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CMUH106-
REC1-110

2018/9/2

201809046
03(5)

Follow

up 5

DARATUMUM
AB

SEPSIS
FEBRILE
NEUTROPENIA
THROMBOCYTOPENIA

1-
2~3

CMUH103-
REC1-123

2015/9/28

1604TURO
02203

F 23

#1)
PEMETREXED
#2)
CARBOPLATI
N

pneumonia [Pneumonia]
Thrombocytopenia
[Thrombocytopenia]
Anemia [Anaemia]
Leukopenia [Leukopenia]
febril neutropenia [Febrile
neutropenia]
gastrointestinal bleeding
[Gastrointestinal
haemorrhage]
hyperuricemia
[Hyperuricaemia]
Elevated AST [Aspartate
aminotransferase
increased]
blood bilirubin increase

[Blood bilirubin increased]

1.2.3

CMUH103-
REC1-123

2017/1/2

1701BRA0O
05124

F 15

#1) MK-3475

(pembrolizumab

)

Worsening of Superior
Vena Cava Syndrome
[Superior vena cava

syndrome]
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CMUH103-
REC1-123

2017/7/10

1707CHNO
01955

F 43

#1) MK-3475

(pembrolizumab

)

Other Serious Criteria:
Medically Significant
Acute left ventricular
failure [Acute left
ventricular failure]
Thrombocytopenia
[Thrombocytopenia]
pneumonia [Pneumonia]
lower gastrointestinal
bleeding [Lower
gastrointestinal
haemorrhage]

ALT increased [Alanine
aminotransferase
increased]

AST increased [Aspartate
aminotransferase
increased]
Thrombocytopenia
[Thrombocytopenia]
hypocalcemia
[Hypocalcaemia]
hyponatremia
[Hyponatraemia]
direct bilirubin increase
[Bilirubin conjugated
increased]
eGFR decreased
[Glomerular filtration rate

decreased]

1.2.3

CMUH103-
REC1-123

2016/12/23

1702ARGO
01875

Fa

#1)
PACLITAXEL
#2)
CARBOPLATI
N

dyspnoea [Dyspnoea]
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worsening trachea stenosis

[Tracheal stenosis]

B X 2 PAR (R L
e e[ AR Vot B R 3 AEE F2E s
=3 g o | % 2 % Py 5 K v 5 ole
prosthetic cardiac valve
#1) MK-3475 ] ]
CMUH103- 1802TURO ) trombus [Prosthetic cardiac
6. 2018/2/11 F 14 |(pembrolizumab ] 23 | A
REC1-123 12463 ) valve thrombosis]
pneumonia [Pneumonia]
#1)
PEMETREXED| pneumonia aggravated
CMUH103- 1712CHNO )
7. 2017/12/1 F 15 #2) [Pneumonia] 23 [ A
REC1-123 11215
CARBOPLATI cough [Cough]
N
Massive pericardial
effusion [Pericardial
#1) MK-3475 effusion]
CMUH103- 1510MYSO0 ) )
8. 2015/10/19 F19 |(pembrolizumab| cardiopulmonary arrest |1.2.3| A
REC1-123 09577 ) )
) [Cardio-respiratory arrest]
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CMUH103-
REC1-123

2017/7/10

1707CHNO
01955

F 44

#1) MK-3475

(pembrolizumab

)

Other Serious Criteria:
Medically Significant
Acute left ventricular
failure [Acute left
ventricular failure]
Thrombocytopenia
[Thrombocytopenia]
pneumonia [Pneumonia]
lower gastrointestinal
bleeding [Lower
gastrointestinal
haemorrhage]

ALT increased [Alanine
aminotransferase
increased]

AST increased [Aspartate
aminotransferase
increased]
Thrombocytopenia
[Thrombocytopenia]
hypocalcemia
[Hypocalcaemia]
hyponatremia
[Hyponatraemia]
direct bilirubin increase
[Bilirubin conjugated
increased]
eGFR decreased
[Glomerular filtration rate

decreased]

1.2.3

10.

CMUH103-
REC1-123

2016/8/17

1608KOR0O
11170

F8

#1) MK-3475

(pembrolizumab

)

sudden death [Sudden
death]
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E L | AP Vit Ex *ORE X3
3 g o |% 2 B 3 5 5] FE K v = e
Respiratory insufficiency
Respiratory failure
#1) MK-3475 [Resp y ]
CMUH103- 1610BRA0O ) pneumonitis [Pneumonitis]
11. 2016/10/1 F25 [(pembrolizumab ) o 123 A
REC1-123 01391 ) Respiratory infection
[Respiratory tract
infection]
#1) _ .
Septic shock [Septic
PEMETREXED
CMUH103- 1608ARGO shock]
12. 2016/8/24 F 10 #2) ) ] 1231 A
REC1-123 13770 febrile neutrophenia
CARBOPLATI ) ]
N [Febrile neutropenia]
Lung infection (klebsiella
pneumoniae) [Pneumonia
klebsiella]
#1) MK-3475
CMUH103- 1509TURO ) thrombocytopenia
13. 2015/8/31 F37 |(pembrolizumab ) 1.23] A
REC1-123 01265 [Thrombocytopenia]

)

Pneumonitis [Pneumonitis]

Pulmonary embolism

[Pulmonary embolism]

108 # 10 * 16 p
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14.

CMUH103-
REC1-123

2017/7/10

1707CHNO
01955

F 45

#1) MK-3475

(pembrolizumab

)

Other Serious Criteria:
Medically Significant
Acute left ventricular
failure [Acute left
ventricular failure]
Thrombocytopenia
[Thrombocytopenia]
pneumonia [Pneumonia]
lower gastrointestinal
bleeding [Lower
gastrointestinal
haemorrhage]
ALT increased [Alanine
aminotransferase
increased]

AST increased [Aspartate
aminotransferase
increased]
Thrombocytopenia
[Thrombocytopenia]
hypocalcemia
[Hypocalcaemia]
hyponatremia
[Hyponatraemia]
direct bilirubin increase
[Bilirubin conjugated
increased]
eGFR decreased

[Glomerular filtration rate

decreased]

1.2.3

108 # 10 * 16 p
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B X 2 PAR (R L
A€ S| F 4 P Vo E Ay S
g |6 4 | w N
Massive pericardial
effusion [Pericardial
#1) MK-3475 effusion]
CMUH103- 1510MYSO0 ) )
15. 2015/10/19 F 20 |(pembrolizumab| cardiopulmonary arrest [1.2.3| A
REC1-123 09577 ) ]
) [Cardio-respiratory arrest]
worsening trachea stenosis
[Tracheal stenosis]
Pulmonary embolism
#1) MK-3475 ]
CMUH103- 1709CHNO ) [Pulmonary embolism]
16. 2017/9/25 F21 |(pembrolizumab _ ] 123 A
REC1-123 14591 ) Cerebral infarction
[Cerebral infarction]
Respiratory insufficiency
[Respiratory failure]
#1) MK-3475 N N
CMUH103- 1610BRA0 ) pneumonitis [Pneumonitis]
17. 2016/10/1 F 26 |(pembrolizumab ) o 123 A
REC1-123 01391 ) Respiratory infection
[Respiratory tract
infection]
Lung infection (klebsiella
pneumoniae) [Pneumonia
klebsiella]
#1) MK-3475 )
CMUH103- 1509TURO ) thrombocytopenia
18. 2015/8/31 F38 [(pembrolizumab ) 1.23] A
REC1-123 01265 | [Thrombocytopenia]
Pneumonitis [Pneumonitis]
Pulmonary embolism
[Pulmonary embolism]
#1) MK-3475 Paralytic ileus [lleus
CMUH103- 1701SWEO ) ]
19. 2017/1/2 F 29 |(pembrolizumab paralytic] 1341 A
REC1-123 05839
) vomiting [Vomiting]
#1) MK-3475
CMUH103- 1606JPNOO ) Sigmoid Volvulus
20. 2016/5/28 F8 |(pembrolizumab 23| A
REC1-123 1801 ) [Volvulus]
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21.

CMUH103-
REC1-123

2017/7/10

1707CHNO
01955

F 46

#1) MK-3475

(pembrolizumab

)

Other Serious Criteria:
Medically Significant
Acute left ventricular
failure [Acute left
ventricular failure]
Thrombocytopenia
[Thrombocytopenia]
pneumonia [Pneumonia]
lower gastrointestinal
bleeding [Lower
gastrointestinal
haemorrhage]
ALT increased [Alanine
aminotransferase
increased]

AST increased [Aspartate
aminotransferase
increased]
Thrombocytopenia
[Thrombocytopenia]
hypocalcemia
[Hypocalcaemia]
hyponatremia
[Hyponatraemia]
direct bilirubin increase
[Bilirubin conjugated
increased]
eGFR decreased
[Glomerular filtration rate

decreased]

1.2.3

22.

CMUH103-
REC1-123

2016/2/22

1602TURO
11573

F2

#1)
PEMETREXED
#2)
CARBOPLATI
N

worsening anemia

[Anaemia]

2.3
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#1)
PEMETREXED| worsening of pneumonia
CMUH103- 1712CHNO
23. 2017/12/1 F 16 #2) [Pneumonia] 23 | A
REC1-123 11215
CARBOPLATI cough [Cough]
N
#1) . .
Septic shock [Septic
PEMETREXED
CMUH103- 1608ARGO shock]
24, 2016/8/24 F11 #2) 1.23] A
REC1-123 13770 febrile neutrophenia
CARBOPLATI ) ]
N [Febrile neutropenia]
#1) MK-3475 Paralytic ileus [lleus
CMUH103- 1701SWEO ) )
25. 2017/112 F30 [(pembrolizumab paralytic] 1.34] A
REC1-123 05839 - N
) vomiting [Vomiting]
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26.

CMUH103-
REC1-123

2017/7/10

1707CHNO
01955

F 47

#1) MK-3475

(pembrolizumab

)

Other Serious Criteria:
Medically Significant
Acute left ventricular
failure [Acute left
ventricular failure]
Thrombocytopenia
[Thrombocytopenia]
pneumonia [Pneumonia]
lower gastrointestinal
bleeding [Lower
gastrointestinal
haemorrhage]

ALT increased [Alanine
aminotransferase
increased]

AST increased [Aspartate
aminotransferase
increased]
Thrombocytopenia
[Thrombocytopenia]
hypocalcemia
[Hypocalcaemia]
hyponatremia
[Hyponatraemia]
direct bilirubin increase
[Bilirubin conjugated
increased]
eGFR decreased
[Glomerular filtration rate

decreased]

1.2.3

27.

CMUH103-
REC1-123

2016/6/9

1606POL00
6518

F 10

#1)
PACLITAXEL
#2)
CARBOPLATI
N

infection after

chemotherapy [Infection]

1.3

108 # 10 * 16 p
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#1) MK-3475 | toxic hepatic disease with
CMUH103- 1610POL01 ) - .
28. 2016/10/19 F13 [(pembrolizumab| acute hepatitis [Hepatitis | 2.3 | A
REC1-123 2201 ]
) toxic]
#1) .
Thrombocytopenia
PEMETREXED ]
CMUH103- 1608BRA0 [Thrombocytopenia]
29. 2016/8/17 F8 #2) 13 | A
REC1-123 10431 Febrile neutropenia
CARBOPLATI ) ]
N [Febrile neutropenia]
108 # 10 * 16 F 7
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30.

CMUH103-
REC1-123

2017/7/10

1707CHNO
01955

F 48

#1) MK-3475

(pembrolizumab

)

Other Serious Criteria:
Medically Significant
Acute left ventricular
failure [Acute left
ventricular failure]
Thrombocytopenia
[Thrombocytopenia]
pneumonia [Pneumonia]
lower gastrointestinal
bleeding [Lower
gastrointestinal
haemorrhage]
ALT increased [Alanine
aminotransferase
increased]

AST increased [Aspartate
aminotransferase
increased]
Thrombocytopenia
[Thrombocytopenia]
hypocalcemia
[Hypocalcaemia]
hyponatremia
[Hyponatraemia]
direct bilirubin increase
[Bilirubin conjugated
increased]
eGFR decreased

[Glomerular filtration rate

decreased]

1.2.3

108 # 10 * 16 p
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#1) _ .
Septic shock [Septic
CARBOPLATI
shock]
CMUH103- 1610ARGO N )
31. 2016/10/23 F 16 Accute renal failure [Acute| 1.2.3] A
REC1-123 14393 #2) ] o
kidney injury]
PEMETREXED ) ]
neutropenia [Neutropenia]
#3) filgrastim
bilateral lung pneumonia
#1) MK-3475 [Pneumonia]
CMUH103- 1706CHNO ) )
32. 2017/6/6 F23 [(pembrolizumab| AST increased [Aspartate | 1.2.3| A
REC1-123 03986 )
) aminotransferase
increased]
Lung infection (klebsiella
pneumoniae) [Pneumonia
klebsiella]
#1) MK-3475 )
CMUH103- 1509TURO ) thrombocytopenia
33. 2015/8/31 F39 [(pembrolizumab ) 123 A
REC1-123 01265 ) [Thrombocytopenia]
Pneumonitis [Pneumonitis]
Pulmonary embolism
[Pulmonary embolism]
Lung infection (klebsiella
pneumoniae) [Pneumonia
klebsiella]
#1) MK-3475 )
CMUH103- 1509TURO ) thrombocytopenia
34. 2015/8/31 F 40 [(pembrolizumab ) 1.23] A
REC1-123 01265 | [Thrombocytopenia]
Pneumonitis [Pneumonitis]
Pulmonary embolism
[Pulmonary embolism]
#1) _ _
Septic shock [Septic
PEMETREXED
CMUH103- 1608ARGO shock]
35. 2016/8/24 F12 #2) _ ) 1.2.3] A
REC1-123 13770 febrile neutrophenia
CARBOPLATI _ _
N [Febrile neutropenia]

108 # 10 * 16 p
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36.

CMUH103-
REC1-123

2017/7/10

1707CHNO
01955

F 50

#1) MK-3475

(pembrolizumab

)

Other Serious Criteria:
Medically Significant
Acute left ventricular
failure [Acute left
ventricular failure]
Thrombocytopenia
[Thrombocytopenia]
pneumonia [Pneumonia]
lower gastrointestinal
bleeding [Lower
gastrointestinal
haemorrhage]

ALT increased [Alanine
aminotransferase
increased]

AST increased [Aspartate
aminotransferase
increased]
Thrombocytopenia
[Thrombocytopenia]
direct bilirubin increase
[Bilirubin conjugated
increased]
eGFR decreased
[Glomerular filtration rate
decreased]
hypocalcemia
[Hypocalcaemia]

hyponatremia

[Hyponatraemia]

1.2.3

108 # 10 * 16 p
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Massive pericardial
effusion [Pericardial
#1) MK-3475 effusion]
CMUH103- 1510MYSO0 ) )
37. 2015/10/19 F21 |(pembrolizumab| cardiopulmonary arrest [1.2.3| A
REC1-123 09577 ) ]
) [Cardio-respiratory arrest]
worsening trachea stenosis
[Tracheal stenosis]
pulmonary sepsis
#1) _
[Pulmonary sepsis]
PEMETREXED| _ _
CMUH103- 1608BRA0 febrile neutropenia [Febrile
38. 2016/8/19 F14 #2) ) 123 A
REC1-123 11687 neutropenia]
CARBOPLATI T
N neutropenic colitis
[Neutropenic colitis]
Stroke [Cerebrovascular
#1) _
accident]
PEMETREXED _ _
CMUH103- 1607BRA0 Alanine aminotransferase
39. 2016/7/11 F11 #2) ) ) 234 A
REC1-123 06528 increased [Alanine
CARBOPLATI )
N aminotransferase
increased]
108 # 10 * 16 p % 36 F > x 65 F
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40.

CMUH103-
REC1-123

2017/7/10

1707CHNO
01955

F 49

#1) MK-3475

(pembrolizumab

)

Other Serious Criteria:
Medically Significant
Acute left ventricular
failure [Acute left
ventricular failure]
Thrombocytopenia
[Thrombocytopenia]
pneumonia [Pneumonia]
lower gastrointestinal
bleeding [Lower
gastrointestinal
haemorrhage]
ALT increased [Alanine
aminotransferase
increased]

AST increased [Aspartate
aminotransferase
increased]
Thrombocytopenia
[Thrombocytopenia]
direct bilirubin increase
[Bilirubin conjugated
increased]
hypocalcemia
[Hypocalcaemia]
hyponatremia

[Hyponatraemia]

1.23

41.

CMUH103-
REC1-123

2017/12/1

1712CHNO
11215

F17

#1)

PEMETREXED

#2)

CARBOPLATI

N

worsening of pneumonia
[Pneumonia]

cough [Cough]

2.3

108 # 10 * 16 p
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42.

CMUH105-
REC1-069

2019/6/27

DSU-2019-
125046

Initial

#1) AC-220 or
Placebo (Code
not broken)
#2)
CYTARABINE
(AC-220 Study)
(CYTARABINE
) Infusion
#3)
Daunorubicin
(AC-220 Study)
(DAUNORUBI
CIN
HYDROCHLO
RIDE)

Unknown;

hyperleukocytosis and
respiratory failure
[Hyperleukocytosis]
hyperleukocytosis and
respiratory failure

[Respiratory failure]

43.

CMUH105-
REC1-069

2017/7/21

DSU-2018-
107703

Follow
up 10

#1) AC-220 or
Placebo (Code
not broken)
#2)
CYTARABINE
(AC-220 Study)
(CYTARABINE
) Infusion
#3)
Daunorubicin
(AC-220 Study)
(DAUNORUBI
CIN
HYDROCHLO
RIDE)

Unknown;

THROMBOEMBOLISM

OF PULMONARY
ARTERY BRANCHES

[Pulmonary embolism]

108 # 10 * 16 p
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44,

CMUH105-
REC1-069

2019/4/25

DSU-2019-
115377

Follow

up 1

#1) AC-220 or
Placebo (Code
not broken)
#2)
CYTARABINE
(AC-220 Study)
(CYTARABINE
) Infusion
#3)
Daunorubicin
(AC-220 Study)
(DAUNORUBI
CIN
HYDROCHLO
RIDE)

Unknown;

SUB ACUTE

PULMONARY EDEMA

[Pulmonary oedema]

45.

CMUH105-
REC1-069

2018/7/4

DSU-2018-
127542

Follow

up 8

#1) AC-220 or
Placebo (Code
not broken)
#2)
CYTARABINE
(AC-220 Study)
(CYTARABINE
) Infusion
#3)
Daunorubicin
(AC-220 Study)
(DAUNORUBI
CIN
HYDROCHLO
RIDE)

Unknown;

Other Serious Criteria:

IME

DIFFUSE INFILTRATIVE
PNEUMOPATHY (DIP)

[Interstitial lung disease]

123

108 # 10 * 16 p
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#1) AC-220 or
Placebo (Code
not broken)
#2)
CYTARABINE
HEART FAILURE
(AC-220 Study) ) )
[Cardiac failure]
(CYTARABINE
LUNG INFECTION [Lung
DSU-2019-| Follow ) Infusion
46. | CMUH105- | 2019/6/12 infection] 2 A
122978 up 1 #3)
REC1-069 DRUG-INDUCED LIVER
Daunorubicin
DISEASE [Drug-induced
(AC-220 Study) o
liver injury]
(DAUNORUBI
CIN
HYDROCHLO
RIDE)
Unknown;
#1) AC-220 or
Placebo (Code
not broken)
#2)
CYTARABINE
(AC-220 Study) | hyperleukocytosis and
(CYTARABINE respiratory failure
DSU-2019-| Follow ) Infusion [Hyperleukocytosis]
47. | CMUH105- | 2019/6/27 ) 1 A
125046 up 1 #3) hyperleukocytosis and
REC1-069

Daunorubicin
(AC-220 Study)
(DAUNORUBI

CIN
HYDROCHLO
RIDE)

Unknown;

respiratory failure

[Respiratory failure]

108 # 10 * 16 p
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48.

CMUH105-
REC1-069

2019/4/25

DSU-2019-
115377

Follow

up 2

#1) AC-220 or
Placebo (Code
not broken)
#2)
CYTARABINE
(AC-220 Study)
(CYTARABINE
) Infusion
#3)
Daunorubicin
(AC-220 Study)
(DAUNORUBI
CIN
HYDROCHLO
RIDE)

Unknown;

SUB ACUTE
PULMONARY EDEMA

[Pulmonary oedema]

49.

CMUH105-
REC1-069

2019/6/12

DSU-2019-
122978

Follow

up 2

#1) AC-220 or
Placebo (Code
not broken)
#2)
CYTARABINE
(AC-220 Study)
(CYTARABINE
) Infusion
#3)
Daunorubicin
(AC-220 Study)
(DAUNORUBI
CIN
HYDROCHLO
RIDE)

Unknown;

HEART FAILURE
[Cardiac failure]
LUNG INFECTION [Lung
infection]
DRUG-INDUCED LIVER
DISEASE [Drug-induced

liver injury]

108 # 10 * 16 p
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50.

CMUH105-
REC1-069

201717121

DSU-2018-
107703

Follow
up 11

#1) AC-220 or
Placebo (Code
not broken)
#2)
CYTARABINE
(AC-220 Study)
(CYTARABINE
) Infusion
#3)
Daunorubicin
(AC-220 Study)
(DAUNORUBI
CIN
HYDROCHLO
RIDE)

Unknown;

THROMBOEMBOLISM
OF PULMONARY
ARTERY BRANCHES

[Pulmonary embolism]

51.

CMUH105-
REC1-069

2019/6/12

DSU-2019-
122978

Follow

up 3

#1) AC-220 or
Placebo (Code
not broken)
#2)
CYTARABINE
(AC-220 Study)
(CYTARABINE
) Infusion
#3)
Daunorubicin
(AC-220 Study)
(DAUNORUBI
CIN
HYDROCHLO
RIDE)

Unknown;

HEART FAILURE
[Cardiac failure]
LUNG INFECTION [Lung
infection]
DRUG-INDUCED LIVER
DISEASE [Drug-induced

liver injury]

108 # 10 * 16 p
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52.

CMUH105-
REC1-069

2019/7/11

DSU-2019-
128336

Initial

#1) AC-220 or
Placebo (Code
not broken)
#2)
CYTARABINE
(AC-220 Study)
(CYTARABINE
) Infusion
#3)
Daunorubicin
(AC-220 Study)
(DAUNORUBI
CIN
HYDROCHLO
RIDE)

Unknown;

Left frontal hematoma

[Subdural haematoma]

53.

CMUH105-
REC1-069

2019/4/25

DSU-2019-
115377

Follow

up 3

#1) AC-220 or
Placebo (Code
not broken)
#2)
CYTARABINE
(AC-220 Study)
(CYTARABINE
) Infusion
#3)
Daunorubicin
(AC-220 Study)
(DAUNORUBI
CIN
HYDROCHLO
RIDE)

Unknown;

SUB ACUTE

PULMONARY EDEMA

[Pulmonary oedema]

108 # 10 * 16 p
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#1) AC-220 or
Placebo (Code
not broken)
#2)
CYTARABINE ) ) )
Ventricular disfunction
(AC-220 Study) ) )
secondary to miocardic
(CYTARABINE o )
toxicity [Ventricular
DSU-2017-( Follow ) Infusion .
54, | CMUH105- | 2017/7/5 dysfunction] 2 A
123979 up 6 #3) ) ) )
REC1-069 Ventricular disfunction
Daunorubicin ] _
secondary to miocardic
(AC-220 Study) o o
toxicity [Cardiotoxicity]
(DAUNORUBI
CIN
HYDROCHLO
RIDE)
Unknown;
#1) AC-220 or
Placebo (Code
not broken)
#2)
CYTARABINE
HEART FAILURE
(AC-220 Study) ) )
[Cardiac failure]
(CYTARABINE
_ LUNG INFECTION [Lung
DSU-2019-( Follow ) Infusion ] .
55. | CMUH105- | 2019/6/12 infection] 2 A
122978 up 4 #3)
REC1-069 DRUG-INDUCED LIVER

Daunorubicin
(AC-220 Study)
(DAUNORUBI

CIN
HYDROCHLO
RIDE)

Unknown;

DISEASE [Drug-induced

liver injury]

108 # 10 * 16 p
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#1) AC-220 or
Placebo (Code
not broken)
#2)
CYTARABINE
HEART FAILURE
(AC-220 Study) ) )
[Cardiac failure]
(CYTARABINE
LUNG INFECTION [Lung
DSU-2019-( Follow ) Infusion ) .
56. | CMUH105- | 2019/6/12 infection] A
122978 up 5 #3)
REC1-069 DRUG-INDUCED LIVER
Daunorubicin )
DISEASE [Drug-induced
(AC-220 Study) o
liver injury]
(DAUNORUBI
CIN
HYDROCHLO
RIDE)
Unknown;
#1) MK-3475
#2)
CMUH104- 1605USAO |Followup| CISPLATIN Febrile neutropenia
57. 2016/5/12 ) 1231 A
REC1-039 09033 21 #3) Pulmonary sepsis
5-FLUOROUR
ACIL
CMUH107- Follow ] UNEXPLAINED DEATH
58. 2019/6/28 | 2352214 Atezolizumab ] A
REC1-026 up 3 (Death unexplained)
#1) INC424
INC+TAB
(RUXOLITINIB| Pneumocistis polmonitis
) Tablet [Pneumonia pseudomonal]
PHHO2018 |follow up ] ]
59. [ CMUH105- | 2018/2/13 #2) Worsening of respiratory [1,2,3| A
IT002659 5 ) ) )
REC1-139 ETANERCEPT [failure [Respiratory failure]
COMP-ETA+(E |Pneumonitis [Pneumonitis]
TANERCEPT)
Unknown
108 # 10 * 16 p
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#1)INC424
(RUXOLITINIB
) Tablet Pneumocistis polmonitis
PHHO2018|follow up #2) [Pneumonia pseudomonal]
CMUH105- | 2018/2/13 1,2,3
IT002659 6 ETANERCEPT | Worsening of respiratory
REC1-139
COMP-ETA+(E [failure [Respiratory failure]
TANERCEPT)
Unknown
#1) INC424
INC+TAB
(RUXOLITINIB o .
Pneumocistis polmonitis
) Tablet )
PHHO2018|follow up [Pneumonia pseudomonal]
CMUH105- | 2018/2/13 #2) ) . 1,2,3
IT002659 7 Worsening of respiratory
REC1-139 ETANERCEPT | ] ]
failure [Respiratory failure]
COMP-ETA+(E
TANERCEPT)
Unknown

108 # 10 * 16 p
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#1)
RUXOLITINIB
(RUXOLITINIB
) Unknown
#2)
Other Serious Criteria:
TACROLIMUS ) o
Medically Significant
(NGX)
Left lower Lung lobe
(TACROLIMUS
consolidation [Lung
JUnknown
consolidation]
#3)
Multi-organ failure
PHHO2018|follow up[ MYCOPHENO )
62. | CMUH105- | 2018/2/10 [Multiple organ 12 | A
CA010238 10 LATE )
REC1-139 dysfunction syndrome]
MOFETILCOM _ _
Sepsis [Sepsis]
P-MYC+
ARDS acute respiratory
(MYCOPHENO
distress syndrome [Acute
LATEMOFETIL
respiratory distress
) Unknown
syndrome]
#4)
METHYLPRED
NISOLONE(M
ETHYLPREDN
ISOLONE)

108 # 10 * 16 p
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#1) INC424
(RUXOLITINIB
) Tablet
#2)
TACROLIMUS | Other Serious Criteria:
(NGX) Medically Significant
(TACROLIMUS|  left lower Lung lobe
)JUnknown consolidation [Lung
#3) consolidation]
MYCOPHENO Multi-organ failure
PHHO2018|follow up ]
63. | CMUH105- | 2018/9/10 LATE [Multiple organ 12| A
CA010238 11 )
REC1-139 MOFETILCOM| dysfunction syndrome]
P-MYC+ Sepsis [Sepsis]
(MYCOPHENO| ARDS acute respiratory
LATEMOFETIL| distress syndrome [Acute
) Unknown respiratory distress
#4) syndrome]
METHYLPRED
NISOLONE(M
ETHYLPREDN
ISOLONE)
#1) INC424 ] ]
Worsening of respiratory
INC+TAB ] ) ]
failure [Respiratory failure]
(RUXOLITINIB »
Psuedomanas polmonitis
) Tablet ]
PHHO2018|follow up [Pneumonia pseudomonal]
64. | CMUH105- | 2018/2/13 #2) o 1123 A
IT002659 8 Pneumocistis polmonitis
REC1-139 ETANERCEPT .
[Pneumonitis]
COMP-ETA+(E ] )
Respiratory failure
TANERCEPT) ) ]
[Respiratory failure]
Unknown

108 # 10 * 16 p
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Pancytopenia
[Pancytopenia]
Vancomycin resistant
E.faecium bacteremia
[Enterococcal bacteraemia]
Choreiform movements
[Chorea]
#1) INC424 H i H -
ypoxia [Hypoxia
INC+TAB )
Pulmonary parainfluenza
(RUXOLITINIB ] ] ]
virus 3 infection
PHHO2019 . ) Tablet ) ]
65. | CMUH105- | 2019/6/17 Initial [Parainfluenzae virus 23| A
CA006623 #2) ] )
REC1-139 infection]
PREDNISONE o
Pulmonary aspergillosis
(PREDNISONE
) [Bronchopulmonary

aspergillosis]
Decreased level of
consciousness [Depressed
level of consciousness]
Pulmonary coronavirus

OC43 [Corona virus

infection]

108 # 10 * 16 p
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aspergillosis]
Decreased Level of
Consciousness [Depressed
level of consciousness]
Pulmonary coronavirus

OC43 (pneumonia)
[Corona virus infection]
Diffuse encephalopathy

[Encephalopathy]

B X 2 PAR (R L
g S| A p TR E R R R N
g | 6 2 gu | ow T
Pancytopenia
[Pancytopenia]
Vancomycin resistant E.
faecium bacteremia
[Enterococcal bacteraemia]
Choreiform movements
[Chorea]
Hypoxia [Hypoxia]
Pulmonary Parainfluenza
#1) INC424 ] ] ]
virus 3 infection
INC+TAB ]
(pneumonia)
(RUXOLITINIB ] ]
[Parainfluenzae virus
PHHO2019 |follow up ) Tablet ] ]
66. [ CMUH105- | 2019/6/17 infection] 23| A
CA006623 1 #2) o
REC1-139 Pulmonary aspergillosis
PREDNISONE ]
(pneumonia)
(PREDNISONE
) [Bronchopulmonary

108 # 10 * 16 p
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67.

CMUH105-
REC1-139

2019/6/17

PHHO2019
CA006623

follow up
2

#1) INC424
INC+TAB
(RUXOLITINIB
) Tablet
#2)
PREDNISONE
(PREDNISONE

JUnknown

Pancytopenia
[Pancytopenia]
Vancomycin resistant E.
faecium bacteremia
[Enterococcal bacteraemia]
Acute Kidney injury
[Acute kidney injury]
Diffuse encephalopathy
[Encephalopathy]
Choreiform movements
[Chorea]
Hypoxia [Hypoxia]
Pulmonary Parainfluenza
virus 3 infection
(pneumonia)
[Parainfluenzae virus
infection]
Pulmonary aspergillosis
(pneumonia)
[Bronchopulmonary
aspergillosis]
Decreased Level of

Consciousness [Depressed

level of consciousness]

2,3

108 # 10 * 16 p
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68.

CMUH105-
REC1-139

2019/6/17

PHHO2019
CA006623

follow up
3

#1) INC424
INC+TAB
(RUXOLITINIB
) Tablet
#2)
PREDNISONE
(PREDNISONE

JUnknown

Pancytopenia
[Pancytopenia]
Vancomycin resistant E.
faecium bacteremia
[Enterococcal bacteraemia]
Acute Kidney injury
[Acute kidney injury]
Diffuse encephalopathy
[Encephalopathy]
Choreiform movements
[Chorea]
Hypoxia [Hypoxia]
Pulmonary Parainfluenza
virus 3 infection
(pneumonia)
[Parainfluenzae virus
infection]
Pulmonary aspergillosis
(pneumonia)
[Bronchopulmonary
aspergillosis]
Decreased level of

consciousness [Depressed

level of consciousness]

2,3

108 # 10 * 16 p
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#1) INC424
INC+TAB
(RUXOLITINIB
) Tablet
#2)
TACROLIMUS
PHHO2019 |follow up (NGX) Acute renal failure [Acute
69. | CMUH105- | 2019/2/12 ] o 23 [ A
DE001897 5 (TACROLIMUS kidney injury]
REC1-139
JUnknown
#3)
RIBAVIRIN
(NGX)
(RIBAVIRIN)U
nknown
Other Serious Criteria:
#1) INC424
Medically Significant
PHHO2019|follow up| INC+TAB ] ]
70. | CMUH105- | 2019/5/18 Bleeding of basal ganglia | 2 A
DE005360 1 (RUXOLITINIB )
REC1-139 [Basal ganglia
) Tablet
haemorrhage]
Other Serious Criteria:
#1) INC424
Medically Significant
PHHO2019|follow up| INC+TAB ) ]
71. | CMUH105- [ 2019/5/18 Bleeding of basal ganglia | 2 A
DE005360 2 (RUXOLITINIB
REC1-139 [Basal ganglia
) Tablet
haemorrhage]
Other Serious Criteria:
#1) INC424
Medically Significant
PHHO2019|follow up| INC+TAB ) ]
72. | CMUH105- [ 2019/5/18 Bleeding of basal ganglia | 2 A
DE005360 3 (RUXOLITINIB
REC1-139 [Basal ganglia
) Tablet
haemorrhage]
#1) INC424
CMUH105- PHHO2017 |follow up[ INC+TAB ] )
73. 2017/11/22 sepsis [Sepsis] 23| A
REC1-139 AU016072 1 (RUXOLITINIB
) Tablet
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74.

CMUH105-
REC1-139

2017/9/9

PHHO2017
DE012963

follow up
7

#1)INC424
INC+TAB
(RUXOLITINIB
) Tablet
#2)
CITALOPRAM
(NGX)
(CITALOPRAM
JUnknown
#3)
CYCLOSPORI
NA
(CICLOSPORI
N)

Atrial flutter [Atrial flutter]

2,3

75.

CMUH105-
REC1-139

2017/9/9

PHHO2017
DE012963

follow up
8

#1) INC424
INC+TAB
(RUXOLITINIB
) Tablet
#2)
CITALOPRAM
(NGX)
(CITALOPRAM
) Unknown
#3)
CYCLOSPORI
NA
(CICLOSPORI
N)

Atrial flutter [Atrial flutter]

2,3
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#1) INC424
(RUXOLITINIB
) Tablet
#2)
SANDIMMUN Septic shock with
(CICLOSPORI | multiorgan Dysfunktion
N)Unknown | syndrome [Septic shock]
#3) Septic shock with
76. CMURLOS 2018/7/11 PHHO2018 follow up EXTRACORPO| multiorgan Dysfunktion 1,23 A
REC1-139 DE008250 7
REAL syndrome [Multiple organ
PHOTOPHERE| dysfunction syndrome]
SISCOMP-EXT| Encephalopathy grade 4
R+ [Encephalopathy]
(EXTRACORP
OREALPHOTO
PHERESIS)
Unknown;
#1) INC424
77 CMUH105- 2018/9/24 PHHO2018|follow up| INC+TAB [Gram negative sepsis grade 12 A
REC1-139 TR010552 6 (RUXOLITINIB 4 [Sepsis]
) Tablet
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Pancytopenia
[Pancytopenia]
Vancomycin resistant E.
faecium bacteremia
[Enterococcal infection]
Acute Kidney injury
[Acute kidney injury]
#1) INC424 Diffuse encephalopathy
INC+TAB [Encephalopathy]
(RUXOLITINIB|Hypoxic respiratory failure
CMUH105- PHHO2019|follow up ) Tablet [Respiratory failure]
78. 2019/6/17 2,3 A
REC1-139 CA006623 4 #2) Hypoxia [Hypoxia]
PREDNISONE | Pulmonary Parainfluenza

(PREDNISONE

JUnknown

virus 3 infection
(pneumonia) [Pneumonia
parainfluenzae viral]
Pulmonary aspergillosis
(pneumonia)
[Bronchopulmonary
aspergillosis]
Septic shock [Septic
shock]
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Pancytopenia
[Pancytopenia]
Vancomycin resistant E.
faecium bacteremia
[Enterococcal infection]
Acute Kidney injury
[Acute kidney injury]
Diffuse encephalopathy
#1) INC424 € nalopathy]
ncephalopat
INC+TAB H .p . p. y
ypoxic Respiratory
(RUXOLITINIB ) ]
Failure [Respiratory
CMUH105- PHHO2019 |follow up ) Tablet )
79. 2019/6/17 failure] 23| A
REC1-139 CA006623 5 #2) H & H -
ypoxia [Hypoxia
PREDNISONE
Pulmonary Parainfluenza
(PREDNISONE ] ] ]
virus 3 infection
)Unknown . )
(pneumonia) [Pneumonia
parainfluenzae viral]
Pulmonary aspergillosis
(pneumonia)
[Bronchopulmonary
aspergillosis]
Septic shock [Septic
shock]
#1) INC424
INC+TAB
(RUXOLITINIB ]
Pancytopenia
CMUH105- PHHO2019 [follow up ) Tablet )
80. 2019/6/17 [Pancytopenia] 23| A
REC1-139 CA006623 6 #2) i )
Vancomycin resistant E.
PREDNISONE
(PREDNISONE
JUnknown
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Pancytopenia
[Pancytopenia]
Vancomycin resistant E.
faecium bacteremia
[Enterococcal bacteraemia]
Acute Kidney injury
[Acute kidney injury]
#1) INC424 ]
Diffuse encephalopathy
INC+TAB € nalopathy]
ncephalopathy’
(RUXOLITINIB ) )
Hypoxic Respiratory
CMUH105- PHHO2019 |follow up ) Tablet ) ]
81. 2019/6/17 Failure [Respiratory 23| A
REC1-139 CA006623 7 #2)
failure]
PREDNISONE ] ]
Septic shock [Septic
(PREDNISONE
shock]
) Unknown
Choreiform movements
[Tonic clonic movements]
Hypoxia [Hypoxia]
Pneumonia [Pneumonia]
Decreased Level of
Consciousness [Depressed
level of consciousness]
Other Serious Criteria:
#1) INC424 _ o
Medically Significant
CMUH105- PHHO2019|follow up[ INC+TAB ) )
82. 2019/5/18 Bleeding of basal ganglia | 2 A
REC1-139 DE005360 4 (RUXOLITINIB )
[Basal ganglia
) Tablet
haemorrhage]
#1) INC424
CMUH105- PHHO2019 . INC+TAB Intestinal hemorrhage
83. 2019/3/25 Initial ] 23 | A
REC1-139 GR003568 (RUXOLITINIB| [Intestinal haemorrhage]
) Tablet
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84.

CMUH105-
REC1-139

2017/9/9

PHHO2017
DE012963

follow up
9

#1)INC424
INC+TAB
(RUXOLITINIB
) Tablet
#2)
CITALOPRAM
(NGX)
(CITALOPRAM
) Unknown
#3)
CYCLOSPORI
NA
(CICLOSPORI
N)

Atrial flutter [Atrial flutter]

2,3

85.

CMUH105-
REC1-139

2017/9/9

PHHO2017
DE012963

follow up
10

#1) INC424
INC+TAB
(RUXOLITINIB
) Tablet
#2)
CITALOPRAM
(NGX)
(CITALOPRAM
) Unknown
#3)
CYCLOSPORI
NA
(CICLOSPORI
N)

Atrial flutter [Atrial flutter]

2,3
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86.

CMUH105-
REC1-139

2017/9/9

PHHO2017
DE012963

follow up
11

#1)INC424
INC+TAB
(RUXOLITINIB
) Tablet
#2)
CITALOPRAM
(NGX)
(CITALOPRAM
) Unknown
#3)
CYCLOSPORI
NA
(CICLOSPORI
N)

Atrial flutter [Atrial flutter]

2,3

87.

CMUH105-
REC1-139

2017/9/9

PHHO2017
DE012963

follow up
12

#1) INC424
INC+TAB
(RUXOLITINIB
) Tablet
#2)
CITALOPRAM
(NGX)
(CITALOPRAM
) Unknown
#3)
CYCLOSPORI
NA
(CICLOSPORI
N)

Atrial flutter [Atrial flutter]

2,3
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#1) INC424
(RUXOLITINIB
) Tablet
#2)
SANDIMMUN Septic shock with
(CICLOSPORI | multiorgan dysfunction
N) Unknown | syndrome [Septic shock]
#3) Septic shock with
88. | CMUH105- | 2018/7/11 PHROZ018 follow up EXTRACORPO| multiorgan dysfunction [1,2,3| A
DE008250 8
REC1-139 REAL syndrome [Multiple organ
PHOTOPHERE| dysfunction syndrome]
SISCOMP-EXT| Encephalopathy grade 4
R+ [Encephalopathy]
(EXTRACORP
OREALPHOTO
PHERESIS)
Unknown
#1) INC424
(RUXOLITINIB
) Tablet
#2) Septic shock with
SANDIMMUN [ multiorgan dysfunction
(CICLOSPORI | syndrome [Septic shock]
N) Unknown Septic shock with
89. | CMUH105- | 2018/7/11 PHHOZ2018 follow up #3) multiorgan dysfunction A
REC1-139 PEO08250 ? MYCOPHENO | syndrome [Multiple organ
LATE dysfunction syndrome]
MOFETIL Encephalopathy grade 4
(NGX)(MYCOP [Encephalopathy]
HENOLATE
MOFETIL)
Unknown
108 & 10 * 16 p I3
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Pancytopenia
[Pancytopenia]
Vancomycin resistant E.
faecium bacteremia
[Enterococcal bacteraemia]
Acute Kidney injury
Acute kidney injur
#1) INC424 [_ y Injury)
Diffuse encephalopathy
INC+TAB € nalopathy]
ncephalopathy’
(RUXOLITINIB ) )
Hypoxic Respiratory
PHHO2019 |follow up ) Tablet ) .
90. | CMUH105- | 2019/6/17 Failure [Respiratory 23| A
CA006623 9 #2)
REC1-139 failure]
PREDNISONE ] ]
Septic shock [Septic
(PREDNISONE
shock]
) Unknown

Choreiform movements
[Dyskinesia]
Decreased Level of
Consciousness [Depressed
level of consciousness]

Hypoxia [Hypoxia]

Pneumonia [Pneumonia]
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A€ S| F 4 P Vo E Ay S
g |6 4 | w N
Pancytopenia
[Pancytopenia]
Vancomycin resistant E.
faecium bacteremia
[Enterococcal bacteraemia]
Acute Kidney injury
[Acute kidney injury]
#1) INC424 ]
Diffuse encephalopathy
INC+TAB € nalopathy]
ncephalopathy’
(RUXOLITINIB ) )
Hypoxic Respiratory
PHHO2019 |follow up ) Tablet ) .
91. | CMUH105- | 2019/6/17 Failure [Respiratory 23| A
CA006623 10 #2)
REC1-139 failure]
PREDNISONE ] ]
Septic shock [Septic
(PREDNISONE
shock]
)JUnknown
Choreiform movements
[Dyskinesia]
Decreased Level of
Consciousness [Depressed
level of consciousness]
Hypoxia [Hypoxia]
Pneumonia [Pneumonia]
Pancytopenia
[Pancytopenia]
#1) INC424 Hypoxic Respiratory
INC+TAB Failure [Respiratory
(RUXOLITINIB failure]
PHHO2019(follow up ) Tablet Vancomycin resistant E.
92. | CMUH105- | 2019/6/17 ) ) 123 A
CA006623 11 #2) faecium bacteremia
REC1-139 .
PREDNISONE |[Enterococcal bacteraemia]
(PREDNISONE Septic shock [Septic
) Unknown shock]
Hypoxia [Hypoxia]

Pneumonia [Pneumonia]
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93.

CMUH105-
REC1-139

2019/3/25

PHHO2019
GR003568

follow up

#1) INC424
INC+TAB

1 (RUXOLITINIB

) Tablet

Intestinal hemorrhage 23
[Intestinal haemorrhage] ’

R\

[LR] FREHE o

FEHEAE A

B

> § St

2

CMUH104-REC1-057

[x2 %42 n ) %A :10p# 2019 % 06 * 28
p

CMUH102-REC1-023

|~

b

7

(28 ]*p 7 SRR H 2L ATRTRR E%RE
ZOSTER-039 (116428) Report Amendment 1
(02-May-2019) » #c3 § 6 & & o ARk id%RAF 2 ¥ (
EFEWE 5% ¢ 2k (Foodand Drug Administration )
4 $H @ #=i ¢ < (Center for Biologics Evaluation and
Research) & 24 2 A5 fefta > 331 o A%

SR TR

CMUH102-REC1-033

=
o

(2% 2 14p2 ] *25% %5 L4 Baricitinib*% 2 {+47
LY m2018&87 14p 3 20194# 27 13 p

CMUH106-REC1-042

[ =8 =% > 482 ) (Periodic Safety Report) :
1. FILGOTINIB (GS-6034, GLPG0634) BLINDED
SIX-MONTHLY LINE LISTING,
PERIOD COVERED: 01 JANUARY 2018 - 30 JUNE 2018
2.FILGOTINIB (GS-6034, GLPG0634) BLINDED
SIX-MONTHLY LINE LISTING,
PERIOD COVERED: 01 JULY 2018 - 31 DECEMBER 2018
3.FILGOTINIB (GS-6034, GLPG0634) BLINDED
SIX-MONTHLY LINE LISTING,
PERIOD COVERED: 01 JANUARY 2019 - 30 JUNE 2019

CMUH107-REC1-077

-

(e 21482 ] *F%E 5 -4 ¢ Upadacitinib
(ABT-494)*% >3 4p £ # ¥ : 108 & 01 * 01 p
06 * 30 p

=z
=L

108 =

6.

CMUH107-REC1-076

i
Il

[z % 242dp 4 ] *R% %4 £ 4L+ Upadacitinib
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8. | CMUH108-REC1-050 i o

[%3) % > 124p 2 Wb SUSAR % i35k # 4 2 i
TRC101*% >4 4F % F:108&# 4" 19p % 108 & 9
18 p *i 4F 3 2 W ¢t SUSAR % ¢, 12 % 1 i Line Listing

9. | CMUH102-REC1-068 I8 E

[ =8 % > 142 ] SUSAR DSUR : Prosper_Enzalutamide
DSUR Executive Summary_31Aug2017 to 30Aug2018
*R % & AL Enzalutamide*% > 23R 2 ) & 1 106 & 08
2 31p 3 107#087* 30p

10. | CMUH105-REC1-040 th FrR

- AP AAPESENY EARI08 £ 9 6 p #aB
Frefpbph: S P LHRAG ABRZEK258H o 2
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