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CMUH103- 1510NLDO [follow up|(pembrolizumab| progression [Malignant
13. 2015/9/26 ) ] 13| A
REC1-135 00658 19 ) Solution for neoplasm progression]
injection exacerbation of chronic
kidney injury [Renal
injury]
dyspnea [Dyspnoea]
followup| MK-3475 .
_ Malignant neoplasm
CMUH104- 1612RUSO 1 (pembrolizumab ) )
14, 2016/12/4 _ progression [Malignant 1 A
REC1-118 03523 [(downgra| ) Solution for ]
S neoplasm progression]
de) injection
Pleural effusion [Pleural
MK-3475 )
) effusion]
CMUH104- 1611USAQ |follow up|(pembrolizumab| )
15. 2016/10/24 Right internal jugular deep| 1.3 | A
REC1-118 02221 3 ) Solution for
S vein thrombosis [Jugular
injection ) .
vein thrombosis]
PEMETREXED
(3475
SOLUTION
FOR
INJECTION ) ]
Febrile neutropenia
STUDY) ) ]
[Febrile neutropenia]
(pemetrexed) . )
CMUH103- 1512BRAO [follow up anemia [Anaemia]
16. 2015/11/6 Intravenous 23] A
REC1-123 07876 1 o Pseudomembranous colitis
infusion
[Pseudomembranous
CARBOPLATI -
colitis]
N (3475
SOLUTION
FOR
INJECTION
STUDY)
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Lung infection (klebsiella
pneumoniae) [Klebsiella
MK-3475 infection]
CMUH103- 1509TURO |follow up| (pembrolizumab thrombocytopenia
17. 2015/8/31 ) ] 1231 A
REC1-123 01265 13 ) Solution for [Thrombocytopenia]
injection Pneumonitis [Pneumonitis]
Pulmonary embolism
[Pulmonary embolism]
MK-3475 PERICARDIAL
CMUH103- 1701BRAO (pembrolizumab| TAMPONADE [Cardiac
18. 2016/12/31 initial ) 23 [ A
REC1-123 02647 ) Solution for tamponade]
injection HEPATITIS [Hepatitis]
CMUH104- 1607BRAO| = anaphylaxis [Anaphylactic
19. 2016/7/19 initial | CETUXIMAB 23| A
REC1-039 08577 reaction]
osteomyelitis (bone
CETUXIMAB | infection) [Osteomyelitis]
CMUH104- 1611I1SR00 |follow up ) .
20. 2016/11/11 CARBOPLATI | Infection: other (epidural | 2.3 | A
REC1-039 7474 3
N abscess) [Extradural
abscess]
CETUXIMAB _ _
CMUH104- 1609AUSO |follow up neutropenic sepsis
21. 2016/9/23 CARBOPLATI _ _ 13| A
REC1-039 12294 1 N [Neutropenic sepsis]
osteomyelitis (bone
CETUXIMARB | infection) [Osteomyelitis]
CMUH104- 1611ISR0O0 [follow up
22. 2016/11/11 CARBOPLATI | Infection: other (epidural [1.2.3]| A
REC1-039 7474 4
N abscess) [Extradural
abscess]
MK-3475
(pembrolizumab
CMUH104- 1608BRAO [follow up ) )
23. 2016/8/26 ) sepsis [Sepsis] 23| A
REC1-039 15042 2
CARBOPLATI
N
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Gl toxicity
CETUXIMAB
CMUH104- 1609USAO |follow up [Gastrointestinal toxicity]
24. 2016/9/27 CARBOPLATI | ) 123 A
REC1-039 14746 3 N Fibrile neutropenia [Febrile
neutropenia]
MK-3475 ]
) tumor bleeding [Tumour
(pembrolizumab
CMUH104- 1607BRAO [follow up haemorrhage]
25. 2016/7/11 ) ] 13 A
REC1-039 06343 4 Thrombocytopenia
CARBOPLATI ]
N [Thrombocytopenia]
MK-3475
(pembrolizumab
)
CMUH104- 1609USAO |follow up healthcare associated
26. 2016/9/5 5-FLUOROUR ) ] 23 [ A
REC1-039 04223 2 pneumonia [Pneumonia]
ACIL
CARBOPLATI
N
MK-3475 o ]
) infusion related reaction -
CMUH104- 1611USAO |follow up|(pembrolizumab ) ]
27. 2016/11/8 Erbitux [Infusion related | 2.3 A
REC1-039 05418 1 ) ]
reaction]
CISPLATIN
CETUXIMAB _ _
CMUH104- 1609AUSO |follow up neutropenic sepsis
28. 2016/9/23 CARBOPLATI ) ) 13 A
REC1-039 12294 2 N [Neutropenic sepsis]
laryngeal edema
Laryngeal oedema
MK-3475 [ y.g-; ]_.
) pneumonitis [Pneumonitis]
(pembrolizumab ) ) )
febrile neutronenia [Febrile
CMUH104- 1607USAO |follow up ) ]
29. 2016/7/11 neutropenia] 23| A
REC1-039 05704 14 CISPLATIN - -
oral mucositis [Stomatitis]
5-FLUOROUR
decreased
ACIL )
platelet/thrombocytopenia
[Thrombocytopenia]
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Gl toxicity
CETUXIMAB
CMUH104- 1609USAO |follow up [Gastrointestinal toxicity]
30. 2016/9/27 CARBOPLATI | ) 123 A
REC1-039 14746 4 N Fibrile neutropenia [Febrile
neutropenia]
Tumoral bleeding [Tumour
MK-3475 haemorrhage]
CMUH104- 1604BRAO |follow up ) ] )
31. 2016/4/19 (pembrolizumab Fatigue [Fatigue] 1.23] A
REC1-039 14088 5 o )
) aspiration pneumonia
[Pneumonia aspiration]
Afebrile Neutropenia
[Neutropenia]
CETUXIMAB )
CMUH104- 1606PHLO1|follow up Health Care associated
32. 2016/6/20 5-FLUOROUR ) _ 13| A
REC1-039 0987 2 Pneumonia [Pneumonia]
ACIL _
Pulmonary Embolism
[Pulmonary embolism]
MK-3475
CMUH104- 1611I1TAOO [follow up ) Internal Bleeding [Internal
33. 2016/11/9 (pembrolizumab 12 | A
REC1-039 6264 2 ) haemorrhage]
Neutrophil Count
Decreased [Neutrophil
CMUH104- 1611AUSO |follow up| CETUXIMAB
34. 2016/11/22 count decreased] 23| A
REC1-039 10939 3 CARBOPLATI
N bronchial infection
[Bronchitis]
sepsis [Sepsis]
MK-3475 hemorrhoids
CMUH104- 1608USA0| ) )
35. 2016/7/30 initial [(pembrolizumab [Haemorrhoids] 23 | A
REC1-039 10273 )
) acute renal failure [Acute
kidney injury]
MK-3475
CMUH104- 1608BRAO [follow up ) )
36. 2016/8/26 CARBOPLATI sepsis [Sepsis] 23| A
REC1-039 15042 3 N
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MK-3475
(pembrolizumab )
CMUH104- 1611USAQ |follow up Cardio pulmonary arrest
37. 2016/11/7 ) ) ) 1 A
REC1-039 05156 1 [Cardio-respiratory arrest]
5-FLUOROUR
ACIL
CETUXIMAB ) ]
CMUH104- 1609AUSO |follow up Neutropenic sepsis
38. 2016/9/23 CARBOPLATI ] ] 13 ] A
REC1-039 12294 3 N [Neutropenic sepsis]
MK-3475
_ left hemiparesis
(pembrolizumab ) ]
CMUH104- 1610COLO |follow up [Hemiparesis]
39. 2016/10/16 ) 13 ] A
REC1-039 12200 2 unknown cause of death
CARBOPLATI
[Death]
N
bronchial infection
CETUXIMAB [Bronchitis]
CMUH104- 1611AUSO |follow up
40. 2016/11/22 CARBOPLATI Neutrophil Count 23 | A
REC1-039 10939 4
N Decreased [Neutrophil
count decreased]
MK-3475
CMUH104- 1611ITA0O [follow up ) Internal Bleeding [Internal
41. 2016/11/9 (pembrolizumab 12 | A
REC1-039 6264 3 | haemorrhage]
CETUXIMAB
CMUH104- 1608ITAO1L [follow up Febrile neutropenia
42. 2016/8/23 5-FLUOROUR ) ) 23 [ A
REC1-039 2588 2 [Febrile neutropenia]
ACIL
MK-3475
CMUH104- 1604ESPOO0 |follow up [ (pembrolizumab Febrile neutropenia
43. 2016/3/27 ) ] 23 | A
REC1-039 3783 1 ) [Febrile neutropenia]
CISPLATIN
Allergic reaction to
MK-V212 caelyx [Drug
DMR100-IR 1606GRC | follow o
44, 2016/5/4 Study hypersensitivity] 23| A
B-091 014605 up 1
CAELYX |Stroke [Cerebrovascular
accident]
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squamous cell
MK-V212 carcinoma NSC
DMR100-IR 1112USA0| follow Study progression [Squamous
45, 2011/10/28 . 13 A
B-091 0188 up 3 PRINIVIL cell carcinoma]
(LISINOPRIL) angioedema
[Angioedema]
RS-JNJFO 1. PANCYTOPENIA
CMUH102- follow | CNTO136
46. 2016/10/25| C-201610 . 2. DEATH 123 A
REC1-087 up 2 (sirukumab)
23310(2) 3. SEPSIS
RS-JNJFO 1. PANCYTOPENIA
CMUH102- follow | CNTO136
47, 2016/10/25| C-201610 . 2. DEATH 123 A
REC1-087 up 3 (sirukumab)
23310(3) 3. SEPSIS
RS-JNJFO 1. PANCYTOPENIA
CMUH102- follow | CNTO136
48. 2016/10/25| C-201610 . 2. DEATH 123 A
REC1-087 up 4 (sirukumab)
23310(4) 3. SEPSIS
PT-JNJFO
CMUH102- follow | CNTO136 1. DIFFUSE B-CELL
49, 2016/3/7 |C-201603 . 2 A
REC1-087 up 8 (sirukumab) LYMPHOMA
27174(8)
1. PANCYTOPENIA
RS-IJNJFO
CMUH102- follow | CNTO136 2. SEPSIS
50. 2016/10/25| C-201610 . 123 A
REC1-087 up5 (sirukumab) [3. SUDDEN CARDIAC
23310(5)
ARREST
1. SUDDEN CARDIAC
RS-INJFO
CMUH102- follow | CNTO136 ARREST
51. 2016/10/29| C-201610 . 123 A
REC1-087 up 6 (sirukumab) | 2. PANCYTOPENIA
23310(6)
3. SEPSIS
CAPECITABI
NE (3475
SOLUTION
CMUH104- 1612ITAO0| . . FOR pancytopenia
52. 2016/12/9 initial . 13| A
REC1-118 06627 INJECTION [Pancytopenia]
STUDY)
(capecitabine)
Tablet
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Hemorrhagic Pleuritis
[Pleurisy]
Systemic Candida
CAPECITABI| Infection [Systemic
NE (3475 candida]
SOLUTION Trombocytopenia
CMUH104- 1611INLD | follow FOR [Thrombocytopenia]
53. 2016/11/7 . 1.23] A
REC1-118 003722 up 6 INJECTION Neutropenia
STUDY) [Neutropenia]
(capecitabine) | Mucositis [Mucosal
Tablet inflammation]
carcinomatous mastitis
[Inflammatory
carcinoma of the breast]
MK-3475 hemodynamic failure
CMUH104- 1611FRAO [follow up|(pembrolizumab| [Circulatory collapse]
54, 2016/11/10 ) ) . N 13| A
REC1-118 07397 4 ) Solution for interstitial pneumonitis
injection [Interstitial lung disease]
MK-3475
malignant neoplasm
CMUH104- 1612TURO| follow [(pembrolizumab
55. 2016/9/30 progression [Malignant | 1.3 [ A
REC1-118 05084 upl ) Solution for
S neoplasm progression]
injection
follow MK-3475
malignant neoplasm
CMUH104- 1612TURO| up2 [(pembrolizumab
56. 2016/10/13 progression [Malignant | 1.3 [ A
REC1-118 05084 [(downgra| ) Solution for ]
neoplasm progression]
de) injection
1. DIFFUSE ALVEOLAR
GB-IJNJFO DAMAGE
CMUH102- follow up 1,2,3,
57. 2015/11/1 | C-2015102 IBRUTINIB 2. PULMONARY A
REC1-067 5 7
2917(9) INTERSTITIAL
FIBROSIS
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1. SUSPECTED
GB-JNJFO PROGRESSIVE
CMUH102-
58. RECL.067 2016/11/27]|C-2016121 | initial IBRUTINIB MULTI-FOCAL 2371 A
5167(0) LEUKOENCEPHALOPAT
HY
1. SUSPECTED
GB-JNJFO PROGRESSIVE
CMUH102-
59. RECL.067 2016/11/27]C-2016121 |follow up| IBRUTINIB MULTI-FOCAL 2371 A
5167(1) LEUKOENCEPHALOPAT
HY
1. SUSPECTED
GB-JNJFO PROGRESSIVE
CMUH102- follow up
60. 2016/11/27|C-2016121 IBRUTINIB MULTI-FOCAL 2371 A
REC1-067 2
5167(2) LEUKOENCEPHALOPAT
HY
1. SUSPECTED
GB-JNJFO PROGRESSIVE
CMUH102- follow up
61. 2016/11/27|C-2016121 IBRUTINIB MULTI-FOCAL 2371 A
REC1-067 3
5167(3) LEUKOENCEPHALOPAT
HY
Cerebrovascular insult
(stroke) [Cerebrovascular
Enzalutamide accident]
CMUH102- 2016US036( Follow ) ]
62. 2016/9/13 (ENZALUTAM |Pathological fracture pelvis| 1,3,7| A
REC1-068 783 Up1l )
IDE) Tablet [Pathological fracture]
Pathological fracture pelvis
[Pelvic fracture]
Enzalutamide-BI
CMUH102- 201612018 . ) Deep vein thrombosis
63. 2016/12/1 Initial |inded (Code not ) _ 2 | A
REC1-068 81 [Deep vein thrombosis]
broken)
Enzalutamide
CMUH102- 2016JP022 . Blinded Prostate cancer [Prostate
64. 2016/12/15 Initial ) 1,71 A
REC1-068 339 (Enzalutamide) cancer]
Capsule
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Enzalutamide
CMUH102- 2016JP022 | Follow Blinded Pulmonary infection [Lung
65. 2016/12/15 . ] . 1 A
REC1-068 339 Up1l [ (Enzalutamide) infection]
Capsule
Pancreatic cancer
[Pancreatic carcinoma]
Ischemia of small bowel
Enzalutamide [Intestinal ischaemia]
CMUH102- 2015US038 - ) .
66. 2015/9/23 Initial [ (ENZALUTAM Sepsis [Sepsis] 237 A
REC1-068 372
IDE) Capsule leus [lleus]
leus [lleus]
peritoneal carcinosis
[Metastases to peritoneum]
MK-3475 ] ] ]
_ intestinal perforation
CMUH103- 1603PEROQO|follow up | (pembrolizumab o
67. 2016/3/2 _ secundary to diverticulum [ 1.2.3
REC1-123 4463 7 ) Solution for o ]
L [Diverticular perforation]
injection
Lung infection (klebsiella
pneumoniae) [Klebsiella
MK-3475 infection]
CMUH103- 1509TURQO |follow up|(pembrolizumab thrombocytopenia
68. 2015/8/31 ) ) 1.2.3
REC1-123 01265 14 ) Solution for [Thrombocytopenia]
injection Pneumonitis [Pneumonitis]
Pulmonary embolism
[Pulmonary embolism]
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pneumonia [Pneumonia]
PEMETREXED Thrombocytopenia
(3475 [Thrombocytopenia]
SOLUTION Anemia [Anaemia]
FOR gastrointestinal bleeding
INJECTION [Gastrointestinal
STUDY) haemorrhage]
(pemetrexed) Thrombocytopenia
CMUH103- 1604TURO |follow up ]
69. 2016/3/31 Intravenous [Thrombocytopenia] 123 A
REC1-123 02203 o ) ]
infusion Leukopenia [Leukopenia]
CARBOPLATI | febril neutropenia [Febrile
N (3475 neutropenia]
SOLUTION hyperuricemia
FOR [Hyperuricaemia]
INJECTION | Elevated AST [Aspartate
STUDY) aminotransferase
increased]
Other Serious Criteria:
MK-3475
) Medically Significant
CMUH103- 1701BRAO| = . (pembrolizumab
70. 2017/1/2 initial _ Upper vena cava syndrome| 1 A
REC1-123 05124 ) Solution for )
S [Superior vena cava
injection
syndrome]
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Other Serious
Criteria:
Medically
Significant
Upper vena cava
syndrome
CMUH103- 1607BRAO [follow up| [Superior vena | Stroke [Cerebrovascular
71. 2016/7/11 ] 234 A
REC1-123 06528 2 cava syndrome] accident]
CARBOPLATI
N (3475
SOLUTION
FOR
INJECTION
STUDY)
PACLITAXEL
(3475
SOLUTION
FOR
INJECTION anemia [Anaemia]
STUDY) hypotension, drug-induced
(paclitaxel) [Hypotension]
CMUH103- 1601PHLOO0|follow up
72. 2016/1/11 Intravenous | acute coronary syndrome | 2.3 | A
REC1-123 4551 1
infusion [Acute coronary syndrome]
CARBOPLATI hypoglycemia
N (3475 [Hypoglycaemia]
SOLUTION
FOR
INJECTION
STUDY)
MK-3475 o )
) infusion related reaction -
CMUH104- 1611USAQ |follow up|(pembrolizumab ) ]
73. 2016/11/8 Erbitux [Infusionrelated | 2.3 | A
REC1-039 05418 2 ) )
reaction]
CISPLATIN
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laryngeal edema
[Laryngeal oedema]
pneumonitis [Pneumonitis]
MK-3475
) febrile neutronenia [Febrile
CMUH104- 1607USAO |follow up| (pembrolizumab ]
74. 2016/7/11 neutropenia] 23| A
REC1-039 05704 15 )
oral mucositis [Stomatitis]
CISPLATIN
decreased
platelet/thrombocytopenia
[Thrombocytopenia]
MK-3475
(pembrolizumab| . ]
CMUH104- | 2016/12/1|1701JPNOO| interstitial pneumonia
75. initial ) N ) 1 A
REC1-039 8 2688 [Interstitial lung disease]
5-FLUOROUR
ACIL
Septic shock [Septic
MK-3475 shock]
(pembrolizumab Hematochezia
CMUH104- 1610TURO |follow up
76. 2016/10/3 ) [Haematochezia] 123 A
REC1-039 02312 7
5-FLUOROUR Increase of creatinine
ACIL [Blood creatinine
increased]
MK-3475
CMUH104- 1604ESPOO0 [follow up|(pembrolizumab |febrile neutropenia [Febrile
77. 2016/3/27 _ 23| A
REC1-039 3783 2 ) neutropenia]
CISPLATIN
MK-3475
(pembrolizumab | neutropenia [Neutropenia]
CMUH104- 1605AUTO [follow up )
78. 2016/5/13 ) Tumor bleeding [Tumour | 1.3 | A
REC1-039 06374 3
5-FLUOROUR haemorrhage]
ACIL
MK-3475
CARBOPLATI |Supraglottic edema (Grade
CMUH104- 1605USAO |follow up
79. 2016/5/4 N 4) [Laryngeal oedema] | 2.3 | A
REC1-039 05123 13 ) ]
5-FLUOROUR Sepsis [Sepsis]
ACIL

106 = 02 * 08 p

S




2. S &
ﬂm?# CEEHRFRAIRELIRAF-FALRE
FEAERS X2 EREE(C 2%
)3 X >MIF|FEL A
E L | AP Vit Ex *ORE X3
3 g o |% 2 B 3 5 5] FE K v = e
MK-3475
CMUH104- 1604ESPO0O0 [follow up| (pembrolizumab |febrile neutropenia [Febrile
80. 2016/3/27 ] 23 | A
REC1-039 3783 3 ) neutropenia]
CISPLATIN
MK-3475  |septic shock [Septic shock]
embrolizumab|  vomiting [Vomitin
CMUH104- 1605BRAO0 |follow up (p d [V d
81. 2016/5/6 ) Acute renal failure [Acute | 1.3 | A
REC1-039 05313 12 ] o
5-FLUOROUR Kidney injury]
ACIL diahrrea [Diarrhoea]
MK-3475 pulmonary fibrosis
(pembrolizumab [Pulmonary fibrosis]
CMUH104- 1605BRAO (follow up
82. 2016/5/1 ) septicemia [Sepsis] 23 | A
REC1-039 07069 6 ) )
CARBOPLATI Anemia [Anaemia]
N asthenia [Asthenia]
septic shock [Septic shock]
acute renal failure [Acute
MK-3475 kidney injury]
i hypokalemia
CMUH104- | 2015/12/1 | 1602BRA0 | Follow |(PemProlizumab _
83. ) [Hypokalaemia] 123 A
REC1-039 6 06046 up 18 ) )
CISPLATIN | neutropenia [Neutropenia]
platelet count decreased
[Platelet count decreased]
diarrhea [Diarrhoea]
MK-3475
infusion related reaction -
CMUH104- 1611USAQ | Follow |(pembrolizumab
84. 2016/11/8 Erbitux [Infusion related | 2.3 | A
REC1-039 05418 up 3 ) )
reaction]
CISPLATIN
MK-3475
(pembrolizumab
CMUH104- 1607USAOQ | Follow Bronchial infection
85. 2016/7/18 ) N 13| A
REC1-039 09173 up 5 [Bronchitis]
CARBOPLATI
N
CETUXIMAB
CMUH104- 1608ITAO0L| Follow Febrile neutropenia
86. 2016/8/23 5-FLUOROUR _ _ 23 | A
REC1-039 2588 up 3 ACIL [Febrile neutropenia]
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osteomyelitis (bone
CETUXIMAB | infection) [Osteomyelitis]
CMUH104- | 2016/11/1|16111SR00 | Follow
87. CARBOPLATI | Infection: other (epidural |1.2.3 A
REC1-039 1 7474 up 5
N abscess) [Extradural
abscess]
MK-3475
CMUH104- 1604ESP00| Follow [(pembrolizumab |febrile neutropenia [Febrile
88. 2016/3/27 ) 23 | A
REC1-039 3783 up 4 ) neutropenia]
CISPLATIN
MK-3475 Temporary atrial
CMUH104- 1701CZEQ0| Follow
89. 2017/1/4 (pembrolizumab fibrillation [Atrial 13| A
REC1-039 3581 up 1 o
) fibrillation]
CMUH104- 1607BRAO0 | Follow anaphylaxis [Anaphylactic
90. 2016/7/19 CETUXIMAB _ 23 | A
REC1-039 08577 up 1l reaction
MK-3475
(pembrolizumab
o1 CMUH104- 1 2016/11/1 [1611JPNO1| Follow ) Interstitial pneumonia 3l A
'| REC1-039 7 0242 up3 | 5-FLUOROUR | [Interstitial lung disease] '
ACIL
MK-3475
(pembrolizumab | neutropenia [Neutropenia]
CMUH104- 1605AUTO | Follow )
92. 2016/5/13 ) Tumor bleeding [Tumour | 1.3 | A
REC1-039 06374 up 4
CARBOPLATI haemorrhage]
N
sepsis [Sepsis]
MK-3475 hemorrhoids
CMUH104- 1608USAO0 | Follow ) )
93. 2016/7/30 (pembrolizumab [Haemorrhoids] 23| A
REC1-039 10273 up 1 )
) acute renal failure [Acute
kidney injury]
MK-3475  |profound malaise [Malaise]
CMUH104- 1701TURO| = (pembrolizumab abdominal pain
94. 2016/9/30 initial _ ) ) 13| A
REC1-118 04418 ) Solution for [Abdominal pain]
injection fatigue [Fatigue]
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Hemorrhagic Pleuritis
[Pleurisy]
Systemic Candida
CAPECITABIN
Infection [Systemic
E (3475
candida]
SOLUTION ]
Trombocytopenia
CMUH104- 1611NLDO [follow up FOR ]
95. 2016/11/7 [Thrombocytopenia] |1.2.3| A
REC1-118 03722 7 INJECTION ) ]
Neutropenia [Neutropenia]
STUDY) N
o Mucositis [Mucosal
(capecitabine)
inflammation]
Tablet ] -
carcinomatous mastitis
[Inflammatory carcinoma
of the breast]
CAPECITABIN
E (3475
SOLUTION ]
pancytopenia
CMUH104- 16121TAOQO [follow up FOR ]
96. 2016/12/9 [Pancytopenia] 13| A
REC1-118 6627 1 INJECTION ] ]
sepsis [Sepsis]
STUDY)
(capecitabine)
Tablet
(1) CC-5013
(LENALIDOMI
CMUH104- | 2016/12/2 [POL-20161 DE) NEUTROPENIA
97. Initial 2,3 A
REC1-122 7 28181(0) (Blinded) (Neutropenia, Neutropenia)
(2) Rituximab
(RITUXIMAB)

106 = 02 * 08 p
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TUMOUR LYSIS
SYNDROME (Tumour
lysis syndrome, Tumour
lysis syndrome)
SEPSIS (Sepsis, Sepsis)
ACUTE KIDNEY
INJURY (Acute kidney
(1) CC-5013 o ]
injury, Acute kidney
(LENALIDOMI
CMUH104- TUR-20160|follow up ) injury) DEATH (DIFFUSE
98. 2016/7/30 DE) (Blinded) 123 A
REC1-122 80662(3) 3 LARGE B-CELL
(2) Rituximab
LYMPHOMA) (Diffuse
(RITUXIMAB)
large B-cell lymphoma,
Diffuse
large B-cell lymphoma)
GLOBE VESICAL
(URINARY RETENTION)
(Urinary retention, Urinary
retention)
CARBOPLATI
N (3475
SOLUTION
FOR
INJECTION
STUDY)
(Carboplatin) | febril neutropenia [Febrile
CMUH103- 1602PEROO|follow up| Intravenous neutropenia]
99. 2016/2/9 o _ 23| A
REC1-123 6636 2 Injection Neutropenia grade 1V
PACLITAXEL [Neutropenia]
(3475
SOLUTION
FOR
INJECTION
STUDY)
(paclitaxel)
106 = 02 * 08 p % 46 F > x 64 F




PRPELE TR PR

FRAER

2
- =

1
[

PESREERSES Y
£ .5 &(L

)

¢

L P

X >R
2 S

S A
il

- 2z v
Pt 5 o

*AFE R

£

por
e

100

CMUH103-
REC1-123

2016/1/11

1601PHLO0
4551

initial

PACLITAXEL
(3475
SOLUTION
FOR
INJECTION
STUDY)
(paclitaxel)
Intravenous
inCARBOPLAT
IN (3475
SOLUTION
FOR
INJECTION
STUDY)fusion

anemia [Anaemia]
acute coronary syndrome
[Acute coronary syndrome]
hypoglycemia
[Hypoglycaemia]
hypotension, drug-induced

[Hypotension]

2.3

101

CMUH103-
REC1-123

2016/10/3
0

1611CHNO
00232

follow up
8

PACLITAXEL
(3475
SOLUTION
FOR
INJECTION
STUDY)
(paclitaxel)
Intravenous
infusion
CARBOPLATI
N (3475
SOLUTION
FOR
INJECTION
STUDY)

Suspected pulmonary
embolism [Pulmonary

embolism]

1.2.3
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102

CMUH103-
REC1-123

2016/12/1
2

1612CHNO
07819

follow up
2

PACLITAXEL
(3475
SOLUTION
FOR
INJECTION
STUDY)
(paclitaxel)
Intravenous
infusion
CARBOPLATI
N (3475
SOLUTION
FOR
INJECTION
STUDY)

ketoacidosis [Ketoacidosis]

pneumonia [Pneumonia]

1.3

103

CMUH103-
REC1-123

2016/8/17

1608KOR0
11170

follow up
5

MK-3475
(pembrolizumab
) Solution for

injection

death]

sudden death [Sudden

104

CMUH103-
REC1-123

2016/2/22

1602MY SO0
11535

follow up
2

PACLITAXEL
(3475
SOLUTION
FOR
INJECTION
STUDY)
(paclitaxel)
Intravenous
infusion
CARBOPLATI
N (3475
SOLUTION
FOR
INJECTION
STUDY)

hospital acquired

pneumonia [Pneumonia]

1.3
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105

CMUH103-
REC1-123

2016/12/2
2

1612CHNO

follow up
13228 2

CARBOPLATI
N (3475
SOLUTION
FOR
INJECTION
STUDY)
(Carboplatin)
Intravenous
Injection
PEMETREXED
(3475
SOLUTION
FOR
INJECTION
STUDY)

platelet count decreased
[Platelet count decreased]
Neutrophil count decreased
[Neutrophil count

decreased]

2.3

106

CMUH103-
REC1-123

2016/6/23

1606 TURO

follow up
13046 8

MK-3475
(pembrolizumab
) Solution for

injection

pulmonary embolism

[Pulmonary embolism]

1.23

107

CMUH103-
REC1-123

2016/10/2
3

1610ARGO

14393 8

follow up

CARBOPLATI
N (3475
SOLUTION
FOR
INJECTION
STUDY)
(Carboplatin)
Intravenous
Injection
PEMETREXED
(3475
SOLUTION
FOR
INJECTION
STUDY)

Septic shock [Septic
shock]
Accute renal failure [Acute
kidney injury]

neutropenia [Neutropenia]

1.3

106 = 02 * 08 p
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CARBOPLATI
N (3475
SOLUTION
FOR
INJECTION
STUDY) platelet count decreased
(Carboplatin) | [Platelet count decreased]
CMUH103- [ 2016/12/2 | 1612CHNO [follow up _
108 Intravenous  |Neutrophil count decreased| 2.3 | A
REC1-123 2 13228 3 o )
Injection [Neutrophil count
PEMETREXED decreased]
(3475
SOLUTION
FOR
INJECTION
STUDY)
MK-3475
_ intestinal perforation
CMUH103- 1603PEROQO|follow up | (pembrolizumab o
109 2016/3/2 _ secondary to diverticulum | 1.2.3| A
REC1-123 4463 8 ) Solution for o )
S [Diverticular perforation]
injection
Massive pericardial
effusion [Pericardial
MK-3475
) effusion]
CMUH103- | 2015/10/1 [1510MY S0 [follow up| (pembrolizumab _ )
110 hypoxic brain damage |1.2.3| A
REC1-123 9 09577 17 ) Solution for
S [Brain injury]
injection ) )
worsening trachea stenosis
[Tracheal stenosis]

106 = 02 * 08 p
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CMUH103-
REC1-123

2016/12/1
2

1612CHNO
07819

follow

up3

PACLITAXEL
(3475
SOLUTION
FOR
INJECTION
STUDY)
(paclitaxel)
Intravenous
infusion
CARBOPLATI
N (3475
SOLUTION
FOR
INJECTION
STUDY)

ketoacidosis [Ketoacidosis]

pneumonia [Pneumonia]

1.3

112

CMUH103-
REC1-123

2016/6/9

1606POL00
6518

follow up
3

CARBOPLATI
N (3475
SOLUTION
FOR
INJECTION
STUDY)
(Carboplatin)
Intravenous
Injection
PACLITAXEL
(3475
SOLUTION
FOR
INJECTION
STUDY)
(paclitaxel)

malignant neoplasm
progression [Malignant

neoplasm progression]

1.3

106 = 02 * 08 p
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ﬂm?# CEEHRFRAIRELIRAF-FALRE
FTRAERS X2 EEREE( #R)
B % AR 3R
Ay |EA p Y Vo E LE S
g |6 2y | ul N
Increased ALT [Alanine
aminotransferase
increased]
Increased AST [Aspartate
MK-3475
_ aminotransferase
CMUH103- | 2016/10/1 [1620POLO1follow up | (pembrolizumab _
113 _ increased] 13| A
REC1-123 9 2201 5 ) Solution for
o Increased ALP [Blood
injection ]
alkaline phosphatase
increased]
Total Bilirrubin increased
[Blood bilirubin increased]
PEMETREXED
(3475
SOLUTION
FOR
INJECTION
STUDY)
(pemetrexed) ) )
CMUH103- 1603PHLO1|follow up Acute Respiratory Distress
114 2016/3/18 Intravenous _ _ 13| A
REC1-123 0410 1 ) ) [Respiratory distress]
infusion
CARBOPLATI
N (3475
SOLUTION
FOR
INJECTION
STUDY)

106 = 02 * 08 p
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115

CMUH103-
REC1-123

2016/4/25

1604BRA0
17379

follow up
2

CARBOPLATI
N (3475
SOLUTION
FOR
INJECTION
STUDY)
(Carboplatin)
Intravenous
Injection
PEMETREXED
(3475
SOLUTION
FOR
INJECTION
STUDY)

neutropenia]

febrile neutropenia [Febrile

2.3

116

CMUH103-
REC1-123

2016/12/1
2

1612CHNO
07819

follow up
4

PACLITAXEL
(3475
SOLUTION
FOR
INJECTION
STUDY)
(paclitaxel)
Intravenous
infusion
CARBOPLATI
N (3475
SOLUTION
FOR
INJECTION
STUDY)

pneumonia [Pneumonia]

ketoacidosis [Ketoacidosis]

106 = 02 * 08 p

S




2. S )
ﬂm?# CEEHRFRAIRELIRAF-FALRE
FTRAERS X2 EEREE( #R)
B X 2 PAR (R L
E L | AP Vit Ex BE 2 F2E s
3 g o |% 2 B 3 5 5] FE K v = e
Lung infection (klebsiella
pneumoniae) [Klebsiella
MK-3475 infection]
CMUH103- 1509TURO |follow up| (pembrolizumab thrombocytopenia
117 2015/8/31 _ ) 123 A
REC1-123 01265 15 ) Solution for [Thrombocytopenia]
injection Pneumonitis [Pneumonitis]
Pulmonary embolism
[Pulmonary embolism]
CARBOPLATI
N (3475
SOLUTION
FOR
INJECTION
STUDY)
(Carboplatin) )
malignant neoplasm
CMUH103- 1606POL00|follow up| Intravenous ) )
118 2016/6/9 o progression [Malignant | 1.3 | A
REC1-123 6518 4 Injection ]
neoplasm progression]
PACLITAXEL
(3475
SOLUTION
FOR
INJECTION
STUDY)
(paclitaxel)
VINFLUNINE
(3475
SOLUTION ) ) )
febrile neutropenia [Febrile
FOR
CMUH103- 1508FRAO | neutropenia]
119 2015/7/25 initial | INJECTION _ . 23 | A
REC1-135 04970 Intestinal Occlusion
STUDY) ) )
_ _ [Intestinal obstruction]
(Vinflunine)
Intravenous
infusion

106 = 02 * 08 p
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VINFLUNINE
(3475
SOLUTION
FOR
CMUH103- 1601FRAO (follow up ) ]
120 2015/10/3 INJECTION |septic shock [Septic shock]|1.2.3| A
REC1-135 08273 1
STUDY)
(Vinflunine)
Intravenous
infusion
VINFLUNINE Febrile neutropenia
(3475 [Febrile neutropenia]
SOLUTION leus [lleus]
FOR infusion site reaction in the
CMUH103- 1504HUNO |follow up )
121 2015/4/8 INJECTION | left lower arm [Infusion | 2.3 | A
REC1-135 18132 1
STUDY) site reaction]
(Vinflunine) Infusion site reaction
Intravenous hyperemia [Infusion site
infusion erythema]
VINFLUNINE
(3475
SOLUTION ) ) )
febrile neutropenia [Febrile
FOR ]
CMUH103- 1508FRAO (follow up neutropenia]
122 2015/7/25 INJECTION _ ) 23| A
REC1-135 04970 1 Intestinal Occlusion
STUDY) ] )
_ _ [Intestinal obstruction]
(Vinflunine)
Intravenous
infusion

106 = 02 * 08 p
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VINFLUNINE
(3475 blood and lymphatic
SOLUTION system disorder
FOR (pancytopenia)
CMUH103- [ 2015/11/1 | 1511DNKO [follow up _
123 INJECTION [Pancytopenia] 23 [ A
REC1-135 2 09368 4
STUDY) fevered urinary tract
(Vinflunine) infection [Urinary tract
Intravenous infection]
infusion
VINFLUNINE
(3475
SOLUTION ) ) ]
febrile neutropenia [Febrile
FOR )
CMUH103- 1508FRA4 (follow up neutropenia]
124 2015/7/25 INJECTION _ ) 23 | A
REC1-135 970 2 Intestinal Occlusion
STUDY) ] ]
_ _ [Intestinal obstruction]
(Vinflunine)
Intravenous
infusion
PACLITAXEL ]
subacute bowel obstruction
(3475 ] )
[Intestinal obstruction]
SOLUTION )
paroxysmal atrial
FOR - - - -
CMUH103- | 2015/10/1 [ 1510NLDO |follow up fibrillation [Atrial
125 INJECTION 23 | A
REC1-135 6 14668 2 fibrillation]
STUDY) ]
_ Malignant neoplasm
(paclitaxel) ] )
progression [Malignant
Intravenous ]
) ) neoplasm progression]
infusion

106 = 02 * 08 p
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ﬂm%% CEEHRFRATRRAR 4N FELR 4
FEAERS X2 EREE(C 2%
B £ > MAR(IRE K
*E LB AP TR E R R 2x =R
3 g o |% 2 B 3 5 5] FE K v = e
VINFLUNINE Febrile neutropenia
(3475 [Febrile neutropenia]
SOLUTION leus [lleus]
FOR infusion site reaction in the
CMUH103- 1504HUNO |follow up ]
126 2015/4/8 INJECTION | left lower arm [Infusion | 2.3 | A
REC1-135 18132 2 ] )
STUDY) site reaction]
(Vinflunine) Infusion site reaction
Intravenous hyperemia [Infusion site
infusion erythema]
VINFLUNINE
(3475
SOLUTION ) ) ]
febrile neutropenia [Febrile
FOR )
CMUH103- 1508FRA4 (follow up neutropenia]
127 2015/7/25 INJECTION _ ) 23 | A
REC1-135 970 3 Intestinal Occlusion
STUDY) ] ]
_ _ [Intestinal obstruction]
(Vinflunine)
Intravenous
infusion
malignant neoplasm
CMUH105- 16091SR00 [follow up MK-3475 progression [Malignant
128 2016/8/15 ) 1| A
REC1-102 1113 2 study neoplasm progression]
Ascites [Ascites]
Pleural effusion [Pleural
MK-3475 )
) effusion]
CMUH104- | 2016/10/2 | 1611USAO [follow up|(pembrolizumab| )
129 Right internal jugular deep| 1.3 | A
REC1-118 4 02221 4 ) Solution for
S vein thrombosis [Jugular
injection
vein thrombosis]
MK-3475
(pembrolizumab o )
130 CMUH104- | 2016/11/1 [1611JPNO1| Follow ) Interstitial pneumonia 3l A
REC1-039 7 0242 up 4 [Interstitial lung disease] '
5-FLUOROUR
ACIL

106 = 02 * 08 p
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MK-3475
(pembrolizumab . )
131 CMUH104- 1 2016/12/1 [1701JPN0O| Follow | Interstitial pneumonia . A
REC1-039 8 2688 up 1 [Interstitial lung disease]
5-FLUOROUR
ACIL
MK-3475
(pembrolizumab ]
CMUH104- 1609USAO0 | Follow healthcare associated
132 2016/9/5 ) . . 23 | A
REC1-039 04223 up 3 pneumonia [Pneumonia]
5-FLUOROUR
ACIL
MK-3475
infusion related reaction -
CMUH104- 1611USA0Q | Follow |(PEMBROLIZU ] ]
133 2016/11/8 Erbitux [Infusion related | 2.3 [ A
REC1-039 05418 up 3 MAB) ]
reaction]
CISPLATIN
osteomyelitis (bone
CETUXIMAB | infection) [Osteomyelitis]
CMUH104- | 2016/11/1|16111SR00 | Follow _ )
134 CARBOPLATI | Infection: other (epidural |1.2.3]| A
REC1-039 1 7474 up 6
N abscess) [Extradural
abscess]
sepsis [Sepsis]
MK-3475 hemorrhoids
CMUH104- 1608USAO0 | Follow ) )
135 2016/7/30 (pembrolizumab [Haemorrhoids] 23| A
REC1-039 10273 up 2 )
) acute renal failure [Acute
kidney injury]
laryngeal edema
[Laryngeal oedema]
pneumonitis [Pneumonitis]
MK-3475
febrile neutronenia [Febrile
CMUH104- 1607USAOQ | Follow |(pembrolizumab )
136 2016/7/11 neutropenia] 23| A
REC1-039 05704 up 16 ) - -
oral mucositis [Stomatitis]
CISPLATIN
decreased
platelet/thrombocytopenia
[Thrombocytopenia]
106 # 02 » 08 p % 58 % 64 |
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neutropenic fever [Febrile
MK-3475 ]
_ neutropenia]
CMUH104- 1605USA0 | Follow [(pembrolizumab ] )
137 2016/5/12 sepsis [Sepsis] 123 A
REC1-039 09033 up 2 )
lung infection [Lung
CISPLATIN
infection]
CETUXIMAB
CMUH104- 1608ITAOL| Follow Febrile neutropenia
138 2016/8/23 5-FLUOROUR _ _ 23 | A
REC1-039 2588 up 4 [Febrile neutropenia]
ACIL
MK-3475
infusion related reaction -
CMUH104- 1611USA0Q | Follow |(PEMBROLIZU ] ]
139 2016/11/8 Erbitux [Infusion related | 2.3 [ A
REC1-039 05418 up 5 MAB) ]
reaction]
CISPLATIN
MK-3475 sepsis [Sepsis]
(PEMBROLIZU hemorrhoids
CMUH104- 1610TURO | Follow
140 2016/10/3 MAB) [Haemorrhoids] 123 A
REC1-039 02312 up 8 )
5-FLUOROUR | acute renal failure [Acute
ACIL kidney injury]
MK-3475
) Interstitial pneumonia
(pembrolizumab N )
141 CMUH104- | 2016/11/1 [1611JPNO1| Follow | [Interstitial lung disease] 3l A
REC1-039 7 0242 up 5 pneumonia fungal '
5-FLUOROUR )
[Pneumonia fungal]
ACIL
MK-3475
CMUH104- 1611ITA00| Follow ) Internal Bleeding [Internal
142 2016/11/9 (pembrolizumab 23| A
REC1-039 6264 up 4 | haemorrhage]
sepsis [Sepsis]
MK-3475 hemorrhoids
CMUH104- 1608USAO0 | Follow ) )
143 2016/7/30 (pembrolizumab [Haemorrhoids] 23| A
REC1-039 10273 up 3 )
) acute renal failure [Acute
kidney injury]
106 # 02 » 08 p % 50 F % 64 |
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144

CMUH103-
REC1-123

2016/2/22

1602MY SO
11535

follow up
3

PACLITAXEL
(3475
SOLUTION
FOR
INJECTION
STUDY)
(paclitaxel)
Intravenous
infusion
CARBOPLATI
N (3475
SOLUTION
FOR
INJECTION
STUDY)

hospital acquired

pneumonia [Pneumonia]

1.3

145

CMUH103-
REC1-123

2016/10/1
9

1611BRAO
00279

follow up
6

PACLITAXEL
(3475
SOLUTION
FOR
INJECTION
STUDY)
(paclitaxel)
Intravenous
infusion
CARBOPLATI
N (3475
SOLUTION
FOR
INJECTION
STUDY)

Pulmonary fistula

[Pulmonary fistula]

pulmonary sepsis

[Pulmonary sepsis]

respiratory infection

[Respiratory tract

infection]

1.2.3
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CARBOPLATI
N (3475
SOLUTION
FOR
INJECTION
STUDY) platelet count decreased
(Carboplatin) | [Platelet count decreased]
146 CMUH103- 12016/12/2) 1612CHNO follow up Intravenous  |Neutrophil count decreased| 2.3 | A
REC1-123 2 13228 4
Injection [Neutrophil count
PEMETREXED decreased]
(3475
SOLUTION
FOR
INJECTION
STUDY)
Adrenal insufficiency
MK-3475 [Adrenal insufficiency]
CMUH103- 1608JPNOO |follow up|(pembrolizumab| Interstitial pneumonia
147 2016/7/30 _ N ) 23 | A
REC1-123 1781 9 ) Solution for | [Interstitial lung disease]
injection Hypothyroidism
[Hypothyroidism]
106 # 02 * 08 p ¥ 61 F - 64 F
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PEMETREXED
(3475
SOLUTION
FOR
INJECTION
STUDY)
(pemetrexed) ]
148 CMUH103- 2017/1/20 1701CHNO INITIAL L Intravenous acute pulmonary embolism . A
REC1-123 10385 infusion [Pulmonary embolism]
CARBOPLATI
N (3475
SOLUTION
FOR
INJECTION
STUDY)
MK-3475
CMUH103- 1606JPNOO |follow up|(pembrolizumab Sigmoid Volvulus
149 2016/5/28 _ 23| A
REC1-123 1801 5 ) Solution for [Volvulus]
injection
Adrenal insufficiency
MK-3475 [Adrenal insufficiency]
CMUH103- 1608JPNOO |follow up|(pembrolizumab| Interstitial pneumonia
150 2016/7/30 _ N ) 23| A
REC1-123 1781 10 ) Solution for | [Interstitial lung disease]
injection Hypothyroidism
[Hypothyroidism]
106 # 02 * 08 p ¥ 62 F % 64 F
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