutamide-BI ) )
20. | CMUH102- | 2015/3/13 FU1 _ Acute myeloid leukaemia | 2 A
81 inded
REC1-068
201504007 | ) ]
21. [ CMUH102- | 2015/4/8 17 initial Enzalutamide Nephrotic syndrome 3 A
REC1-068
Asparte aminotransferase
Enzalutamide-BI
201504006 increased
22. | CMUH102- | 2015/3/31 FUl inded _ ) 7 A
89 Alanine aminotransferase
REC1-068 Enzalutamide ]
increased
2015US007( ) )
23. | CMUH102- | 2015/3/6 964 initial | Enzalutamide Malaise 1 A
REC1-068
Encephalopathy
201504007 Enzalutamide-BI
24. | CMUH102- | 2015/4/10 FUl ] Syncope 3 A
07 inded
REC1-068 Muscular weaknes
Enzalutamide
2015Us014( )
25. | CMUH102- | 2015/3/27 35 initial | ABIRATERON Malignant melanoma 7 A
REC1-068 E
201504007 ) )
26. | CMUH102- | 2015/4/8 17 FU1 Enzalutamide Nephrotic syndrome 3 A
REC1-068
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) Asparte aminotransferase
Enzalutamide ]
2015US010 increased
27. | CMUH102- | 2015/2/23 FU1 | ABIRATERON 7 A
959 Alanine aminotransferase
REC1-068 E ]
increased
201505007 | Enzalutamide-BI
28. | CMUH102- | 2015/4/14 initial _ Heat stroke 3 | A
38 inded
REC1-068
2015JP008 | = |Enzalutamide-BI Death
29. | CMUH102- | 2015/4/2 initial _ _ 1 A
583 inded Pneumonia
REC1-068
201504007 ) )
30. | CMUH102- | 2015/4/8 17 FU2 Enzalutamide Nephrotic syndrome 3 A
REC1-068
Glassy eyes
Altered state of
2015US009 ) conscisness
31. | CMUH102- | 2014/11/ FU2 Enzalutamide _ 7 A
757 Dysgeusia
REC1-068 ] o
Hyporesponsive to stimuli
Confusional state
201503006 Cardiac arrest
32. | CMUH102- | 2015/3/12 FU1 Enzalutamide 1 A
76 Atrial fibrillation
REC1-068
Other Serious Criteria:
Medically Significant
Septic shock [Septic
GS-1101 + BEN shock]
2015-01431 » & RTX vs acute pulmonary edema
33. [ CMUH102- | 2015/4/21 Initial 1 A
11 Placebo (Code | [Acute pulmonary edema]
REC1-099 ) o
not broken) |Acute kidney injury [Acute
kidney injury]
Acute respiratory failure
[Acute respiratory failure]
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Other Serious Criteria:
Medically Significant
Hepatitis secondary to
reactivation of
cytomegalovirus (CMV)
GS-1101 + BEN| with elevation in serum
2015-01440|follow up| & RTXvs ALT/AST above 20ULN
34. | CMUH102- | 2015/4/10 . 2 A
55 1 Placebo (Code [Hepatitis CMV]
REC1-099
not broken) Elevation in serum
ALT/AST above 5-20 ULN
[ALT increased]
Elevation in serum
ALT/AST above 5-20 ULN
[AST increased]
Other Serious Criteria:
Medically Significant
GS-1101 + BEN
pneumonia [Pneumonia]
2014-01256(follow up| & RTXvs ) .
35. [ CMUH102- | 2015/4/10 Respiratory failure 2 A
71 2 Placebo (Code ) ]
REC1-099 [Respiratory failure]
not broken) )
Thrombocytopenia
[Thrombocytopenia]
PL-JNJFO
~ |RIVAROXABA
36. [ CMUH103- | 2015/5/25 | C-2015051 | initial N 1. STENT THROMBOSIS| 1,23 A
REC1-087 7533(0)
MK-3475 respiratory failure
CMUH103- 15021SR01 |follow up ) ) ]
37. 2015/2/4 (pembrolizumab|  [Respiratory failure] 13| A
REC1-135 1534 9
) dyspnea [Dyspnoea]
ID2015061 » ) ) )
38. [ CMUH102- | 2015/5/6 %81 Initial Belimumab Pneumonia,Sepsis 13| A
REC1-016

104 # 07 *» 01 p




PRPELEEGRPREL

PR ERF-X

AT EY:
TEHERE

%* $atf ¢
(L Jeix)

k& S

L P

R e
2 5o

s

32

&

- 2z v
Pt 5 o

A

i
4o

39.

CMUH103-
REC1-047

2014/3/8

AUSCT201
4017668

Initial

Blinatumomab

MACROPHAGE
ACTIVATION
SYNDROME
[Histiocytosis
haematophagic]
FEBRILE
NEUTROPENIA [Febrile

neutropenia]

2,3

40.

CMUH103-
REC1-047

2014/3/8

AUSCT201
4017668

Follow-u

pl

Blinatumomab

MACROPHAGE
ACTIVATION
SYNDROME
[Histiocytosis
haematophagic]
FEBRILE
NEUTROPENIA [Febrile

neutropenia]

2,3

41.

CMUH103-
REC1-047

2014/3/8

AUSCT201
4017668

Follow-u

p2

Blinatumomab

MACROPHAGE
ACTIVATION
SYNDROME
[Histiocytosis
haematophagic]
FEBRILE
NEUTROPENIA [Febrile

neutropenia]

2,3

42.

CMUH103-
REC1-047

2014/3/8

AUSCT201
4017668

Follow-u

p3

Blinatumomab

MACROPHAGE
ACTIVATION
SYNDROME
[Histiocytosis
haematophagic]
FEBRILE
NEUTROPENIA [Febrile

neutropenia]

2,3
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BILIRUBIN TOTAL .
INCREASED [Blood
CMUH103- CANCT201| _ o Medi
43, 20141717 Initial | Blinatumomab bilirubin increased] A
REC1-047 4052033 cally
BACTERIAL SEPSIS
) . impor
[Bacterial sepsis]
tant
2
BILIRUBIN TOTAL .
INCREASED [Blood
CMUH103- CANCT201(Follow-u Medi
44, 2014/7/7 Blinatumomab bilirubin increased] A
REC1-047 4052033 pl cally
BACTERIAL SEPSIS |
_ ) impor
[Bacterial sepsis]
tant
2
BILIRUBIN TOTAL .
INCREASED [Blood
CMUH103- CANCT201|Follow-u Medi
45, 2014/717 Blinatumomab bilirubin increased] A
REC1-047 4052033 p2 cally
BACTERIAL SEPSIS |
_ ) impor
[Bacterial sepsis]
tant
2
BILIRUBIN TOTAL .
INCREASED [Blood
CMUH103- CANCT201|Follow-u Medi
46. 2014/717 Blinatumomab bilirubin increased] A
REC1-047 4052033 p3 cally
BACTERIAL SEPSIS |
_ ) impor
[Bacterial sepsis]
tant
2
BILIRUBIN TOTAL .
INCREASED [Blood
CMUH103- CANCT201| Follow-u Medi
47, 20141717 Blinatumomab bilirubin increased] A
REC1-047 4052033 p4 cally
BACTERIAL SEPSIS |
impor
[Bacterial sepsis]
tant
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48.

CMUH103-
REC1-047

2014/717

CANCT201
4052033

Follow-u

p5

Blinatumomab

BILIRUBIN TOTAL
INCREASED [Blood
bilirubin increased]
BACTERIAL SEPSIS

[Bacterial sepsis]

Medi
cally
impor

tant

49,

CMUH103-
REC1-047

2014/6/20

CANCT201
4057550

Follow-u

pl

Blinatumomab

FEBRILE
NEUTROPENIA [Febrile
neutropenia]
PROGRESSION OF
ACUTE
LYMPHOBLASTIC
LEUKEMIA [Acute
lymphocytic leukaemia]
BILATERAL
PULMONARY
INFILTRATES [Lung

infiltration]

1,23

50.

CMUH103-
REC1-047

2014/6/20

CANCT201
4057550

p2

Follow-u

Blinatumomab

FEBRILE
NEUTROPENIA [Febrile
neutropenia]
PROGRESSION OF
ACUTE
LYMPHOBLASTIC
LEUKEMIA [Acute
lymphocytic leukaemia]
BILATERAL
PULMONARY
INFILTRATES [Lung

1,23

infiltration]
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FEBRILE
NEUTROPENIA [Febrile
neutropenia]
PROGRESSION OF
ACUTE
CMUH103- CANCT201|Follow-u| LYMPHOBLASTIC
51. 2014/6/20 Blinatumomab 123 A
REC1-047 4057550 p3 LEUKEMIA [Acute
lymphocytic leukaemia]
BILATERAL
PULMONARY
INFILTRATES [Lung
infiltration]
MASSIVE ICB
PARIETOTEMPROAL,
CMUH103- DEUCT201 - )
52. 2014/10/9 Initial | Blinatumomab | BLEEDING INRIGHT | 23 | A
REC1-047 4078620
VENTRICLE-SYSTEME,
MIDLINE SHIFT.
MASSIVE ICB
PARIETOTEMPROAL,
CMUH103- DEUCT201(Follow-u )
53. 2014/10/9 Blinatumomab | BLEEDING INRIGHT | 2,3 [ A
REC1-047 4078620 p1l
VENTRICLE-SYSTEME,
MIDLINE SHIFT.
2,3
ASPERGILLUS .
INFECTION [Aspergillus |
CMUH103- DEUCT201 Medi
54. 2014/10/25 Initial | Blinatumomab infection] A
REC1-047 4082731 cally
STRIDOR INSPIRATORY |
] impor
[Stridor]
tant
1,2,3
ASPERGILLUS ;
INFECTION [Aspergillus |
CMUH103- DEUCT201(Follow-u| ] ] Medi
55. 2014/10/24 Blinatumomab infection] A
REC1-047 4082731 pl cally
STRIDOR INSPIRATORY
] impor
[Stridor]
tant
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CMUH103- FRACT201 - ) FEBRILE SYNDROME
56. 2014/8/9 Initial | Blinatumomab 23| A
REC1-047 4061557 [Pyrexia]
CMUH103- FRACT201|Follow-u FEBRILE SYNDROME
ST 2014/8/9 Blinatumomab _ 23 | A
REC1-047 4061557 p1l [Pyrexia]
1,2,3,
BACTEREMIA, A
UNSPECIFIED ;
CMUH103- POLCT201 . ) [Bacteraemia] ' )
58. 2014/7/13 Initial | Blinatumomab Medi| A
REC1-047 4053455 HEMORRHAGIC "
cally
STROKE [Haemorrhagic
Impor
stroke]
tant
1,2,3,
BACTEREMIA, A
UNSPECIFIED .
CMUH103- POLCT201 | Follow-u ) [Bacteraemia] ' )
59. 2014/7/13 Blinatumomab Medi| A
REC1-047 4053455 p1l HEMORRHAGIC "
cally
STROKE [Haemorrhagic
Impor
stroke]
tant
1,2,3,
BACTEREMIA, A
UNSPECIFIED ;
CMUH103- POLCT201|Follow-u| [Bacteraemia] ' ]
60. 2014/7/13 Blinatumomab Medi| A
REC1-047 4053455 p2 HEMORRHAGIC .
cally
STROKE [Haemorrhagic
Impor
stroke]
tant
ANAPHYLACTIC
CMUH103- TURCT201
61. 2014/12/15 Initial | Blinatumomab [ SHOCK [Anaphylactic 2 A
REC1-047 4098277
shock]
1
Status epilepticus [Status [ 7:
CMUH103- USACT201 - ) epilepticus] Medi
62. 2014/5/10 Initial | Blinatumomab o A
REC1-047 4035251 Progressive disease cally
[Disease progression]  |impor
tant
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SEIZURE [Convulsion] 1
STATUS EPILEPTICUS 7
[Status epilepticus] ' )
CMUH103- USACT201|Follow-u Medi
63. 2014/5/6 Blinatumomab ACUTE A
REC1-047 4035251 pl cally
LYMPHOBLASTIC |
impor
LEUKAEMIA [Acute
_ ) tant
lymphocytic leukaemia]
SEIZURE [Convulsion] L
STATUS EPILEPTICUS ’
o 7
[Status epilepticus]
CMUH103- USACT201|Follow-u ) Medi
64. 2014/5/6 Blinatumomab ACUTE A
REC1-047 4035251 p2 cally
LYMPHOBLASTIC
impor
LEUKAEMIA [Acute
_ ) tant
lymphocytic leukaemia]
SEIZURE [Convulsion] | 1,2
STATUS EPILEPTICUS | 7:
CMUH103- USACT201(Follow-u ] [Status epilepticus] Medi
65. 2014/5/6 Blinatumomab A
REC1-047 4035251 p3 DISEASE cally
PROGRESSION [Disease [impor
progression] tant
SEIZURE [Convulsion] | 1,2
STATUS EPILEPTICUS | 7:
CMUH103- USACT201(Follow-u ] [Status epilepticus] Medi
66. 2014/5/6 Blinatumomab A
REC1-047 4035251 pa PROGRESSIVE cally
DISEASE (ALL) [Acute [impor
lymphocytic leukaemia] | tant
SEIZURE [Convulsion] | 1,2
STATUS EPILEPTICUS 7.
CMUH103- USACT201|Follow-u ) [Status epilepticus] Medi
67. 2014/5/6 Blinatumomab A
REC1-047 4035251 p5 PROGRESSIVE cally
DISEASE (ALL) [Acute [impor
lymphocytic leukaemia] | tant
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SEIZURE [Convulsion] | 1,2
STATUS EPILEPTICUS | 7:
CMUH103- USACT201| Follow-u ) [Status epilepticus] Medi
68. 2014/5/6 Blinatumomab A
REC1-047 4035251 p6 PROGRESSIVE cally
DISEASE (ALL) [Acute [impor
lymphocytic leukaemia] | tant
BLOOD BILIRUBIN
INCREASED [Blood
bilirubin increased]
ALANINE
AMINOTRANSFERASE ’3
INCREASE [Alanine 7
aminotransferase '
CMUH103- USACT201|Follow-u| . Medi
69. 2014/9/15 Blinatumomab increased] A
REC1-047 4070743 p2 cally
ASPARTATE
impor
AMINOTRANSFERASE
tant
INCREASE [Aspartate
aminotransferase
increased]
GVHD OF THE LIVER
[Graft versus host disease]
GVHD OF THE LIVER
CMUH103- USACT201|Follow-u ) )
70. 2014/9/15 Blinatumomab | [Graft versus host disease | 2,3 | A
REC1-047 4070743 p3 o
in liver]
TUMOR LYSIS
SYNDROME [Tumour
CMUH103- USACT201(Follow-u lysis syndrome]
71. 2014/10/12 Blinatumomab 23 | A
REC1-047 4079303 pa PNEUMONIA
[Pneumonia]
INFECTION [Infection]
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72.

CMUH103-
REC1-047

2014/10/12

USACT201
4079303

Follow-u

p5

Blinatumomab

Atrial fibrillation Grade 5
[Atrial fibrillation]
TUMOR LYSIS
SYNDROME [Tumour
lysis syndrome]
PNEUMONIA
[Pneumonia]

INFECTION [Infection]

1,23

73.

CMUH103-
REC1-047

2014/10/12

USACT201
4079303

Follow-u

p6

Blinatumomab

TUMOR LYSIS
SYNDROME [Tumour
lysis syndrome]
PNEUMONIA
[Pneumonia]
ATRIAL FIBRILLATION
[Atrial fibrillation]

1,23

74.

CMUH103-
REC1-047

2014/10/12

USACT201
4079303

Follow-u

p7

Blinatumomab

TUMOR LYSIS
SYNDROME [Tumour
lysis syndrome]
PNEUMONIA
[Pneumonia]
ATRIAL FIBRILLATION
[Atrial fibrillation]

1,23

75.

CMUH103-
REC1-047

2014/10/12

USACT201
4079303

Follow-u

p8

Blinatumomab

TUMOR LYSIS
SYNDROME [Tumour
lysis syndrome]
PNEUMONIA
[Pneumonia]
SEPSIS [Sepsis]
ATRIAL FIBRILLATION
[Atrial fibrillation]

1,23
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SEPSIS [Sepsis]
TUMOR LYSIS
CMUH103- USACT201|Follow-u| SYNDROME [Tumour
76. 2014/10/12 Blinatumomab ] 1,23 A
REC1-047 4079303 po9 lysis syndrome]
PNEUMONIA
[Pneumonia]
SEPSIS SYNDROME
[Sepsis syndrome]
CMUH103- USACT201 GASTRIC 1,2,3,
17. 2014/10/25 Initial | Blinatumomab A
REC1-047 4084756 HEMORRHAGE 4
(WORSENING) [Gastric
haemorrhage]
CMUH103- USACT201 Atrial fibrillation grade 5
78. 2014/11/1 Initial | Blinatumomab 1 A
REC1-047 4085383 [Atrial fibrillation]
CMUH103- USACT201(Follow-u Atrial fibrillation grade 5
79. 2014/11/1 Blinatumomab o 1 A
REC1-047 4085383 pl [Atrial fibrillation]
CMUH103- USACT201 ENCEPHALOPATHY
80. 2014/11/18 Initial | Blinatumomab 2 A
REC1-047 4090487 [Encephalopathy]
PROGRESSIVE ACUTE
CMUH103- AUSCT201(Follow-u ) LYMPHOBLASTIC
81l. 2015/2/17 Blinatumomab 13 A
REC1-047 5015382 p1l LEUKAEMIA [Acute
lymphocytic leukaemia]
SEPSIS
CMUH103- AUSCT201 - _
82. 2015/3/26 Initial | Blinatumomab | (SCEDOSPORIUMSP) | 1,3 | A
REC1-047 5030338 )
[Fungal sepsis]
2
BACTERIAL SEPSIS .
[Bacterial sepsis] ' )
CMUH103- CANCT201|Follow-u Medi
83. 2014/717 Blinatumomab | BILIRUBIN TOTAL A
REC1-047 4052033 p6 cally
INCREASED [Blood )
o impor
bilirubin increased]
tant
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MASSIVE ICB
PARIETOTEMPROAL,
CMUH103- DEUCT201| Follow-u
84. 2014/10/9 Blinatumomab | BLEEDING IN RIGHT | 2,3 A
REC1-047 4078620 p2
VENTRICLE-SYSTEME,
MIDLINE SHIFT
1,2,3
ASPERGILLUS .
INFECTION [Aspergillus |
CMUH103- DEUCT201|Follow-u| o Medi
85. 2014/10/25 Blinatumomab infection] A
REC1-047 4082731 p2 cally
STRIDOR INSPIRATORY |
_ impor
[Stridor]
tant
PULMONARY
12,3
ASPERGILLUS .
INFECTION '
CMUH103- DEUCT201(Follow-u| Medi
86. 2014/10/25 Blinatumomab [Bronchopulmonary A
REC1-047 4082731 | p3 o cally
aspergillosis] ]
impor
STRIDOR INSPIRATORY
_ tant
[Stridor]
PULMONARY
12,3
ASPERGILLUS .
INFECTION '
CMUH103- DEUCT201(Follow-u| Medi
87. 2014/10/25 Blinatumomab [Bronchopulmonary A
REC1-047 4082731 p4 o cally
aspergillosis] ]
impor
STRIDOR INSPIRATORY
_ tant
[Stridor]
PULMONARY
1,2,3
ASPERGILLUS .
INFECTION N
CMUH103- DEUCT201| Follow-u ] Medi
88. 2014/10/24 Blinatumomab [Bronchopulmonary A
REC1-047 4082731 p6 o cally
aspergillosis] )
impor
STRIDOR INSPIRATORY
_ tant
[Stridor]
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GENERAL WEAKNESS
[Asthenia]
CMUH103- DEUCT201(Follow-u ) INFECTION DUE TO
89. 2014/12/23 Blinatumomab 13| A
REC1-047 4100645 p2 DISEASE
PROGRESSION
[Infection]
GENERAL WEAKNESS
CMUH103- DEUCT201(Follow-u ) )
90. 2014/12/23 Blinatumomab [Asthenia] 13 A
REC1-047 4100645 p3 )
INFECTION [Infection]
GENERAL WEAKNESS
[Asthenia]
CMUH103- DEUCT201(Follow-u ] INFECTION IN PATIENT
91. 2014/12/23 Blinatumomab 13| A
REC1-047 4100645 pa WITH LEUKAEMIA
[Infection in an
immunocompromised host]
GENERALIZED 1,2,3
WEAKNESS [Asthenia] 7:
CMUH103- ISRCT2015 HIGH LDH [Blood lactate | Medi
92. 2015/2/3 Initial | Blinatumomab ) A
REC1-047 010662 dehydrogenase increased] | cally
EPISTAXIS [Epistaxis] |impor
FEVER [Pyrexia] tant
1,2,3
SEPSIS [Sepsis] 7:
CMUH103- KORCT201 PNEUMONIA Medi
93. 2015/3/26 Initial | Blinatumomab A
REC1-047 5029593 AGGRAVATED cally
[Pneumonia] impor
tant
ACUTE RESPIRATORY
CMUH103- POLCT201 | Follow-u
94, 2015/3/22 Blinatumomab FAILURE [Acute 1,23 A
REC1-047 5028674 pl ) )
respiratory failure]
ACUTE RESPIRATORY
CMUH103- POLCT201
95. 2015/3/22 Initial | Blinatumomab FAILURE [Acute 123 A
REC1-047 5028674 ) )
respiratory failure]
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ANAPHYLACTIC
CMUH103- TURCT201|Follow-u
96. 2014/12/15 Blinatumomab | SHOCK [Anaphylactic 2 A
REC1-047 4098277 pl
shock]
ANAPHYLACTIC
CMUH103- TURCT201| Follow-u ) )
97. 2014/12/15 Blinatumomab | SHOCK [Anaphylactic 2 A
REC1-047 4098277 p2
shock]
ANAPHYLACTIC
CMUH103- TURCT201| Follow-u ) )
98. 2014/12/15 Blinatumomab | SHOCK [Anaphylactic 2 A
REC1-047 4098277 p3
shock]
ANAPHYLACTIC
CMUH103- TURCT201| Follow-u ) )
99, 2014/12/15 Blinatumomab | SHOCK [Anaphylactic 2 A
REC1-047 4098277 p4
shock]
MULTI ORGAN
FAILURE [Multi-organ (1,2,3,
failure] 4
SEPSIS SYNDROME 7.
CMUH103- USACT201|Follow-u _ _ _
100 2014/10/25 Blinatumomab [Sepsis syndrome] Medi| A
REC1-047 4084756 pl
GASTRIC cally
HEMORRHAGE Impor
(WORSENING) [Gastric | tant
haemorrhage]
MULTI ORGAN
FAILURE [Multi-organ (1,2,3,
failure] 4
SEPSIS SYNDROME 7.
CMUH103- USACT201|Follow-u _ _ _
101 2014/10/25 Blinatumomab [Sepsis syndrome] Medi| A
REC1-047 4084756 p2
GASTRIC cally
HEMORRHAGE Impor
(WORSENING) [Gastric | tant
haemorrhage]
Death due to progressive
CMUH103- DEUCT201 DLBCL disease
102 UNK Initial | Blinatumomab ] 1 A
REC1-047 5042583 [Malignant neoplasm
progression]
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MASSIVE ICB
PARIETOTEMPROAL,
CMUH103- DEUCT201| Follow
103 2014/10/9 Blinatumomab | BLEEDING INRIGHT [ 2,3 | A
REC1-047 4078620 up 3
VENTRICLE-SYSTEME,
MIDLINE SHIFT
SEPSIS
CMUH103- AUSCT201| Follow )
104 2015/3/26 Blinatumomab | (SCEDOSPORIUMSP) [ 1,3 [ A
REC1-047 5030338 up 1 )
[Fungal sepsis]
CMUH103- AUSCT201 STEMI [Acute myocardial
105 2015/5/11 Initial | Blinatumomab 234 A
REC1-047 5047110 infarction]
GENERALIZED 1,2,3
WEAKNESS [Asthenia] 7:
CMUH103- ISRCT2015| Follow _ HIGH LDH [Blood lactate | Medi
106 2015/2/3 Blinatumomab ) A
REC1-047 010662 up 1 dehydrogenase increased] | caly
EPISTAXIS [Epistaxis] |impor
FEVER [Pyrexia] tant
ACUTE RESPIRATORY
CMUH103- POLCT201| Follow _
107 2015/3/22 Blinatumomab FAILURE [Acute 1,23 A
REC1-047 5028674 up 2 ) )
respiratory failure]
Death due to progressive
CMUH103- DEUCT201| Follow ) DLBCL disease
108 UNK Blinatumomab ] 1 A
REC1-047 5042583 up 1 [Malignant neoplasm
progression]
2
ACUTE KIDNEY ;
INJURY [Acute kidney N
CMUH103- USACT201 - ) o Medi
109 2015/5/16 Initial | Blinatumomab injury] A
REC1-047 5048512 cally
HEART FAILURE
. . impor
[Cardiac failure]
tant
MASSIVE ICB
PARIETOTEMPROAL,
CMUH103- DEUCT201( Follow ]
110 2014/10/9 Blinatumomab | BLEEDING INRIGHT | 23 [ A
REC1-047 4078620 | up4
VENTRICLE-SYSTEME,
MIDLINE SHIFT
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2,34
7:
CMUH103- AUSCT201| Follow ) STEMI [Acute myocardial | Medi
111 2015/5/11 Blinatumomab A
REC1-047 5047110 up 1 infarction] cal
impor
tant
CA-INJFO
CMUH102- follow up
112 2015/5/18 | C-2015051 IBRUTINIB 1. SUDDEN DEATH 1 A
REC1-067 2
2803(2)
1. ATRIAL
FIBRILLATION RAPID
BR-JNJFO VENTRICULAR
CMUH103- follow up| RIVAROXABA
113 2015/5/15 | C-2015051 RESPONSE 237 A
REC1-087 1 N
2383(1) 2. STENT THROMBOSIS
3. MYOCARDIAL
INFARCTION
CIOMS
FORM-TM
DMR101-IR - _
114 B1.280 2015/5/30 (C2014_AH| Initial Sorafenib Mental Status Changes 3 A
CCo06
PHI0001
DMR101-IR ROUCT201|follow up| carfilzomib/ | Unknown cause of death,
115 2015/3/17 N L7 A
B1-148 5021982 2 dexamethasone Nausea, Vomiting
DMR101-IR » bortezomib/ | Acute respiratory failure,
116 2015/4/14 | 2014-0794 | Initial 2,3 A
B1-148 dexamethasone | Loss of consciousness
DMR101-IR ROUCT201|follow up| carfilzomib/
117 2015/4/15 Unknown cause of death | 1 A
B1-148 5021982 3 dexamethasone
DMR101-IR THACT201|follow up| carfilzomib/ Hyperglycemia,
118 2015/4/21 ) 2,3 A
B1-148 5008797 2 dexamethasone Hypoglycemia
brentuximab
vedotin, Neutropenic fever,
DMR101-IR 2014SGNO S _
119 2014/12/3 FU4 vincristine, Cardiovascular 1 A
B1-148 1626 _ o
Cyclophosphami insufficiency
de, Doxorubicin
104 # 07 » 01 p % 45 F > % 53 F
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brentuximab
vedotin,
DMR101-IR 2014SGNO
120 2014/12/23 FU2 vincristine, Tumor Lysis Syndrome 2 A
B1-148 1749 ]
Cyclophosphami
de, Doxorubicin
brentuximab multi organ failure,
vedotin, pneumonia
DMR101-IR 2014SGNO o ) )
121 2014/5/11 FU3 vincristine, | Febrile neutopenia, Acute | 1 A
B1-148 0593 _ _ _
Cyclophosphami respiratory distress
de, Doxorubicin syndrome
brentuximab multi organ failure,
vedotin, pneumonia
DMR101-IR 2014SGNO S _ _
122 2014/5/11 FU4 vincristine, | Febrile neutopenia, Acute | 1 A
B1-148 0593 _ _ _
Cyclophosphami respiratory distress
de, Doxorubicin syndrome
brentuximab
vedotin, Medically Significant,
DMR101-IR 2015SGNO S _ _
123 2015/4/6 FU2 vincristine, Sepsis, Pneumonia, 1 A
B1-148 0548 _ _
Cyclophosphami Tachycardia
de, Doxorubicin
brentuximab
vedotin, Medically Significant,
DMR101-IR 2015SGNO o ] )
124 2015/4/6 FU13 vincristine, Sepsis, Pneumonia, 1 A
B1-148 0548 ] ]
Cyclophosphami Tachycardia
de, Doxorubicin
Septic Shock, Clinical
520541 ISR| follw up
125/|DMR101-IR| 2014/11/3 @) 3 OGX-011 Deterioration with 1,3 A
B2-274 Multiorgan failure
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worsening of lymphoma
[Lymphoma]
Herpes zoster [Herpes
zoster]
DMR100 1301TURO |follow up
126 2013/1/11 MK-V212study typhlitis [Colitis] 13| A
-IRB-091 11678 26 i )
colonic perforation [Large
intestine perforation]
Abdominal sepsis
[Abdominal sepsis]
CMUH102- 2015SA021 . C.diff Toxoid ]
127 2015/2/15 Initial _ Septic shock 1 A
REC1-061 100 Vaccine
CMUH102- 2015SA021| Follow | C.diff Toxoid ]
128 2015/2/25 _ Septic shock 1 A
REC1-061 100 up 1l Vaccine
CMUH102- 2015SA021| Follow | C.diff Toxoid ]
129 2015/3/4 _ Septic shock 1 A
REC1-061 100 up 2 Vaccine
CMUH102- 2015SA021| Follow | C.diff Toxoid
130 2015/3/5 Septic shock 1 A
REC1-061 100 up 3 Vaccine
CMUH102- 2015SA021| Follow | C.diff Toxoid
131 2015/3/13 Septic shock 1 A
REC1-061 100 up 4 Vaccine
CMUH102- 2015SA021| Follow | C.diff Toxoid
132 2015/3/17 _ Septic shock 1 A
REC1-061 100 up 5 Vaccine
CMUH102- 2015SA017 » C.diff Toxoid )
133 2015/2/23 Initial ) Rhabdomyolysis 3 A
REC1-061 128 Vaccine
CMUH102- 2015SA017| Follow | C.diff Toxoid )
134 2015/3/4 _ Rhabdomyolysis 3 A
REC1-061 128 up 1l Vaccine
CMUH102- 2015SA017| Follow | C.diff Toxoid )
135 2015/3/10 _ Rhabdomyolysis 3 A
REC1-061 128 up 2 Vaccine
CMUH102- 2015SA017| Follow | C.diff Toxoid )
136 2015/3/25 _ Rhabdomyolysis 3 A
REC1-061 128 up 3 Vaccine
CMUH102- 2015SA017| Follow | C.diff Toxoid )
137 2015/4/23 Rhabdomyolysis 3 A
REC1-061 128 up 4 Vaccine
CMUH102- 2014SA168| Follow | C.diff Toxoid )
138 2015/3/25 _ Myalgia 3 A
REC1-061 045 up 1 Vaccine
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PL-JNJFO
CMUH103- follow up [ RIVAROXABA
139 2015/5/25 | C-2015051 1. STENT THROMBOSIS|[1,23| A
REC1-087 1 N
7533(1)
MK-3475
CMUH103- 15021SR00 [follow up ) ventricular fibrillation
140 2015/1/31 (pembrolizumab _ o 1 A
REC1-135 7001 3 ) [Ventricular fibrillation]
1. RENAL FAILURE
BE-JNJFO 2. ASTHENIA
CMUH103- follow up| DARATUMUM
141 2015/1/31 | C-2015020 3. 12,3] A
REC1-075 6 AB
2324(6) ALTERATION-OF-GENE
RAL STATE
1. SEPSIS
2. AORTIC DISSECTION
ES-JINJFO 3. BILATERAL
CMUH102- follow up| CNTO136
142 2015/2/3 | C-2015020 ] PLEURAL EFFUSION 1,23 A
REC1-087 7 (sirukumab)
3042(7) 4. RIGHT PNEUMONIA
5. CEREBRAL
HEMORRHAGE
1. SEPSIS
2. AORTIC DISSECTION
ES-IJNJFO 3. BILATERAL
CMUH102- followup[ CNTO136
143 2015/2/3 | C-2015020 PLEURAL EFFUSION 123 A
REC1-087 8 (sirukumab)
3042(8) 4. RIGHT PNEUMONIA
5. CEREBRAL
HEMORRHAGE
MK-3475
CMUH103- 1502ISR0O0 (follow up ) ventricular fibrillation
144 2015/1/31 (pembrolizumab _ o 1 A
REC1-135 7001 4 ) [Ventricular fibrillation]
hyperbilirubinemia
MK-3475 o ]
CMUH103- 1506USAO |follow up ) [Hyperbilirubinaemia]
145 2015/6/1 (pembrolizumab o 113 A
REC1-135 01320 1 ) Hepatic Failure [Hepatic
failure]
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hyperbilirubinemia
MK-3475 o ]
CMUH103- 1506USAO |follow up ) [Hyperbilirubinaemia]
146 2015/6/1 (pembrolizumab o 13 A
REC1-135 01320 2 ) Hepatic Failure [Hepatic
failure]
1. PNEUMONIA
2. ISCHEMIC HEART
GB-JNJFO
CMUH103- follow up [ RIVAROXABA DISEASE 1,2,3
147 2015/3/23 | C-2015040 A
REC1-087 2 N 3. ACUTE KIDNEY 7
1797(2)
INJURY
4. OPIOID TOXICITY
1. ACUTE CALCULOUS
CHOLECYSTITIS
2. ACUTE CONGESTIVE
BG-INJFO HEART FAILURE
CMUH103- ~ |RIvAROXABA 2,34,
148 2015/5/22 | C-2015051 | initial 3. ACUTE ISCHMEIC A
REC1-087 N 7
6025(3) STROKE IN THE
TERRITORY OF RIGHT
MID CEREBRAL
ARTERY
1. ACUTE CALCULOUS
CHOLECYSTITIS
2. ACUTE CONGESTIVE
BG-JNJFO HEART FAILURE
CMUH103- follow up| RIVAROXABA 1,2,3,
149 2015/5/22 | C-2015051 3. ACUTE ISCHMEIC A
REC1-087 4 N 4,7
6025(4) STROKE IN THE
TERRITORY OF RIGHT
MID CEREBRAL
ARTERY
1. ARTERIAL
EMBOLISMS OF
BR-IJNJFO
CMUH103- o RIVAROXABA LOWER LIMBS
150 2015/6/18 | C-2015061| initial 23 [ A
REC1-087 N 2. TACHYARRHYTHMIA
1032(1)
3. ATRIAL
FIBRILLATION
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MK-3475
CMUH103- 1503CHLO |follow up ) Acute renal failure [Acute
151 2015/3/9 (pembrolizumab _ o 123 | A
REC1-135 10123 6 | kidney injury]
CMUH103 15021SR01 [foll MIC-S475 ey e
- ollow u i i
152 2015/2/4 Pl (pembrolizumap|  [Respiratory failure] |0 |
MK-3475 _
CMUH103- 1503CHLO |follow up ) Acute renal failure [Acute
153 2015/3/9 (pembrolizumab 123 | A
REC1-135 10123 7 ) kidney injury]
hyperbilirubinemia
MK-3475
CMUH103- 1506USAO |follow up ) [Hyperbilirubinaemia]
154 2015/6/1 (pembrolizumab o i 13 A
REC1-135 01320 3 ) Hepatic Failure [Hepatic
failure]
(3R] B R H -
EZ G jtlF f# }1 i i IE %‘ ﬁ
gFJ.
g 2
B * ¢ ek FEPF
R [ 79¢ widoei 3]
1. | CMUH102-REC1-088 | % 1t _
*% 3 p #p ot April 20, 2015
(##]
*moE D SUSAR Fvh & bl 48 £ 52 2
[ =% 2444 ]
*oR B g MEDI-546
2. | DMR94-IRB-055 F4p o , ,
*E rMARLPF 102010 19p % 103E 017 18 p
[ =% 2444 ]
*:&5% # £4i 1 MEDI-546
*E rMEAFLYPF 103017 19p % 104F 01 % 18 p
[z 22 ]
3. | CMUH103-REC1-123 | 1 7 | *3#=% %4 &4 : HZ/su candidate vaccine
*% rMERAHF 103 £ 107 01 p 1 104 E 047 30 P
THE 2R ]
4. | DMR101-IRB1-044 Ly - )
*E # ¢ Fi.pazopanib
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*% 2 4R 8 : 10ct2014-30Apr2015
[ 2444 ]
5. | CMUH102-REC1-023 | #.+& 3;}' *:k% ¥ 4 ¢4 © fluticasone propionate £ Seretide
*% pPAR2A M 1032107 01 p I 104 % 04 % 30 p
[{ara4ExLp]
6. | DMR99-IRB-057 F Eis% | *% 4 @ Global S-1 1B version 6.0 Final 22 April 2015
*p g 12015 & 047 22 p
[z = 2p4p2]
7. | DMR101-IRB1-090 AL | *RmE S L4 0 MK3475 (Pembrolizumab)
>HEFELHEF103F 102 19p 3 104# 017 06 P
[##]
RE
8. | DMR97-IRB-195 T 5m
1. 3@ IR I i
2. Fi‘r';?;ﬁaﬂ (B3 p Y e A 2015& 40 10p) e
[LATaEs ]
9. | CMUH103-REC1-123 | # 21 7 | *% 4 : PF-04449913 (Glasdegib) Investigator’s Brochure
*p #2015 & 47
[{rTa#r2p]
10. | DMR97-IRB-127 3 B | %54 : Trastuzumab (Herceptin), Edition 14
*p #p 12013 & 10 *
[z 21244 ]
11. | CMUH103-REC1-145 Rk | *RREs & i GW685698+GW642444
>HFELHE © 010ct2014-30Apr2015 -
[ 212404 ]
12. | DMR101-IRB1-029 R I *E%ES L LCZ696
rHFLHEF 103#£107 01 p 1 104 & 3% 31 F
13. | CMUH103-REC1-028 | ¥4 7 (DsMB Ll
*Ak s pH 2015 & 02 0 27 B
[H%=]
14. | CMUH103-REC1-119 | X i 8 | *p 7 @ 224 2% & § HR3F 2 NN304-4093 DMC
Recommendation (DMC meeting date:27-May-2015)
[H%=]
15. | CMUM103-REC1-075 LA *Ox L i TRA sk dF 4 (Lancet Oncology V15 Nov 2014

pl379-13882014v15 % report of Spring Meeting 2014 )
Bomp @ ARGE KRS N ph o Efpr 0
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[z % 2442 ]
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16. | CMUH103-REC1-106 | Ry |** 2i4p2 @ 103 #08 2 21p 1 104#02° 20 p
[#%]

*N % 137 2 CIOMS 4 % ©

[z % 2442 ]
17. | DMR99-IRB-038 A g | *2=¥P L4 VARENICLINE
* pMAEA B 103 & 110 10p I 104 # 05 % 09 p

[zrx 242 ]
18. | CMUH102-REC1-103 | 3&3# & | *3m% %4 %4 1 RLX030
* MM AR A MR 103 100 0L p X 104# 03 % 31 p

[{r7i$r 2p]
*1 & ! Letter of Investigator’s Brochure for Idelalisib, Date: 23
March 2015; Zydelig® (idelalisib) Investigator’s Brochure
Twelfth Edition: 24 Feburary 2015
*pHp 2015 & 27 240

[ DSMB 3% 4]

19. | CMUH102-REC1-076 | #£ <1 7 5 )
*A-k G pd 1 2015# 04 7 13-14 p
[#=]
*n % ¢ GS-US-313-0125 Non-death & Non life-threatening
SUSAR 07Apr2015-01May2015: i@ 4¢ 104 # 04 * 07 p % 104
£ 057 01 p GS-US-313-0125 7= & 5 % 4 &
SUSAR % i » 2 25 % o
20. | CMUH103-REC1-048 | %)= ~ (k%L 4% 2]
[ DSMB 3% i 4]
21. | CMUH102-REC1-099 | #<4 & 5 )
*AxEEpd 10420507 11 P
[{r7a842p]
22. | DMR97-IRB-108 Fj= 7 | *=4 :\Version5.1
*p #p  Mar 03, 2015
[ ## % >147 4 ] Line Listing of Suspected Unexpected
Serious Adverse Reactions (SUSARs) JNJ-54767414
23. | DMR101-IRB1-204 # 4 % | (daratumumab)

*:E ok E 4 LA 1 daratumumab
*% pMAFLHF 103 4£ 100 12p 3 104# 047 11 p
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24. | DMR101-IRB1-307 ¥, % A | *=4 : Version5.1
*p # : Mar 03, 2015
[ 57 il 4ois )

25. | CMUH103-REC1-075 | % 6 #

*iz @ p @ ¢ April 20, 2015

26. | DMR101-IRB1-121
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