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- ~ SUDDEN DEATH
= ~ According to PI's judgement, not related to study drug.
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4073028 2016/7/17 | 2016/7/17 | initial | 2016/8/30 | -7 # 3 A A

CETTEN LTINS
— ~ Patient died after admission
= ~ Cause of death: pneumonia
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CMUH-103- 2014SE730( Follow PULMONARY
1. 2015/12/19 MEDI4736 13| A
REC1-110 37 up HEMORRHAGE
HEMORRHAGIC
CMUH-103- 2015SE840( Follow SHOCK AFTER,
2. 2015/8/26 MEDI4736 23| A
REC1-110 54 up BLEEDING FROM
LIVER BIOPSY
JP-JNJFOC
CMUH103- ~_ |DARATUMUM
3. 2016/7/20 |-201607206] initial 1.CPK INCREASED | 27 | A
REC1-075 AB
56(0)
SE-INJFO
CMUH103- follow up| DARATUMUM
4, 2016/7/8 | C-2016071 1. SEPSIS 237 A
REC1-075 2 AB
0274(2)
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MK-3475
(pembrolizumab
) . .
Allergic Reaction
CISPLATIN o
[Hypersensitivity]
CMUH104- 1604ISR00| (3475 ) )
5. 2016/4/3 initial Allergic Reaction 23| A
REC1-039 2411 SOLUTION H ftivity]
ersensitivit
FOR yp. y -
paresthesia [Paraesthesia]
INJECTION
STUDY)
(cisplatin)
MK-3475 ] )
) septic shock [Septic shock]
(pembrolizumab )
acute renal failure [Acute
) kidney injury]
CISPLATIN )
hypokalemia
CMUH104- 1602BRAO [follow up (3475 )
6. 2015/12/16 [Hypokalaemia] 123 A
REC1-039 06046 12 SOLUTION ) ]
neutropenia [Neutropenia]
FOR
platelet count decreased
INJECTION
[Platelet count decreased]
STUDY) ] )
) ) diarrhea [Diarrhoea]
(cisplatin)
MK-3475
(PEMBROLIZU
CMUH104- 1607ITAOL| = MAB) UNKNOWN CAUSE OF
1. 2016/7/24 initial 1 A
REC1-118 2486 SOLUTION DEATH [DEATH]
FOR
INJECTION
Follow
15P-167-14 ABT-888
CMUH103- up 3 ) ) )
8. 1-Nov-15 [93997-00(1 Carboplatin Febrile neutropenia 3 A
REC1-155 (downgra )
0.0) Paclitaxel
ded)
16P-163-16 ABT-888
CMUH103- » ) ) o
9. 4-Jun-16 |47909-00(0| Initial Carboplatin Actue kidney injury 3 A
REC1-155 )
.0) Paclitaxel
105% 09 * 14 p % 43 F > % 63 |
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16P-114-16 ABT-888 o )
CMUH103- Constipation ; Urinary
10. 6-Jun-16 |48202-00(0| Initial Cisplatin ) 3 A
REC1-155 retention
.0) Pemetrexed
16P-114-16 ABT-888
CMUH103- Follow . Stomach pain ;
11. 17-Jun-16 |55460-00(1 Carboplatin ) 3 A
REC1-155 up 1 ) Neutropenia
.0) Paclitaxel
16P-167-16 ABT-888 Urinary tract infection ;
CMUH103- Follow ) )
12. 4-May-16 (22739-00(1 Carboplatin Lower respiratory tract 3 A
REC1-155 up 1
.0) Paclitaxel infection
15P-144-14 ABT-888
CMUH103- Follow ) ) )
13. 23-Jun-15 (14807-00(7 Cisplatin Thrombosis venous deep | 3,6 | A
REC1-155 up 3
.0) Pemetrexed
MK-3475 o
CMUH103- 1606JPNOO |follow up ) Sigmoid Volvulus
14. 2016/5/28 (pembrolizumab 23 | A
REC1-123 1801 01 | [Volvulus]
Other Serious Criteria:
MK-3475 ] o
CMUH103- 1606 TURO |follow up ) Medically Significant
15. 2016/6/23 (pembrolizumab ) 12 | A
REC1-123 13046 02 ) pulmonary embolism
[Pulmonary embolism]
Heart failure [Cardiac
failure]
MK-3475
CMUH103- 1511ARGO (follow up ) Pleural effusion [Pleural
16. 2015/10/28 (pembrolizumab _ 23| A
REC1-123 00499 14 effusion]
) I
total bilirubin increase
[Blood bilirubin increased]
7;4
ts &
CMUH104- 16US00002 - Severe Infusion
17. 2016/7/7 Initial FPA144 ) CFA
REC1-057 6 Reaction
B E
*
73
w &
CMUH104- 16US00002 -
18. 2016/7/15 Initial FPA144 Corneal Ulcer *F| A
REC1-057 7
B E
*
105% 09 * 14 p % 44 F > % 63 |
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MK-3475 MALIGNANT
(PEMBROLIZU NEOPLASM
CMUH103- 1509KORO [follow up MAB) PROGRESSION
19. 2015/9/1 13| A
REC1-135 11928 10 SOLUTION [MALIGNANT
FOR NEOPLASM
INJECTION PROGRESSION]
MK-3475
(PEMBROLIZU
CMUH103- 1605CHLO |follow up MAB) NEUMONITIS
20. 2016/4/28 23 [ A
REC1-123 02147 4 SOLUTION [PNEUMONITIS]
FOR
INJECTION
ACUTE CARDIAC
FAILURE [CARDIAC
FAILURE ACUTE]
MK-3475
) PLEURAL EFFUSION
CMUH103- 1511ARGO (follow up [ (pembrolizumab
21. 2015/10/28 ) [PLEURAL EFFUSION] [1.2.3] A
REC1-123 00499 15 ) Solution for
o TOTAL BILIRUBIN
injection
INCREASE [BLOOD
BILIRUBIN
INCREASED]
JP-INJFOC
CMUH103- follow up| DARATUMUM
22. 2016/7/20 [-201607206 1. CPK INCREASED 2,7 | A
REC1-075 2 AB
56(2)
INTERSTITIAL
MK-3475 PNEUMONIA
(PEMBROLIZU| [INTERSTITIAL LUNG
CMUH103- 1608JPNOO MAB) DISEASE]
23. 2016/7/30 FU1 2 A
REC1-123 1781 SOLUTION ADRENAL
FOR INSUFFICIENCY
INJECTION [ADRENAL
INSUFFICIENCY]
% 45 F > % 63 |
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MK-3475 ) )
) Multiple organ dysfunction
(pembrolizumab ]
[Multiple organ
) Solution for _
S dysfunction syndrome]
injection,
Platelet count decreased
CISPLATIN
CMUH104- 1602BRAO (follow up [Platelet count decreased]
24, 2016/2/10 (3475 ) ) 131 A
REC1-039 06458 7 Anemia [Anaemia]
SOLUTION
Acute renal failure [Acute
FOR dney injury]
idney injury
INJECTION
Acute renal failure [Acute
STUDY)
] ] kidney injury]
(cisplatin)
MK-3475 ] )
) septic shock [Septic shock]
(pembrolizumab )
acute renal failure [Acute
) kidney injury]
CISPLATIN )
hypokalemia
CMUH104- 1602BRAO [follow up (3475 )
25. 2015/12/16 [Hypokalaemia] 123 A
REC1-039 06046 13 SOLUTION ) ]
neutropenia [Neutropenia]
FOR
platelet count decreased
INJECTION
[Platelet count decreased]
STUDY) ] )
o diarrhea [Diarrhoea]
(cisplatin)
Enzalutamide S
CMUH102- 2016US019( Follow Epileptic seizure
26. 2016/2/23 (ENZALUTAM ] 13| A
REC1-068 965 Up1l [Epilepsy]
IDE) Capsule
Enzalutamide
CMUH102- 2016JP006 | Follow
27. 2016/4/18 (ENZALUTAM |Unexplained death [Death]| 1 A
REC1-068 937 Up1l
IDE) Capsule
1) Enzalutamide
(ENZALUTAM
IDE) Capsule,
No evaluation of death
CMUH102- 201604015 | Follow 40 mg
28. 2016/4/24 causal at final report 13| A
REC1-068 90 Up?2 2) LUCRIN
[Death]
DEPO
(LEUPRORELI
N ACETATE)
105% 09 * 14 p % 46 F > % 63 |
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Enzalutamide
CMUH102- 2016US003 Death-Heart attack
29. 2016/1/22 Initial [ (ENZALUTAM o ) 171 A
REC1-068 074 [Myocardial infarction]
IDE) Capsule
Enzalutamide-BI )
CMUH102- 201502006 | Follow | Cardio pulmoner arrest
30. 2015/2/17 inded (Code not ) _ 1 A
REC1-068 24 Up 1DG [Cardio-respiratory arrest]
broken)
Bilateral fracture and
posterior dislocation of
Enzalutamide
shoulders [Joint
(ENZALUTAM
CMUH102- 2016US026 dislocation]
31. 2016/7/9 Initial IDE) 234 A
REC1-068 860 ] Bilateral fracture and
Formulation o )
posterior dislocation of
unknown )
shoulders [Upper limb
fracture]
1)
Enzalutamide
(ENZALUTAM
IDE)
Formulation
CMUH102- 2015US040| Follow unknown [Klebsiella bacteraemia]
32. 2015/8/20 ) 237 A
REC1-068 399 Upl 2) [Anaemia]
ABIRATERON
E ACETATE
(ABIRATERON
E ACETATE)
Formulation
Enzalutamide
CMUH102- 2016JP006 | Follow )
33. 2016/4/18 (ENZALUTAM [Unexplained death [Death] [ 1 A
REC1-068 937 Up 2
IDE) Capsule
Enzalutamide-Bl| Hematoma subduralis ac.
CMUH102- 201608017 » ) 2,3,4,
34. 2016/7/21 Initial |[inded (Code not| [Subdural haematoma] A
REC1-068 00 7
broken) Fall [Fall]
105% 09 * 14 p % 47 7 > % 63 |
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HEMORRHAGIC
CMUH-103- 2015SE840| Follow SHOCK AFTER
35. 2015/8/26 MEDI4736 1231 A
REC1-110 54 up BLEEDING FROM
LIVER BIOPSY
MK-3475
FU1 )
CMUH103- 1604VMNO (pembrolizumab dyspnea [Dyspnoea]
36. 2016/4/7 (Downgr _ _ 123 A
REC1-123 06264 de) ) Solution for | pneumonia [Pneumonia]
ade
injection
MK-3475
FU1 malignant neoplasm
CMUH104- 1603MYS0 (pembrolizumab ) )
37. 2016/2/5 (Downgr ) progression [Malignant | 1.3 | A
REC1-118 10667 ) Solution for ]
ade) S neoplasm progression]
injection
MK-3475
CMUH103- 1502ISR00 follow up unknown cause of death
38. 2015/1/31 (PEMBROLIZU 1 A
REC1-135 7001 9 [Death]
MAB)
Exacerbations of chronic
kidney injury [Renal
injury]
Malignant neoplasm
MK-3475 ] ]
CMUH103- 1510NLDO [follow up progression [Malignant
39. 2015/9/26 (PEMBROLIZU ] 13 A
REC1-135 00658 17 neoplasm progression]
MAB) _ .
exacerbation of chronic
kidney injury [Renal
injury]
dyspnea [Dyspnoea]
Massive pericardial
effusion [Pericardial
MK-3475 )
) effusion]
CMUH103- 1510MY SO |follow up| (pembrolizumab ) )
40. 2015/10/19 _ hypoxic brain damage |1.2.3| A
REC1-123 09577 16 ) Solution for
S [Brain injury]
injection ) _
worsening trachea stenosis
[Tracheal stenosis]
105 # 09 * 14 p % 48 F > % 63 F
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MK-3475
CMUH103- 1608JPN0OO| (pembrolizumab | unknown cause of death
41. 2016/6/22 initial 1 A
REC1-123 8510 ) Solution for [Death]
injection
follow up MK-3475
CMUH103- 1606POL01 2 (pembrolizumab
42. 2016/6/22 ) Dyspnoea [Dyspnoea] 23 | A
REC1-123 3269 (Downgr | ) Solution for
ade) injection
DMR100-IR 2016-Bl1-51 . Linagliptin or )
43. 2016/8/4 Initial ) - Hypoglycaemia 2 A
B-135 049BI(0) glimepiride
DMR100-IR 2016-BI-51| follow | Linagliptin or )
44, 2016/8/4 o Hypoglycaemia 2 A
B-135 049BI(1) up-1 glimepiride
1. SUSPECTED TOXIC
KR-INJFO
CMUH104- follow up EPIDERMAL
45, 2016/7/30 | C-2016080 JNJ-56021927 131 A
REC1-116 1 NECROLYSIS (TEN)
8513(1)
2. PNEUMONIA
Fulvestrant+BK
DMR101-IR PHHO2014| M120 or _
46. 2014/10/21 Initial Chect Pain 3 A
B1-166 AU014238 Fulvestrant+plac
ebo
Fulvestrant+BK
DMR101-IR PHHO2014| M120 or o
47, 2014/9/29 Initial Hepatic failure 31 A
B1-166 BR013190 Fulvestrant+plac
ebo
Malignant neoplasm
follow up MK-3475 ) )
) progression [Malignant
CMUH103- 1512LTUOL 5 (pembrolizumab )
48. 2015/12/17 _ neoplasm progression] | 1.3 | A
REC1-123 0891  [(downgra| ) Solution for ) )
L pneumonia [Pneumonia]
de) injection ) )
Pneumonia [Pneumonia]
follow up MK-3475 dyspnea [Dyspnoea]
CMUH103- 1603THAOQ 3 (pembrolizumab|  Fracture of C2 due to
49, 2016/3/17 ) ) ) 13| A
REC1-123 10418 [(downgra| ) Solution for | accidental fell [Cervical
de) injection vertebral fracture]
105 # 09 * 14 p % 49 F > % 63 F
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MK-3475  |acute heart failure [Cardiac
CMUH103- 1510RUSO (follow up|(pembrolizumab failure acute]
50. 2015/10/10 ) ) 13 ] A
REC1-123 14659 14 ) Solution for Two esophageal fistula
injection [Oesophageal fistula]
MK-3475
CMUH103- 1606JPNOO |follow up| (pembrolizumab Sigmoid Volvulus
ol. 2016/5/28 ) 23 [ A
REC1-123 1801 2 ) Solution for [Volvulus]
injection
MK-3475
CMUH103- 1608KOR0 (pembrolizumab| sudden death [Sudden
52. 2016/8/17 initial ) 1 A
REC1-123 11170 ) Solution for death]
injection
CMUH103- 2015CT000| Follow CT-P6 or Upper Gastrointestinal
53. 2015/5/15 ) 3 A
REC1-111 016 up 3 Herceptin hemorrhage
CMUH103- 2015CT000( Follow CT-P6 or Acute Myocardial
54. 2015/8/28 1 A
REC1-111 060 up 4 Herceptin Infarction
CMUH103- 2015CT000( Follow CT-P6 or Acute Myocardial
55. 2015/8/28 1 A
REC1-111 060 up 5 Herceptin Infarction
CMUH103- 2015CT000( Follow CT-P6 or ) )
56. 2015/10/10 Cerebral infarction 3 A
REC1-111 081 up 1 Herceptin
CMUH103- 2015CT000| Follow CT-P6 or ) ]
S57. 2015/10/10 _ Cerebral infarction 3 A
REC1-111 081 up 2 Herceptin
CMUH103- 2015CT000| Follow CT-P6 or ) ]
58. 2015/10/10 _ Cerebral infarction 3 A
REC1-111 081 up 3 Herceptin
CMUH103- 2015CT000| Follow CT-P6 or ) ]
59. 2015/10/10 _ Cerebral infarction 3 A
REC1-111 081 up 4 Herceptin
CMUH103- 2015CT000( Follow CT-P6 or ) )
60. 2015/10/10 Cerebral infarction 2 A
REC1-111 081 up 5 Herceptin
CMUH103- 2015CT000( Follow CT-P6 or )
61. 2015/10/25 Hypokalaemia 3 A
REC1-111 085 up 2 Herceptin
CMUH103- 2015CT000( Follow CT-P6 or )
62. 2015/10/25 Hypokalaemia 3 A
REC1-111 085 up 3 Herceptin
CMUH103- 2015CT000| Follow CT-P6 or )
63. 2015/10/25 _ Hypokalaemia 3 A
REC1-111 085 up 4 Herceptin
105% 09 * 14 p % 50 F > % 63 F
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CMUH103- 2015CT000 » CT-P6 or )

64. 2015/11/18 Initial Hypokalaemia 3 A
REC1-111 093 Herceptin
CMUH103- 2015CT000( Follow CT-P6 or _

65. 2015/11/18 _ Hypokalaemia 3 A
REC1-111 093 upl Herceptin
CMUH103- 2015CT000(| Follow CT-P6 or _ ]

66. 2015/11/18 _ Hypokalaemia/Anemia 3 A
REC1-111 093 up 2 Herceptin
CMUH103- 2015CT000(| Follow CT-P6 or _ ]

67. 2015/11/18 ) Hypokalaemia/Anemia 3 A
REC1-111 093 up 3 Herceptin
CMUH103- 2015CT000( Follow CT-P6 or ) )

68. 2015/11/18 Hypokalaemia/Anemia 3 A
REC1-111 093 up 4 Herceptin
CMUH103- 2015CT000( Follow CT-P6 or ) )

69. 2015/11/18 _ Hypokalaemia/Anemia 3 A
REC1-111 093 up 5 Herceptin
CMUH103- 2015CT000 - CT-P6 or )

70. 2015/12/11 Initial Dehydration 3 A
REC1-111 002 Herceptin
CMUH103- 2015CT000(| Follow CT-P6 or _

71. 2015/12/11 _ Dehydration 3 A
REC1-111 002 up 1l Herceptin
CMUH103- 2015CT000(| Follow CT-P6 or _

72. 2015/12/11 _ Dehydration 3 | A
REC1-111 002 up 2 Herceptin
CMUH103- 2015CT000( Follow CT-P6 or _

73. 2015/12/11 _ Dehydration 3 | A
REC1-111 002 up 4 Herceptin
CMUH103- 2015CT000( Follow CT-P6 or _

74. 2015/12/11 Dehydration 3 A
REC1-111 002 up5 Herceptin
CMUH103- 2016CT000 CT-P6 or

75. 2016/1/30 Initial Chest Pain 3 A
REC1-111 018 Herceptin
CMUH103- 2016CT000 - CT-P6 or Acute Cardiac

76. 2016/3/11 Initial _ ) 2 A
REC1-111 037 Herceptin decopensation
CMUH103- 2016CT000 N CT-P6 or

77. 2016/2/20 Initial Seroma Left Breast 2 A
REC1-111 072 Herceptin
CMUH103- 2016CT000( Follow CT-P6 or

78. 2016/2/20 _ Seroma Left Breast 3 A
REC1-111 072 up 1 Herceptin
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septic shock [Septic shock]
acute renal failure [Acute
kidney injur
MK-3475 Y .y]
) hypokalemia
CMUH104- 1602BRAO (follow up | (pembrolizumab )
79. 2015/12/16 [Hypokalaemia] 123 A
REC1-039 06046 14 ) ) ]
neutropenia [Neutropenia]
CISPLATIN
platelet count decreased
[Platelet count decreased]
diarrhea [Diarrhoea]
MK-3475 septic shock [Septic shock]
embrolizumab|  vomiting [Vomitin
CMUH104- 1605BRAO [follow up u ] [V ol
80. 2016/5/6 ) Acute renal failure [Acute | 1.3 | A
REC1-039 05313 7 ) o
5-FLUOROUR kidney injury]
ACIL diahrrea [Diarrhoea]
MK-3475 ]
) tumor bleeding [Tumour
(pembrolizumab
CMUH104- 1607BRAO| haemorrhage]
81. 2016/7/11 initial ) ] 13 A
REC1-039 06343 Thrombocytopenia
CARBOPLATI ]
N [Thrombocytopenia]
MK-3475
(pembrolizumab | supraglottic edema (Grade
CMUH104- 1605USAO |follow up
82. 2016/5/4 ) 4) [Laryngeal oedema] | 2.3 [ A
REC1-039 05123 5 ) )
5-FLUOROUR sepsis [Sepsis]
ACIL
MK-3475
) tumor bleeding [Tumour
(pembrolizumab
CMUH104- 1607BRAO [follow up haemorrhage]
83. 2016/7/11 ) ) 13| A
REC1-039 06343 1 Thrombocytopenia
CARBOPLATI )
N [Thrombocytopenia]
Acute cardiac failure
MK-3475 [Cardiac failure acute]
CMUH103- 1511ARGO [follow up|(pembrolizumab| Pleural effusion [Pleural
84. 2015/10/28 ) ) 23 [ A
REC1-123 00499 16 ) Solution for effusion]
injection total bilirubin increase
[Blood bilirubin increased]
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Respiratory Failure 2
Pneumonia in the
Immunocompromised Host
[Respiratory failure]
Respiratory Failure 2
MK-3475 o
) Pneumonia in the
CMUH103- 1608PHLOL| (pembrolizumab ]
85. 2016/8/12 initial ) Immunocompromised Host| 1 A
REC1-123 3633 ) Solution for o
S [Infection in an
injection ] ]
immunocompromised host]
Respiratory Failure 2
Pneumonia in the
Immunocompromised Host
[Pneumonia]
MK-3475 Interstitial pneumonia
CMUH103- 1608JPNOO |follow up|(pembrolizumab| [Interstitial lung disease]
86. 2016/7/30 ) ) o 2 A
REC1-123 1781 2 ) Solution for Adrenal insufficiency
injection [Adrenal insufficiency]
MK-3475
CMUH103- 15021SRO01 [follow up|(pembrolizumab respiratory failure
87. 2015/2/4 ) ) ) 13| A
REC1-135 1534 19 ) Solution for [Respiratory failure]
injection
MK-3475
FU1 malignant neoplasm
CMUH103- 16-1INLDO01 (pembrolizumab ] )
88. 2016/1/2 (Downgr _ progression [Malignant 1 A
REC1-135 1847 ) Solution for ]
ade) S neoplasm progression]
injection
MK-3475 )
) malignant neoplasm
CMUH103- 1509KORO [follow up|(pembrolizumab ) )
89. 2015/9/1 _ progression [Malignant | 1.3 | A
REC1-135 11928 11 ) Solution for )
L neoplasm progression]
injection
MK-3475 )
) malignant neoplasm
CMUH103- 1509KORO [follow up|(pembrolizumab ) )
90. 2015/9/1 _ progression [Malignant | 1.3 [ A
REC1-135 11928 12 ) Solution for )
L neoplasm progression]
injection
105 # 09 * 14 p % 53 F > % 63 F
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exacerbations of chronic
kidney injury [Renal
injury]
MK-3475 Malignant neoplasm
CMUH103- 1510NLDO [follow up|(pembrolizumab| progression [Malignant
91. 2015/9/26 ) ] 13| A
REC1-135 00658 18 ) Solution for neoplasm progression]
injection exacerbation of chronic
kidney injury [Renal
injury]
dyspnea [Dyspnoea]
MK-3475
CMUH103- 15021SRO01 [follow up|(pembrolizumab| suspected pneumonitis
92. 2015/2/4 ) N 13 A
REC1-135 1534 20 ) Solution for [Pneumonitis]
injection
DE-JNJFO
CMUH102- follow up 1. VENTRICULAR
93. 2015/10/30 | C-2015112 IBRUTINIB 2371 A
REC1-067 4 TACHYCARDIA
4116(4)
MK-3475 septic shock [Septic shock]
(pembrolizumab vomiting [Vomiting]
CMUH104- 1605BRA0 [follow up )
94, 2016/5/6 ) Acute renal failure [Acute | 1.3 | A
REC1-039 05313 8 ) o
5-FLUOROUR kidney injury]
ACIL diahrrea [Diarrhoea]
Tumoral bleeding [Tumour
MK-3475 haemorrhage]
CMUH104- 1604BRAO [follow up ) ] )
95. 2016/4/19 (pembrolizumab Fatigue [Fatigue] 1231 A
REC1-039 14088 3 o )
) aspiration pneumonia
[Pneumonia aspiration]
DMR101-IR 2016-PEC-J|follow up o )
96. 2016/8/16 P1101 Myocardial infarction 3 A
B1-121 14047-001 1
brentuximab
vedotin,
DMR101-IR 2015SGNO o ]
97. 2015/11/19 FU5 vincristine, Cardiac Arrest 1 A
B1-284 1854 ]
Cyclophosphami
de, Doxorubicin
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) Mesenteric Ischemia
brentuximab )
] Hypotension
vedotin,
DMR101-IR 2015SGNO o Sepsis
98. 2015/2/8 FU9 vincristine, 12 | A
B1-284 0175 ) Renal failure
Cyclophosphami ) ) ]
__ |Respiratory Failure Splenic
de, Doxorubicin
rupture
Mesenteric Ischemia
brentuximab ]
] Hypotension
vedotin,
DMR101-IR 2015SGNO Sepsis
99. 2015/2/8 FU10 vincristine, 12| A
B1-284 0175 . Renal failure
Cyclophosphami ) ) )
Respiratory Failure Splenic
de, Doxorubicin
rupture
brentuximab
vedotin,
DMR101-IR 2015SGNO
100 2015/11/19 FU4 vincristine, Cardiac Arrest 1 A
B1-284 1854
Cyclophosphami
de, Doxorubicin
16P-118-16 ABT-888
CMUH103- Atrial fibrillation
101 6-Jul-16 |70231-00(1| Initial Carboplatin 3 A
REC1-155 Drug allergy
.0) Paclitaxel
16P-167-16 ABT-888
CMUH103- . ) Actue kidney injury
102 27-Jun-16 [66879-00(1| Initial Carboplatin 3 A
REC1-155 Painful arm
.0) Pemetrexed
16P-062-16 ABT-888
CMUH103- » ) ) )
103 13-Apr-16 |70826-00(0| Initial Carboplatin Addison's disease 3 A
REC1-155
.0) Paclitaxel
16P-167-16 ABT-888 Chest infection
CMUH103- Follow ) ]
104 6-Jun-16 |48819-00(3 Carboplatin Pulmonary embolism 36 [ A
REC1-155 up 1 ) ) )
.0) Paclitaxel Febrile neutropenia
16P-167-16 ABT-888
CMUH103-
105 28-Jun-16 [70867-00(0| Initial Carboplatin Neutropenic sepsis 3 A
REC1-155
.0) Paclitaxel
16P-118-16 ABT-888
CMUH103- Follow Atrial fibrillation
106 6-Jul-16 |70231-00(5 Carboplatin 1,3 A
REC1-155 up 1 ) Drug allergy
.0) Paclitaxel
105% 09 * 14 p % 55 F % 63 F




dW?%*ﬁgﬁﬂﬁﬁﬁi%giﬁgﬁ-%ﬁiﬁg
- FRIERFLXF A R 2KR)

B % AR 3R
A€ S| F 4 P Vo E Ay %% =R
5L § 2 S5 &
16P-118-16 ABT-888
CMUH103- Follow ] Atrial fibrillation
107 6-Jul-16 |70231-00(6 Carboplatin 1,3 A
REC1-155 up 2 Drug allergy
.0) Paclitaxel
16P-118-16 ABT-888
CMUH103- Follow . Atrial fibrillation
108 6-Jul-16 [70231-00(7 Carboplatin 1,3 A
REC1-155 up 3 ) Drug allergy
.0) Paclitaxel
16P-163-16 ABT-888
CMUH103- Follow ) ) o
109 4-Jun-16 [47909-00(2 Carboplatin Actue kidney injury 3 A
REC1-155 up 1
.0) Paclitaxel
16P-167-16 ABT-888 Neutropenic sepsis
CMUH103-
110 18-Jul-16 |80064-00(0| Initial Carboplatin Chest tightness 3 A
REC1-155
.0) Paclitaxel Pyrexia
16P-087-16 ABT-888 Atrial fibrillation
CMUH103- N )
111 24-Jul-16 |85137-00(0| Initial Carboplatin aggravated 3 A
REC1-155
.0) Paclitaxel Anemia
16P-087-16 ABT-888
CMUH103- Follow ) Anuria
112 12-Apr-16 |04710-00(6 Carboplatin 3 A
REC1-155 up 3 Leg edema
.0) Pemetrexed
16P-118-16 ABT-888 Atrial fibrillation
CMUH103- Follow ) 1,2,3,
113 6-Jul-16 |70231-00(1 Carboplatin Sudden death A
REC1-155 up 4 _ 4
1.0) Paclitaxel Drug allergy
16P-167-16 ABT-888
CMUH103- Follow
114 18-Jul-16 |80064-00(2 Carboplatin Febrile neutropenia 3 A
REC1-155 up 1
.0) Paclitaxel
16P-118-16 ABT-888 Atrial fibrillation
CMUH103- Follow
115 6-Jul-16 |70231-00(1 Carboplatin Sudden death 1,3 A
REC1-155 up 5 _
2.0) Paclitaxel Drug allergy
16P-087-16 DUODOPA,
CMUH102- Follow
116 23-Mar-16 |14636-00(3 carbidopa/Levod Delirium 3 A
REC1-057 up 2
.0) opa
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Follow
up 3
16P-087-16| Case DUODOPA, _ _

CMUH102- ] Parkinson's disease
117 23-Mar-16 [14636-00(6 | downgra |carbidopa/Levod _ 3 A

REC1-057 psychosis

.0) ded opa
notificati
on
1. SUSPECTED TOXIC
KR-IJNJFO

CMUH104- follow up EPIDERMAL
118 2016/7/30 |C-2016080 JNJ-56021927 13 A

REC1-116 2 NECROLYSIS (TEN)

8513(2)
2. PNEUMONIA
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