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(3475
SOLUTION FOR
INJECTION
STUDY)
(paclitaxel)
Intravenous
infusion
CARBOPLATIN
(3475
SOLUTION FOR
INJECTION
STUDY)

platelet count decreased

[Platelet count decreased]
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CARBOPLATIN
(3475
SOLUTION FOR
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STUDY)
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Intravenous
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PEMETREXED
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SOLUTION FOR
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platelet count decreased

[Platelet count decreased]

Neutrophil count decreased

[Neutrophil count decreased]
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acute pulmonary embolism

[Pulmonary embolism]
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PACLITAXEL
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SOLUTION FOR
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(paclitaxel)
Intravenous
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SOLUTION FOR
INJECTION
STUDY)

platelet count decreased

[Platelet count decreased]

2.3

CMUH103-R
EC1-123

2017/1/20

1701CHNO1
0385

follow up
2
(DOWNG
RADE)

PEMETREXED
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(pemetrexed)
Intravenous
infusion
CARBOPLATIN
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SOLUTION FOR
INJECTION
STUDY)

acute pulmonary embolism

[Pulmonary embolism]
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Solution for
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15. 2015/10/20 initial 23 A
EC1-135 041 STUDY) anemia [Anaemia]
(Vinflunine) mucositis [Mucosal
Intravenous inflammation]
infusion
MK-3475
CMUH103-R 1502ISR007 | follow up | (pembrolizumab) unknown cause of death
16. 2015/1/31 1 A
EC1-135 001 12 Solution for [Death]
injection
1. SUSPECTED TOXIC
EPIDERMAL NECROLYSIS
KR-JNJFOC 2. PNEUMONIA
CMUH104-R follow up
17. 2016/7/30 |-2016080851 JNJ-56021927 3. SUSPECTED TOXIC 1,3 A
EC1-116 11
3(112) EPIDERMAL NECROLYSIS
2. PNEUMONIA
3. ACUTE RENAL FAILURE
106 &= 03 * 08 p % 31 7% 65T
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1. SUSPECTED TOXIC
EPIDERMAL NECROLYSIS
KR-JNJFOC 2. PNEUMONIA
CMUH104-R follow up
18. 2016/7/30 |[-2016080851 JNJ-56021927 3. SUSPECTED TOXIC 13 A
EC1-116 13
3(13) EPIDERMAL NECROLYSIS
2. PNEUMONIA
3. ACUTE RENAL FAILURE
CAPECITABINE
(3475
SOLUTION FOR
CMUH104-R 1610USAO01 | follow up cardiac tamponade [Cardiac
19. 2016/10/18 INJECTION 2.3 A
EC1-118 2420 4 tamponade]
STUDY)
(capecitabine)
Tablet
MK-3475 hemodynamic failure
CMUH104-R 1611FRA007| follow up | (pembrolizumab) [Circulatory collapse]
20. 2016/11/10 1.3 A
EC1-118 397 5 Solution for interstitial pneumonitis
injection [Interstitial lung disease]
ERIBULIN
Febrile Neutropenia [Febrile
MESYLATE
neutropenia]
(3475
septic shock [Septic shock]
CMUH104-R 1606PHLO013( follow up | SOLUTION FOR
21. 2016/6/24 Worsening of pleural effusion| 1.2.3 | A
EC1-118 514 5 INJECTION
[Pleural effusion]
STUDY) (eribulin
Community acquired
mesylate) Solution
pneumonia [Pneumonia]
for injection
Pleural effusion [Pleural
MK-3475
effusion]
CMUH104-R 1611USA00 | follow up | (pembrolizumab)
22. 2016/10/24 Right internal jugular deep 13 A
EC1-118 2221 5 Solution for
vein thrombosis [Jugular vein
injection
thrombosis]
MK-3475 hemodynamic failure
CMUH104-R 1611FRAO007| follow up | (pembrolizumab) [Circulatory collapse]
23. 2016/11/10 1.3 A
EC1-118 397 6 Solution for interstitial pneumonitis
injection [Interstitial lung disease]

106 = 03 * 08 p




PRFE LR
AR ERN A

£ =

I

1
[

PESREERSES Y
£ .5 &(L

)

5

k& S

L P

X > 3F
2 S

EI S
&

=N
2

=

=7 v
Pt 5 o

A

£

24.

CMUH104-R
EC1-118

2016/11/10

1611FRA007
397

follow up

7

MK-3475
(pembrolizumab)
Solution for

injection

hemodynamic failure
[Circulatory collapse]
interstitial pneumonitis

[Interstitial lung disease]

13

25.

CMUH104-R
EC1-118

2016/12/9

16121TA006
627

follow up

2

CAPECITABINE
(3475
SOLUTION FOR
INJECTION
STUDY)
(capecitabine)

Tablet

pancytopenia [Pancytopenia]

sepsis [Sepsis]

13

26.

CMUH104-R
EC1-118

2016/10/18

1610USA01
2420

follow up

5

CAPECITABINE
(3475
SOLUTION FOR
INJECTION
STUDY)
(capecitabine)

Tablet

cardiac tamponade [Cardiac

tamponade]

2.3

27.

CMUH103-R
EC1-123

2016/12/23

1702ARG00
1875

INITIAL

PACLITAXEL
(3475
SOLUTION FOR
INJECTION
STUDY)
(paclitaxel)
Intravenous
infusion
CARBOPLATIN
(3475
SOLUTION FOR
INJECTION
STUDY)

dyspnoea [Dyspnoea]
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Lung infection (klebsiella
pneumoniae) [Klebsiella
MK-3475 infection]
CMUH103-R 1509TUROO | follow up | (pembrolizumab) thrombocytopenia
28. 2015/8/31 123 A
EC1-123 1265 16 Solution for [Thrombocytopenia]
injection Pneumonitis [Pneumonitis]
Pulmonary embolism
[Pulmonary embolism]
CARBOPLATIN
(3475
SOLUTION FOR
INJECTION
STUDY)
platelet count decreased
(Carboplatin)
CMUH103-R 1612CHNOL1 | follow up [Platelet count decreased]
29. 2016/12/22 Intravenous 2.3 A
EC1-123 3228 7 Neutrophil count decreased
Injection
[Neutrophil count decreased]
PEMETREXED
(3475
SOLUTION FOR
INJECTION
STUDY)
ABT-888 Pancytopenia
CMUH103-R 16P-114-162 | Follow up
30. 2016/4/28 Pemetrexed Malaise 3 A
EC1-155 5663-00(4.0) 3
Cisplatin Hypocalcemia
ABT-888
CMUH103-R 16P-167-176
31. 2016/10/25 Initial Carboplatin Orthostatic hypotension 3 A
EC1-155 4880-00(2.0)
Pemetrexed
ABT-888
CMUH103-R 16P-167-174 | Follow up
32. 2016/9/29 Cisplatin Dizziness 3 A
EC1-155 3607-00(2.0) 1
Pemetrexed
MK-3475
CMUH103-R 1702ZAF003 (pembrolizumab) worsening hemoptysis
33. 2016/10/14 INITIAL 1 A
EC1-123 772 Solution for [Haemoptysis]
injection
106 &= 03 * 08 p % 34 F % 65T
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34.

CMUH103-R
EC1-123

2016/10/30

1611CHNOO
0232

follow up

9

PACLITAXEL
(3475
SOLUTION FOR
INJECTION
STUDY)
(paclitaxel)
Intravenous
infusion
CARBOPLATIN
(3475
SOLUTION FOR
INJECTION
STUDY)

Suspected pulmonary

embolism [Pulmonary

embolism]

123

35.

CMUH103-R
EC1-123

2016/12/12

1612CHNOO
7819

follow up

6

PACLITAXEL
(3475
SOLUTION FOR
INJECTION
STUDY)
(paclitaxel)
Intravenous
infusion
CARBOPLATIN
(3475
SOLUTION FOR
INJECTION
STUDY)

ketoacidosis [Ketoacidosis]

1.3

36.

CMUH103-R
EC1-123

2016/5/28

1606JPN001
801

follow up

6

MK-3475
(pembrolizumab)
Solution for

injection

pneumonia [Pneumonia]

2.3

37.

CMUH104-R
EC1-075

2016/7/14

141.2016SE8
0683

FUG6

MEDI4736

HYPOCORTISOLISM;

MULTIPLE

OCCURRENCES OF

RECURRENT
COLITIS
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CMUH104-R 142.2016SFO MEDI4736/TRE
38. 2016/9/19 Initial ANOREXIA; FATIGUE 3 A
EC1-075 4535 MELIMUMAB
CMUH104-R 143.2016SF0 DIARRHEA; LOW 2,3,7(1
39. 2016/9/10 Initial MEDI4736 A
EC1-075 5952 POTASSIUM LEVEL ME)
CHOLANGITIS; LOW
CMUH104-R 144.2016SE9
40. 2016/8/23 Initial MEDI4736 LYMPHOCYTE COUNT; |123| A
EC1-075 2701
SEPSIS
ERLOTINIB;STU
CMUH104-R 145.2016SE7
41. 2016/7/13 FU4 DY ENTEROCOLITIS 3 A
EC1-075 9111
PROCEDURE
CMUH104-R 146.2016SFO DIARRHEA; LOW 2,3,7(1
42. 2016/9/10 FU1 MEDI4736 A
EC1-075 5952 POTASSIUM LEVEL ME)
CMUH104-R 147.2016SFO MEDI4736/TRE ACUTE
43. 2016/10/3 Initial 3 A
EC1-075 7102 MELIMUMAB GASTROENTERITIS
HYPOCORTISOLISM;
MULTIPLE
CMUH104-R 148.2016SE8
44, 2016/7/14 FU7 MEDI4736 OCCURRENCES OF 3 A
EC1-075 0683
RECURRENT
COLITIS
CHOLANGITIS; LOW
CMUH104-R 149.2016SE9
45, 2016/8/23 FU1 MEDI4736 LYMPHOCYTE COUNT; |123| A
EC1-075 2701
SEPSIS
CMUH104-R 150.2016SE9 MEDI4736/TRE
46. 2016/9/6 FU3 ENTEROCOLITIS; EDEMA| 3 A
EC1-075 6076 MELIMUMAB
CMUH104-R 151.2016SFO MEDI4736/TRE
47. 2016/9/19 FU1 ANOREXIA; FATIGUE 3 A
EC1-075 4535 MELIMUMAB
HYPOCORTISOLISM;
MULTIPLE
CMUH104-R 152.2016SE8
48. 2016/7/14 FU8 MEDI4736 OCCURRENCES OF 3 A
EC1-075 0683
RECURRENT
COLITIS
CMUH104-R 153.2016SE9 TREMELIMUMA
49, 2016/9/4 FU1 FEVER 3 A
EC1-075 7331 B
CMUH104-R 154.2016SE9 MEDI4736/TRE
50. 2016/9/6 FU4 ENTEROCOLITIS; EDEMA| 3 A
EC1-075 6076 MELIMUMAB
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CMUH104-R 155.2016SF0 MEDI4736/TRE ACUTE
51. 2016/10/3 FU1 3 A
EC1-075 7102 MELIMUMAB GASTROENTERITIS
CMUH104-R 156.2016SE9 MEDI4736/TRE
52. 2016/9/6 FU5 ENTEROCOLITIS; EDEMA| 3 A
EC1-075 6076 MELIMUMAB
CMUH104-R 157.2016SE2 Pneumothorax;
53. 2016/2/22 FU7 GEMCITABINE 3 A
EC1-075 1494 Bronchial fistula
CMUH104-R 158.2016SF0 MEDI4736/TRE
54, 2016/9/19 FU2 GASTROENTERITIS 3 A
EC1-075 4535 MELIMUMAB
ACUTE
GASTROENTERITIS
CMUH104-R 159.2016SFO0 MEDI4736/TRE CAUSED
55. 2016/10/3 FU3 3 A
EC1-075 7102 MELIMUMAB BY CAMPYLOBACTER
JEJUNI
BACTERIUM
STUDY
CMUH104-R 160.2016SF1 MULTIPLE OCCURRENCE
56. 2016/6/1 Initial |[PROCEDURE;TR 4 A
EC1-075 3703 OF HEADACHE
AMADOL
CMUH104-R 161.2016SE9 TREMELIMUMA
57. 2016/9/4 FU2 FEVER 3 A
EC1-075 7331 B
GASTROENTERITIS
MULTIPLE
CMUH104-R 162.2016SE9 TREMELIMUMA| OCURRENCE; COLITIS
58. 2015/12/14 FU1 4 A
EC1-075 2707 B;NIVOLUMAB MULTIPLE
OCURRENCE; CANDIDAL
SEPSIS
CMUH104-R 163.2016SE8 RASH; CYTOKINE
59. 2016/7/30 FU3 MEDI4736 3 A
EC1-075 5192 RELEASE SYNDROME
MEDI4736;
CMUH104-R 164.2016SE4
60. 2016/4/11 FU2 TREMELIMUMA|AUTOIMMUNE HEPATITIS 3 A
EC1-075 0539
B
MEDI4736;
CMUH104-R 165.2016SF0
61. 2016/9/19 FU3 |TREMELIMUMA GASTROENTERITIS 3 A
EC1-075 4535
B
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MEDI4736;
CMUH104-R 166.2016SE9 RESPIRATORY
62. 2016/9/3 FU1 |TREMELIMUMA 3 A
EC1-075 7366 DECOMPENSATION
B
MEDI4736;
CMUH104-R 167.2016SFO
63. 2016/9/19 FU4 |TREMELIMUMA GASTROENTERITIS 3 A
EC1-075 4535
B
CMUH104-R 168.2016SF2 FEVER GREATER THAN 39
64. 2016/11/28 Initial MEDI4736 3 A
EC1-075 8490 C
CMUH104-R 169.2016SF2 TREMELIMUMA| WORSENING GENERAL
65. 2016/11/28 Initial 3 A
EC1-075 8202 B CONDITION
AUTOIMMUNE
CMUH104-R 170.2016SF1 3,4,7(1
66. 2016/11/1 FU1 MEDI4736 TEMPOROMANDIBULAR A
EC1-075 7336 ME)
JOINT ARTHRITIS
CMUH104-R 171.2016SF2 TREMELIMUMA| WORSENING GENERAL
67. 2016/11/28 FU3 3 A
EC1-075 8202 B CONDITION;Diarrhoea
ADRENAL
CMUH104-R 172.2016SE2 MEDI4736;TRE
68. 2016/2/24 FU5 INSUFFICIENCY OF 3 A
EC1-075 5048 MELIMUMAB
PITUITARY ORIGIN
CMUH104-R 173.2016SF3 MEDI4736;TRE TYPE 1l RESPIRATORY
69. 2016/12/13 FU2 3 A
EC1-075 3494 MELIMUMAB FAILURE
ENTEROCOLITIS; EDEMA
IN BOTH
CMUH104-R 174.2016SE9 MEDI4736/TRE
70. 2016/9/6 FU6 LOWER LEGS ( CAUSE 3 A
EC1-075 6076 MELIMUMAB
UNKNOWN);
NEUTROPENIA
IMMUNE MEDIATED
CMUH104-R 175.2016SE9 MEDI4736;TRE
71. 2016/8/30 Initial ENCEPHALOPATHY 3 A
EC1-075 6619 MELIMUMAB
(CONFUSION)
MEDI4736;
CMUH104-R 176.2016SE9 RESPIRATORY 3,7
72. 2016/9/3 FU2 |TREMELIMUMA A
EC1-075 7366 DECOMPENSATION (IME)
B
CMUH104-R 177.2016SF2 FEVER GREATER THAN 39
73. 2016/11/28 FU1 MEDI4736 3 A
EC1-075 8490 C
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MEDI4736;
CMUH104-R 178.2016SF3
74. 2016/12/9 Initial |TREMELIMUMA| DERMATITIS BLISTER 3 A
EC1-075 2260
B
CMUH104-R 179.2016SF3 MEDI4736;TRE | TYPE Il RESPIRATORY
75. 2016/12/13 Initial 3 A
EC1-075 3494 MELIMUMAB FAILURE
MEDI4736;
CMUH104-R 180.2016SF3
76. 2016/12/9 FU1 |TREMELIMUMA|VESICULAR EXANTHEMA| 3 A
EC1-075 2260
B
CMUH104-R 181.2016SF2 TREMELIMUMA| WORSENING GENERAL
77. 2016/11/28 FUl 3 A
EC1-075 8202 B CONDITION;Diarrhoea
CMUH104-R 182.2016SF2 TREMELIMUMA
78. 2016/12/9 FU2 TOXICODERMIA 3 A
EC1-075 8202 B
CMUH104-R 183.2016SF3 MEDI4736;TRE | TYPE Il RESPIRATORY
79. 2016/12/13 FUl 3 A
EC1-075 3494 MELIMUMAB FAILURE
CMUH104-R 184.2016SE3
80. 2016/4/3 FU3 MEDI4736 Pneumothorax 3 A
EC1-075 7622
MEDI4736;
CMUH104-R 185.2016SF3
81. 2016/12/9 FU3 |TREMELIMUMA TOXICODERMIA 3 A
EC1-075 2260
B
MEDI4736;
CMUH104-R 186.2016SF3
82. 2016/12/9 FU4 |TREMELIMUMA TOXICODERMIA 3 A
EC1-075 2260
B
MEDI4736;
CMUH104-R 187.2017SEQ 3,7
83. 2016/10/11 Initial [TREMELIMUMA PNEUMONITIS A
EC1-075 4532 (IME)
B
malignant neoplasm
CMUH105-R 16091SR001 | follow up progression [Malignant
84. 2016/8/15 MK-3475 Study 1 A
EC1-102 113 3 neoplasm progression]
Ascites [Ascites]
malignant neoplasm
CMUH105-R 16091SR001 | follow up progression [Malignant
85. 2016/8/15 MK-3475 Study 1 A
EC1-102 113 4 neoplasm progression]
Ascites [Ascites]
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CMUH102-R follow up 1,2,3,
86. 2015/10/16 | 2015102188 IBRUTINIB 1. POLYNEUROPATHY A
EC1-067 1 7
12)
pneumonia [Pneumonia]
PEMETREXED
Thrombocytopenia
(3475
[Thrombocytopenia]
SOLUTION FOR
Anemia [Anaemia]
INJECTION
gastrointestinal bleeding
STUDY)
[Gastrointestinal
(pemetrexed)
CMUH103-R 1604TUROO | follow up haemorrhage]
87. 2016/3/31 Intravenous 123 A
EC1-123 2203 6 Leukopenia [Leukopenia]
infusion
febril neutropenia [Febrile
CARBOPLATIN
neutropenia]
(3475
hyperuricemia
SOLUTION FOR
[Hyperuricaemia]
INJECTION
Elevated AST [Aspartate
STUDY)
aminotransferase increased]
CARBOPLATIN
(3475
SOLUTION FOR
INJECTION
STUDY)
platelet count decreased
(Carboplatin)
CMUH103-R 1612CHNOL1 | follow up [Platelet count decreased]
88. 2016/12/22 Intravenous 2.3 A
EC1-123 3228 8 Neutrophil count decreased
Injection
[Neutrophil count decreased]
PEMETREXED
(3475
SOLUTION FOR
INJECTION
STUDY)
MK-3475
CMUH103-R 1702ZAF003] follow up | (pembrolizumab) worsening hemoptysis
89. 2016/10/14 1 A
EC1-123 772 1 Solution for [Haemoptysis]
injection
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90.

CMUH103-R
EC1-123

2016/12/12

1612CHNOO
7819

follow up

7

PACLITAXEL
(3475
SOLUTION FOR
INJECTION
STUDY)
(paclitaxel)
Intravenous
infusion
CARBOPLATIN
(3475
SOLUTION FOR
INJECTION
STUDY)

ketoacidosis [Ketoacidosis]

pneumonia [Pneumonia]

1.3

91.

CMUH103-R
EC1-123

2017/1/31

1702BRA00
2534

follow up

1

PEMETREXED
(3475
SOLUTION FOR
INJECTION
STUDY)
(pemetrexed)
Intravenous
infusion
CARBOPLATIN
(3475
SOLUTION FOR
INJECTION
STUDY)
(Carboplatin)

Intravenous

Injection

Febrile neutropenia [Febrile
neutropenia]

sepsis [Sepsis]

2.3
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92.

CMUH103-R
EC1-123

2016/10/30

1611CHNOO
0232

follow up

10

PACLITAXEL
(3475
SOLUTION FOR
INJECTION
STUDY)
(paclitaxel)
Intravenous
infusion
CARBOPLATIN
(3475
SOLUTION FOR
INJECTION
STUDY)

Suspected pulmonary
embolism [Pulmonary

embolism]

123

93.

CMUH103-R
EC1-123

2016/10/19

1610POL012
201

follow up

8

MK-3475
(pembrolizumab)
Solution for

injection

toxic hepatic disease with
acute hepatitis [Hepatitis

toxic]

2.3

94.

CMUH103-R
EC1-123

2017/1/24

1701CHNO1
1993

follow up

2

PACLITAXEL
(3475
SOLUTION FOR
INJECTION
STUDY)
(paclitaxel)
Intravenous
infusion
CARBOPLATIN
(3475
SOLUTION FOR
INJECTION
STUDY)

platelet count decreased

[Platelet count decreased]

2.3

95.

CMUH104-R
EC1-039

2016/7/19

1607BRA00
8577

Follow up

2

CETUXIMAB

anaphylaxis [Anaphylactic

reaction]

2.3
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MK-3475
Interstitial pneumonia
(pembrolizumab)
CMUH104-R 1611JPNO10 | Follow up [Interstitial lung disease]
96. 2016/11/17 CARBOPLATIN 1.3 A
EC1-039 242 6 pneumonia fungal
5-FLUOROURA
[Pneumonia fungal]
CIL
MK-3475
septic shock [Septic shock]
(PEMBROLIZU
acute renal failure [Acute
MAB)
kidney injury]
CMUH104-R 1602BRA00 | Followup| CISPLATIN
97. 2015/12/16 hypokalemia [Hypokalaemia] | 1.2.3 | A
EC1-039 6046 19 5-FLUOROURA
neutropenia [Neutropenia]
CIL
platelet count decreased
GRANULOKINE
[Platelet count decreased]
(filgrastim)
MK-3475
septic shock [Septic shock]
(PEMBROLIZU
vomiting [Vomiting]
CMUH104-R 1605BRA00 | Follow up MAB)
98. 2016/5/6 Acute renal failure [Acute 1.3 A
EC1-039 5313 13 CISPLATIN
kidney injury]
5-FLUOROURA
diahrrea [Diarrhoea]
CIL
CETUXIMAB
neutropenia [Neutropenia]
CMUH104-R 1605AUTO00 | Follow up | CARBOPLATIN
99. 2016/5/13 Tumor bleeding [Tumour 13 A
EC1-039 6374 5 5-FLUOROURA
haemorrhage]
CIL
sepsis [Sepsis]
CMUH104-R 1608USAO01 | Follow up MK-3475 hemorrhoids [Haemorrhoids]
100. 2016/7/30 2.3 A
EC1-039 0273 4 (pembrolizumab) | acute renal failure [Acute
kidney injury]
CETUXIMAB | osteomyelitis (bone infection)
CMUH104-R 16111SR007 | Follow up | CARBOPLATIN [Osteomyelitis]
101. 2016/11/11 123 A
EC1-039 474 7 5-FLUOROURA | Infection: other (epidural
CIL abscess) [Extradural abscess]
106 # 03 * 08 p % 43 F > % 65 |
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MK-3475 Interstitial pneumonia
(pembrolizumab) [Interstitial lung disease]
CMUH104-R 1611JPNO010 | Follow up
102. 2016/11/17 5-FLUOROURA | Pneumocystis pneumonia 13 A
EC1-039 242 7
CIL [Pneumocystis jirovecii
CARBOPLATIN pneumonia
MK-3475
(pembrolizumab)
CMUH104-R 1605THAO01 Sepsis with septic arthritis
103. 2016/5/22 Initial | CARBOPLATIN 2.3 A
EC1-039 0986 [Arthritis bacterial]
5-FLUOROURA
CIL
Infusion related reaction
CMUH104-R
104. 2015/8/25 | 1508USAOQ01| Initial CETUXIMAB [Infusion related reaction] 2.3 A
EC1-039
3409 Stridor [Stridor]
Other Serious Criteria:
Medically Significant
pulmonary fibrosis
[Pulmonary fibrosis]
septicemia [Sepsis]
MK-3475 Anemia [Anaemia]
(pembrolizumab) asthenia [Asthenia]
CMUH104-R 1605BRA00 | Follow up
105. 2016/5/1 CARBOPLATIN Back pain [Back pain] 2.3 A
EC1-039 7069 7
5-FLUOROURA [ Symptomatic hypothyroidism
CIL [Hypothyroidism]
Constipation [Constipation]
Tumor bleeding [Tumour
haemorrhage]
Spinal cord compression
[Spinal cord compression]
CETUXIMAB
bronchial infection
CARBOPLATIN
CMUH104-R 1611AUSO01 | Follow up [Bronchitis]
106. 2016/11/22 5-FLUOROURA 23 A
EC1-039 0939 5 Neutrophil Count Decreased
CIL
[Neutrophil count decreased]
CISPLATIN
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MK-3475
(pembrolizumab)
Septic shock [Septic shock]
5-FLUOROURA
Hematochezia
CMUH104-R 1610TUROO | Follow up CIL
107. 2016/10/3 [Haematochezia] 123 A
EC1-039 2312 9 CISPLATIN
Increase of creatinine [Blood
CLEXANE
creatinine increased]
(enoxaparin
sodium)
Other Serious Criteria:
Medically Significant
pulmonary fibrosis
[Pulmonary fibrosis]
septicemia [Sepsis]
MK-3475 Anemia [Anaemia]
(pembrolizumab) asthenia [Asthenia]
CMUH104-R 1605BRA00 | Follow up
108. 2016/5/1 CARBOPLATIN Back pain [Back pain] 2.3 A
EC1-039 7069 8
5-FLUOROURA | Symptomatic hypothyroidism
CIL [Hypothyroidism]
Constipation [Constipation]
Tumor bleeding [Tumour
haemorrhage]
Spinal cord compression
[Spinal cord compression]
CETUXIMAB
CMUH104-R CARBOPLATIN Unknown cause of death
109. 2016/12/14 | 1701THAOL| Initial 1 A
EC1-039 5-FLUOROURA [Death]
1317
CIL
MK-3475
(pembrolizumab)
CMUH104-R Unknown cause of death
110. 2016/10/21 |1701THAOL| Initial CARBOPLATIN 1 A
EC1-039 [Death]
1467 5-FLUOROURA
CIL
106 &= 03 * 08 p % 45 F > % 65 |
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111.

CMUH104-R
EC1-039

2016/7/11

1607BRA00
6343

follow up

5

MK-3475
(pembrolizumab)
Solution for
injection,
CARBOPLATIN
(3475
SOLUTION FOR
INJECTION
STUDY)
5-FLUOROURA
CIL (3475
SOLUTION FOR
INJECTION
STUDY)

tumor bleeding [Tumour

haemorrhage]

Thrombocytopenia

[Thrombocytopenia]

13

112.

CMUH104-R
EC1-039

2016/12/14

1701THAO1
1317

follow up

1

CETUXIMAB
(3475
SOLUTION FOR
INJECTION
STUDY)
(Cetuximab)
Intravenous
infusion,
5-FLUOROURA
CIL (3475
SOLUTION FOR
INJECTION
STUDY)
CARBOPLATIN
(3475
SOLUTION FOR
INJECTION
STUDY)

Unknown cause of death

[Death]
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MK-3475
CMUH104-R 16111TA006 | follow up | (pembrolizumab) | Internal Bleeding [Internal
113. 2016/11/9 1,2 A
EC1-039 264 5 Solution for haemorrhage]
injection
CETUXIMAB
(3475
SOLUTION FOR
INJECTION
STUDY) Other Serious Criteria:
(Cetuximab) Medically Significant
Intravenous Neutrophil decreased
infusion, [Neutrophil count decreased]
CMUH104-R 1701MEXO01 | follow up | CARBOPLATIN | White blood cells decreased
114. 2017/1/24 1 A
EC1-039 2708 1 (3475 [White blood cell count

SOLUTION FOR
INJECTION
STUDY)
5-FLUOROURA
CIL (3475
SOLUTION FOR
INJECTION
STUDY)

decreased]

Acute respiratory
insufficiency [Acute

respiratory failure]
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Other Serious Criteria:
MK-3475 Medically Significant
(pembrolizumab) septicemia [Sepsis]
Solution for Anemia [Anaemia]
injection, pulmonary fibrosis
CARBOPLATIN [Pulmonary fibrosis]
(3475 asthenia [Asthenia]
CMUH104-R 1605BRA00 | follow up | SOLUTION FOR | Back pain per to bone lesion
115. 2016/5/1 2,3 A
EC1-039 7069 10 INJECTION [Bone lesion]
STUDY) Symptomatic hypothyroidism
5-FLUOROURA [Hypothyroidism]
CIL (3475 Constipation [Constipation]
SOLUTION FOR |  Tumor bleeding [Tumour
INJECTION haemorrhage]
STUDY) Spinal cord compression
[Spinal cord compression]
MK-3475
(pembrolizumab)
Solution for
injection,
CARBOPLATIN
(3475
CMUH104-R 1605THAO01 | follow up | SOLUTION FOR | Sepsis with septic arthritis
116. 2016/5/22 2,3 A
EC1-039 0986 1 INJECTION [Arthritis bacterial]
STUDY)
5-FLUOROURA
CIL (3475
SOLUTION FOR
INJECTION
STUDY)
106 # 03 * 08 p % 48 7 > % 65 |
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MK-3475
(pembrolizumab)
Solution for
injection,
CARBOPLATIN
(3475
CMUH104-R 1608BRA01 | follow up | SOLUTION FOR
117. 2016/8/26 sepsis [Sepsis] 2,3 A
EC1-039 5042 5 INJECTION
STUDY)
5-FLUOROURA
CIL (3475
SOLUTION FOR
INJECTION
STUDY)
Other Serious Criteria:
Medically Significant
MK-3475
immune reaction [Immune
CMUH104-R 1701USAQO0 | follow up | (pembrolizumab)
118. 2016/12/31 system disorder] 2,3 A
EC1-039 4870 3 Solution for
encephalitis [Encephalitis]
injection
Hypercalcemia
[Hypercalcaemia]
106 &= 03 * 08 p % 49 7 > % 65 |
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MK-3475
(pembrolizumab)
Solution for
injection,
CISPLATIN
(3475
Allergic Reaction
SOLUTION FOR
CMUH104-R 16041SR002 | follow up [Hypersensitivity]
119. 2016/4/3 INJECTION 2,3 A
EC1-039 411 3 Allergic Reaction
STUDY)
[Hypersensitivity]
(cisplatin)
5-FLUOROURA
CIL (3475
SOLUTION FOR
INJECTION
STUDY)
Other Serious Criteria:
Medically Significant
MK-3475
immune reaction [Immune
CMUH104-R 1701USAQO | follow up | (pembrolizumab)
120. 2016/12/31 system disorder] 2,3 A
EC1-039 4870 4 Solution for
encephalitis [Encephalitis]
injection
Hypercalcemia
[Hypercalcaemia]
106 &= 03 * 08 p % 50 % 65 |
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121.

CMUH104-R
EC1-039

2016/11/22

1611AUS01
0939

follow up

6

CETUXIMAB
(3475
SOLUTION FOR
INJECTION
STUDY)
(Cetuximab)
Intravenous
infusion,
CARBOPLATIN
(3475
SOLUTION FOR
INJECTION
STUDY)
5-FLUOROURA
CIL (3475
SOLUTION FOR
INJECTION
STUDY)

bronchial infection

[Bronchitis]

Neutrophil Count Decreased

[Neutrophil count decreased]

2,3

122.

CMUH104-R
EC1-039

2017/1/16

1701THAO1
1312

follow up

1

MK-3475
(pembrolizumab)
Solution for
injection
5-FLUOROURA
CIL (3475
SOLUTION FOR
INJECTION
STUDY)
CARBOPLATIN
(3475
SOLUTION FOR
INJECTION
STUDY)

[Death]

unknown cause of death
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Other Serious Criteria:
MK-3475 Medically Significant
(pembrolizumab) septicemia [Sepsis]
Solution for Anemia [Anaemia]
injection, pulmonary fibrosis
CARBOPLATIN [Pulmonary fibrosis]
(3475 asthenia [Asthenia]
CMUH104-R 1605BRA00 | follow up | SOLUTION FOR | Back pain per to bone lesion
123. 2016/5/1 2,3 A
EC1-039 7069 11 INJECTION [Bone lesion]
STUDY) Symptomatic hypothyroidism
5-FLUOROURA [Hypothyroidism]
CIL (3475 Constipation [Constipation]
SOLUTION FOR |  Tumor bleeding [Tumour
INJECTION haemorrhage]
STUDY) Spinal cord compression
[Spinal cord compression]
MK-3475
(pembrolizumab)
Solution for
injection
5-FLUOROURA
CIL (3475
septic shock [Septic shock]
SOLUTION FOR
vomiting [Vomiting]
CMUH104-R 1605BRAO00 | follow up INJECTION
124. 2016/5/6 Acute renal failure [Acute 13 A
EC1-039 5313 14 STUDY
kidney injury]
CISPLATIN
diahrrea [Diarrhoea]
(3475
SOLUTION FOR
INJECTION
STUDY)
(cisplatin)
Intravenous
106 &= 03 * 08 p % 52 F % 65
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Other Serious Criteria:
Medically Significant
MK-3475
immune reaction [Immune
CMUH104-R 1701USAO0O0 | follow up | (pembrolizumab)
125. 2016/12/31 system disorder] 2,3 A
EC1-039 4870 5 Solution for
encephalitis [Encephalitis]
injection
Hypercalcemia
[Hypercalcaemia]
MK-3475
(pembrolizumab)
Solution for
injection
CISPLATIN
(3475 septic shock [Septic shock]
SOLUTION FOR | acute renal failure [Acute
INJECTION kidney injury]
CMUH104-R 1602BRA00 | follow up STUDY) hypokalemia [Hypokalaemia]
126. 2015/12/16 123 A
EC1-039 6046 20 (cisplatin) neutropenia [Neutropenia]
5-FLUOROURA platelet count decreased
CIL (3475 [Platelet count decreased]
SOLUTION diarrhea [Diarrhoea]
FOR INJECTION
STUDY)
GRANULOKINE
(filgrastim)
Injection
106 &= 03 * 08 p % 53 7 & 65
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CETUXIMAB
(3475
SOLUTION FOR
INJECTION
STUDY)
(Cetuximab)
Intravenous Afebrile Neutropenia
infusion [Neutropenia]
CMUH104-R 1606PHL010( follow up | 5-FLUOROURA Health Care associated
127. 2016/6/20 1,3 A
EC1-039 987 3 CIL (3475 Pneumonia [Pneumonia]
SOLUTION FOR Pulmonary Embolism
INJECTION [Pulmonary embolism]
STUDY)
CARBOPLATIN
(3475
SOLUTION FOR
INJECTION
STUDY)
Other Serious Criteria:
MK-3475 Medically Significant
(pembrolizumab) septicemia [Sepsis]
Solution for Anemia [Anaemia]
injection, pulmonary fibrosis
CARBOPLATIN [Pulmonary fibrosis]
(3475 asthenia [Asthenia]
CMUH104-R 1605BRA00 | follow up | SOLUTION FOR | Back pain per to bone lesion
128. 2016/5/1 2,3 A
EC1-039 7069 12 INJECTION [Bone lesion]
STUDY) Symptomatic hypothyroidism
5-FLUOROURA [Hypothyroidism]
CIL (3475 Constipation [Constipation]
SOLUTION FOR | Tumor bleeding [Tumour
INJECTION haemorrhage]
STUDY) Spinal cord compression
[Spinal cord compression]
106 # 03 * 08 p % 54 F > % 65 |
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immune reaction [Immune
MK-3475
system disorder]
CMUH104-R 1701USAO0O0 | follow up | (pembrolizumab)
129. 2016/12/31 encephalitis [Encephalitis] 2,3 A
EC1-039 4870 6 Solution for
Hypercalcemia
injection
[Hypercalcaemia]
CMUH104-R follow up
130. 2015/9/4 ]2015388713 Palbociclib Unknown cause of death 1 A
EC1-015 1
CAPECITABINE
(3475
SOLUTION FOR
CMUH104-R 1612I1TA006 | follow up pancytopenia [Pancytopenia]
131. 2016/12/9 INJECTION 1.3 A
EC1-118 627 3 sepsis [Sepsis]
STUDY)
(capecitabine)
Tablet
ERIBULIN
MESYLATE
(3475
DISEASE PROGRESSION
CMUH104-R 1702USA00 SOLUTION FOR
132. 2016/11/2 initial [Malignant neoplasm 1 A
EC1-118 7449 INJECTION
progression]
STUDY) (eribulin
mesylate) Solution
for injection
Hemorrhagic Pleuritis
[Pleurisy]
CAPECITABINE | Systemic Candida Infection
(3475 [Systemic candida]
SOLUTION FOR Trombocytopenia
CMUH104-R 1611NLDOO | follow up
133. 2016/11/7 INJECTION [Thrombocytopenia] 123 A
EC1-118 3722 8
STUDY) Neutropenia [Neutropenia]
(capecitabine) Mucositis [Mucosal
Tablet inflammation]
carcinomatous mastitis
[Mastitis]
106 &= 03 * 08 p % 55 F % 65 |
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134.

CMUH103-R
EC1-123

2016/4/25

1604BRA01
7379

follow up

3

CARBOPLATIN
(3475
SOLUTION FOR
INJECTION
STUDY)
(Carboplatin)
Intravenous
Injection
PEMETREXED
(3475
SOLUTION FOR
INJECTION
STUDY)

febrile neutropenia [Febrile

neutropenia]

2.3

135.

CMUH103-R
EC1-123

2017/1/24

171CHNO11
993

follow up

3

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

Intravenous

infusion

platelet count decreased

[Platelet count decreased]

2.3

106 = 03 * 08 p
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PACLITAXEL
(3475
SOLUTION FOR
INJECTION
STUDY)
(paclitaxel)
CMUH103-R 1612CHNOO | follow up ketoacidosis [Ketoacidosis]
136. 2016/12/12 Intravenous 1.3 A
EC1-123 7819 8 pneumonia [Pneumonia]
infusion
CARBOPLATIN
(3475
SOLUTION FOR
INJECTION
STUDY)
Lung infection (klebsiella
pneumoniae) [Klebsiella
MK-3475 infection]
CMUH103-R 1509TUROO | follow up | (pembrolizumab) thrombocytopenia
137. 2015/8/31 123 A
EC1-123 1265 17 Solution for [Thrombocytopenia]
injection Pneumonitis [Pneumonitis]
Pulmonary embolism
[Pulmonary embolism]
MK-3475
CMUH103-R 1608KORO01 | follow up | (pembrolizumab)
138. 2016/8/17 sudden death [Sudden death] 1 A
EC1-123 1170 6 Solution for
injection
106 &= 03 * 08 p % 57 B> % 65 |
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PACLITAXEL
(3475
SOLUTION FOR
INJECTION
Pulmonary fistula [Pulmonary
STUDY)
fistula]
(paclitaxel)
CMUH103-R 1611BRAO0O | follow up pulmonary sepsis [Pulmonary
139. 2016/10/19 Intravenous 123 A
EC1-123 0279 8 sepsis]
infusion
respiratory infection
CARBOPLATIN
[Respiratory tract infection]
(3475
SOLUTION FOR
INJECTION
STUDY)
Ischemia of small bowel
Enzalutamide [Intestinal ischaemia]
CMUH102-R 2015US0383|Follow Up
140. 2015/11/18 (ENZALUTAMID Sepsis [Sepsis] 237 A
EC1-068 72 1
E) Capsule lleus [lleus]
lleus [lleus]
Enzalutamide-Blin
CMUH102-R 2016090174 Dysphagia [Dysphagia]
141. 2016/8/22 Initial ded (Code not 2371 A
EC1-068 1 Dyspnea [Dyspnoea]
broken)
% 58 B> % 65 |
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Multiple organ failure
[Multiple organ dysfunction
syndrome]
Constipation [Constipation]
Incomplete intestinal
obstruction [Intestinal
obstruction]
1) Enzalutamide | Bilateral upper urinary tract
Blinded stones [Calculus urinary]
(PLACEBO) Bilateral hydronephrosis,
Formulation post-operation of bilateral
CMUH102-R 2015JP01816|Follow Up
142. 2015/8/31 unknown ureteral stent, renal 1,3 A
EC1-068 6 2DG
2) Enzalutamide insufficiency
(ENZALUTAMID [Hydronephrosis]
E) Formulation Bilateral hydronephrosis,
unknown post-operation of bilateral
ureteral stent, renal
insufficiency [Ureteral stent
insertion]
Bilateral hydronephrosis,
post-operation of bilateral
ureteral stent, renal
insufficiency [Renal failure]
Aplastic anemia [Aplastic
Enzalutamide anaemia]
CMUH102-R 2016US0415|Follow Up
143. 2016/09/?? (ENZALUTAMID| Worsening of prostate cancer | 2,7 A
EC1-068 95 2
E) Tablet [Malignant neoplasm
progression]
Enzalutamide-Blin
CMUH102-R 2016090174 [Follow Up Dysphagia [Dysphagia]
144. 2016/8/22 ded (Code not 2,3 A
EC1-068 1 1DG Dyspnea [Dyspnoea]
broken)
106 &= 03 * 08 p % 50 % 65 |
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Aplastic anemia [Aplastic
anaemia]
Rising PSA due to lack of
Enzalutamide response from medication
CMUH102-R 2016US0415 [Follow Up
145. 2016/09/?? (ENZALUTAMID| [Prostatic specific antigen 2,7 A
EC1-068 95 3
E) Tablet increased]
Rising PSA due to lack of
response from medication
[Drug ineffective]
PACLITAXEL
(3475
SOLUTION FOR
INJECTION
STUDY)
(paclitaxel)
CMUH103-R 1612CHNOO | follow up ketoacidosis [Ketoacidosis]
146. 2016/12/12 Intravenous 13 A
EC1-123 7819 9 pneumonia [Pneumonia]
infusion
CARBOPLATIN
(3475
SOLUTION FOR
INJECTION
STUDY)
MK-3475
CMUH103-R 1702KOR00 (pembrolizumab)
147. 2017/2/15 initial r/0) pneumonia [Pneumonia] 2 A
EC1-123 8316 Solution for
injection
106 &= 03 * 08 p % 60 7% 65
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148.

CMUH103-R
EC1-123

2017/1/31

1702BRA00
2534

follow up

3

PEMETREXED
(3475
SOLUTION FOR
INJECTION
STUDY)
(pemetrexed)
Intravenous
infusion
CARBOPLATIN
(3475
SOLUTION FOR
INJECTION
STUDY)

Febrile neutropenia [Febrile

neutropenia

sepsis [Sepsis]

pulmonary sepsis [Pulmonary

sepsis]

2.3

149.

CMUH104-R
EC1-118

2016/10/18

1610USA01
2420

follow up

6

CAPECITABINE
(3475
SOLUTION FOR
INJECTION
STUDY)
(capecitabine)

Tablet

cardiac tamponade [Cardiac

tamponade]

2.3

(3R] FRPHE -
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RELEASE DATE: 22 Sep 2016
2. Investigator's Brochure, Luspatercept (ACE-536), Edition
Number: 8, Date of 1B: 22 Sep 2016
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RE: Study ACE-536-B-THAL-001 (EudraCT NUMBER:
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