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CMUH10 2018SES8 . |PT003/PT009
1. 2018/6/21 Initial Death 1 A
4-REC2-1 2858 /PTO10
47
CMUH10 2018SES8 | follow |PT003/PT009
2. 2018/6/21 Death 1 A
4-REC2-1 2858 up 1 /PTO10
47
CMUH10 2018SES8 . |PTO03/PT009 Gastrointestinal
3. 2018/7/2 Initial 1 A
4-REC2-1 5678 /PT010 Haemorrhage
47
CMUH10 2018SES8 | follow |PT003/PT009 Gastrointestinal
4. 2018/7/1 1 A
4-REC2-1 5678 up 1 /PTO010 Haemorrhage
47
CMUH10 2018SES8 | follow |PT003/PT009 Gastrointestinal
5. 2018/7/1 1 A
4-REC2-1 5678 up 2 /PTO010 Haemorrhage
47
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#1)
Guadecitabin
e
CMUH10 I : .
2016 010 . .. = [(Guadecitabin Toxic hepatitis
6. |4-REC2-0| 2016/5/5 initial . _ 13| A
16 202 e) Powder [Hepatitis toxic]
and solvent
for solution
for injection
#1)
Guadecitabin
e
CMUH10 i . .
2016 _010] follow |(Guadecitabin| Ischemic hepatitis
7. |4-REC2-0| 2016/5/5 : . 13| A
16 202 upl | e)Powder | [Ischemic hepatitis]
and solvent
for solution
for injection
#1) Hypovolemic shock
CMUH10 [Hypovolaemic shock]
1801CH | follow | MK-3475
8. |5-REC2-1(2018/1/26 _ Acute renal 23| A
N013934| up 8 |(pembrolizum| . .
27 ab) insufficiency [Acute
kidney injury]
#1) Hypovolemic shock
CMUH10 [Hypovolaemic shock]
1801CH | follow | MK-3475
9. |5-REC2-1(2018/1/26 _ Acute renal 23| A
NO013934| up9 |(pembrolizum| . .
27 ab) insufficiency [Acute
Kidney injury]
CMUH10 JHA-201
10. | 6-REC2-0|2018/5/27 [8-000027 | Initial | HS-10296 [interstitial lung disease| 2 | A
37 (201-011)
CMUH10 JHA-201 follow
11. | 6-REC2-0{2018/5/27 |8-000027 up 1 HS-10296 |interstitial lung disease| 2 | A
37 201-011)| P
CMUH10 JHA-201 follow
12.|6-REC2-0{2018/5/27 |8-000027 up 2 HS-10296 [interstitial lung disease| 2,3 | A
37 201-011)| P
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CMUH10 JHA-201 follow
13. | 6-REC2-0|2018/5/27|8-000027 up 3 HS-10296 |interstitial lung disease| 2,3 | A
37 01-011)| P
CMUH10 JHA-201 follow
14.|6-REC2-0{2018/5/27 |8-000027 up 4 HS-10296 |interstitial lung disease| 2,3 | A
37 (201-011) P
CMUH10 JHA-201 follow
15. | 6-REC2-0{2018/5/25 |8-000027 uD 5 HS-10296 |interstitial lung disease| 2,3 | A
37 (201-011) P
CMUH10
JHA-201| . .
16. | 6-REC2-0 | 2018/8/6 Initial | HS-10296 Unexplained death 1A
8-000054
37
(431-207)
CMUH10
JHA-201 | follow .
17.|6-REC2-0| 2018/8/6 HS-10296 Unexplained death 1A
37 8-000054( up1l
(431-207)
#1)
MK-3475 | Heart failure [Cardiac
Study failure]
#2) unknown infection
CMUH10 .
1805FIN | Follow |hydrochloroth [Infection]
18. | 6-REC2-0(2018/5/25 . ) 23| A
- 014854 | up 10 lazide Orthostatic
#3) hypotension
FURESIS [Orthostatic
#4) hypotension]
FURESIS
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#1)
MK-3475 | Heart failure [Cardiac
Study failure]
#2) unknown infection
CMUH10 .
1805FIN | Follow [hydrochloroth [Infection]
19. | 6-REC2-0(2018/5/25 . ) 23| A
21 014854 | up 11 lazide Orthostatic
#3) hypotension
FURESIS [Orthostatic
#4) hypotension]
FURESIS
centrilobular
CMUH10 #1) cholestasis
1804FIN | Follow )
20. | 6-REC2-0(2018/4/23 MK-3475 [Cholestasis] 23| A
012728 | up 13 . N
71 Study aseptic meningitis
[Meningitis aseptic]
centrilobular
CMUH10 #1) cholestasis
1804FIN | Follow )
21.|6-REC2-0(2018/4/23 MK-3475 [Cholestasis] 23| A
012728 | up 14 . N
71 Study aseptic meningitis
[Meningitis aseptic]
#1)
MK-3475 | Heart failure [Cardiac
Study failure]
#2) unknown infection
CMUH10 .
1805FIN [ Follow |hydrochloroth [Infection]
22.|6-REC2-0(2018/5/25 . . 23| A
1 014854 | up 12 iazide Orthostatic
#3) hypotension
FURESIS [Orthostatic
#4) hypotension]
FURESIS
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#1)
MK-3475 | Heart failure [Cardiac
Study failure]
#2) unknown infection
CMUH10 .
1805FIN | Follow [hydrochloroth [Infection]
23. | 6-REC2-0(2018/5/25 . ) 23| A
21 014854 | up 13 lazide Orthostatic
#3) hypotension
FURESIS [Orthostatic
#4) hypotension]
FURESIS
CMUH10 #1) e tt s
18041TAO| Follow atrial fibrillation
24.|6-REC2-0(2018/4/18 MK-3475 e ety s 23| A
08919 up 2 [Atrial fibrillation]
71 Study
centrilobular
CMUH10 #1) cholestasis
1804FIN | Follow )
25.|6-REC2-0(2018/4/23 MK-3475 [Cholestasis] 23| A
012728 | up 15 . N
71 Study aseptic meningitis
[Meningitis aseptic]
#1)
MK-3475 | Heart failure [Cardiac
Study failure]
#2) unknown infection
CMUH10 .
1805FIN [ Follow |hydrochloroth [Infection]
26. | 6-REC2-0(2018/5/25 . . 23| A
1 014854 | up 14 iazide Orthostatic
#3) hypotension
FURESIS [Orthostatic
#4) hypotension]
FURESIS
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#1)
MK-3475 | Heart failure [Cardiac
Study failure]
#2) unknown infection
CMUH10 .
1805FIN | Follow [hydrochloroth [Infection]
27.|6-REC2-0(2018/5/25 . ) 23| A
21 014854 | up 15 lazide Orthostatic
#3) hypotension
FURESIS [Orthostatic
#4) hypotension]
FURESIS
centrilobular
CMUH10 #1) cholestasis
1804FIN | Follow )
28. | 6-REC2-0(2018/4/23 MK-3475 [Cholestasis] 23| A
012728 | up 16 . N
71 Study aseptic meningitis
[Meningitis aseptic]
centrilobular
CMUH10 #1) cholestasis
1804FIN | Follow )
29. | 6-REC2-0(2018/4/23 MK-3475 [Cholestasis] 23| A
012728 | up 17 . N
71 Study aseptic meningitis
[Meningitis aseptic]
centrilobular
CMUH10 #1) cholestasis
1804FIN | Follow )
30. [6-REC2-0]2018/4/23 MK-3475 [Cholestasis] 23| A
012728 | up 18 . N
71 Study aseptic meningitis
[Meningitis aseptic]
centrilobular
CMUH10 #1) cholestasis
1804FIN | Follow .
31. | 6-REC2-012018/4/23 MK-3475 [Cholestasis] 23| A
012728 | up 19 . N
71 Study aseptic meningitis
[Meningitis aseptic]
CMUH10 #1) e e tt e
18041TAO| Follow atrial fibrillation
32. |6-REC2-012018/4/18 MK-3475 o 23| A
08919 up 3 [Atrial fibrillation]
71 Study
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centrilobular
CMUH10 #1) cholestasis
1804FIN | Follow .
33. |6-REC2-012018/4/23 MK-3475 [Cholestasis] 23| A
012728 | up 20 . .
71 Study aseptic meningitis
[Meningitis aseptic]
centrilobular
CMUH10 #1) cholestasis
1804FIN | Follow )
34. |6-REC2-012018/4/23 MK-3475 [Cholestasis] 23| A
012728 | up 21 . N
71 Study aseptic meningitis
[Meningitis aseptic]
#1)
MK-3475
Study Heart failure [Cardiac
#2) failure]
hydrochloroth{ unknown infection
CMUH10 . .
1805FIN | Follow iazide [Infection]
35. | 6-REC2-0{2018/5/25 _ 23| A
1 014854 | up 16 #3) Orthostatic
FURESIS 60 hypotension
mg [Orthostatic
#3) hypotension]
FURESIS 30
mg
CMUH10 #1) -
1712AUS| Follow acute renal injury
36. |6-REC2-02017/12/4 MK-3475 ) o 23| A
002876 | up 14 [Acute kidney injury]
71 Study
2.
7(M
CMUH10 1.Diverticulitis edic
2018-159| . ) N
37. |5-REC2-0]2018/8/17 962 Initial | finerenone 2.Diverticular ally| A
84 perforation Sig
mifi
cant)
CMUH10
2018-149| . ) .
38. |5-REC2-0| 2018/8/8 450 Initial | finerenone 1.Hyperkalaemia 2 | A
84
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(Y
1.Hyperkalaemia i
CMUH10 ) edic
2017/10/2|2017-205| follow | . 2.Diarrhoea
39. |5-REC2-0 finerenone ) ally | A
0 323 up 2 3.Hyperkalaemia i
84 . Sign
4.Dizziness ..
ifica
nt)
CMUH10 18P-163- . .
follow | Risankizuma .
40. | 6-REC2-1|2018/7/14|2423769- un 1 b Myocarditis 2,3| A
25 00 (1.0) P
CMUH10 18P-163- . .
follow | Risankizuma .
41. |6-REC2-1|2018/7/14|2423769- up 2 b Myocarditis 2,3| A
25 00 (1.0) P
CMUH10 17P-107- o Peritonitis
Follow | Upadacitinib ) 1,2,
42. |5-REC2-012017/8/30]2113331- Perforated gastric A
upl | (ABT-494) 3,6
56 00(6.0) ulcer
CMUH10 17P-107- . Peritonitis
Follow | Upadacitinib . 1,2,
43. | 5-REC2-0]2017/8/30(2113331- Perforated gastric A
up2 | (ABT-494) 3,6
56 00(7.0) ulcer
CMUH10 17P-107- I o
Follow | Upadacitinib Peritonitis 1,2,
44. | 5-REC2-0]2017/8/30(2113331- i A
up 3 | (ABT-494) Gastric ulcer 3
56 00(10.0)
CMUH10 17P-130- o Anoxic 1,2,
. . | Upadacitinib
45. [5-REC2-012017/6/20|2015083-| Initial (ABT-494) encephalopathy 3,4, A
56 00(7.0) Myocardial infarction | 6
CMUH10 17P-130- o Anoxic 1,2,
Follow | Upadacitinib
46. | 5-REC2-012017/6/202015083- encephalopathy 3,4, A
upl | (ABT-494) N .
56 00(8.0) Myocardial infarction | 6
CMUH10 17P-130- o Anoxic 1,2,
Follow | Upadacitinib
47.|5-REC2-0(2017/6/2012015083- encephalopathy 3,41 A
up2 | (ABT-494) . .
56 00(10.0) Myocardial infarction | 6
CMUH10 18P-269- -
. . | Upadacitinib . 1,2,
48. | 5-REC2-0(2018/3/19|2295579-| Initial Meningitis A
(ABT-494) 3,6
56 00(3.0)
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CMUH10 18P-269- o
Follow | Upadacitinib . 1,2,
49. | 5-REC2-0]2018/3/19|2295579- Meningitis A
upl | (ABT-494) 3,6
56 00(4.0)
CMUH10 18P-269- -
Follow | Upadacitinib . 1,2,
50. | 5-REC2-0{2018/3/19 (2295579- Meningitis A
up2 | (ABT-494) 3,6
56 00(5.0)
2,3,
. 4
1.Pneumonia bacterial 7(M
CMUH10 2.Splenomegaly )
2018-072| .. i ) .. |edic
51. | 5-REC2-0| 2018/4/9 839 Initial | finerenone | 3.Hypereosinophilic Al A
84 syndrome ) y
. Sign
4.Anaemia .
ifica
nt)
Ascites previously
CMUH10 reported as right upper
2017US0 :
52. |5-REC2-1|2017/7/13 08561 FU1 AP26113 quadrant pain, 2,3| A
13 Hyperkalemia, Platelet
count decreased.
Noninfectious
CMUH10 .
2017US0O pneumonitis ,
53. | 5-REC2-1{2017/4/24 FU5 AP26113 _ 2,3| A
13 08142 Acute respiratory
failure
Neoplasm
CMUH10 .
2017GB0 progression ,
54.|5-REC2-1| 2017/8/4 FU2 AP26113 . : 1,21 A
13 08679 Back pain, Fatigue,
Confusion
Neoplasm
CMUH10 .
2017GB0 progression ,
55.|5-REC2-1| 2017/8/4 FU3 AP26113 . . 1,2 A
13 08679 Back pain, Fatigue,
Confusion
107 & 10 * 03 p $ 29 F % 4 F
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Neoplasm
CMUH10 progression ,
2017GB0 )
56. | 5-REC2-1| 2017/8/4 08679 FU4 AP26113 Back pain, 1,2 A
13 Worseing fatigue ,
Confusion
Metastatic
CMUH10 adenocarcinoma of the
2017GB0 .
57.|5-REC2-1| 2017/8/4 08679 FU5 AP26113 lung, Back pain, 1,2 A
13 Worseing fatigue,
Confusion
Metastatic
CMUH10 adenocarcinoma of the
2017GB0 .
58. | 5-REC2-1| 2017/8/4 08679 FU6 AP26113 |lung, Worsening Back|1,2| A
13 pain, Worsening
fatigue, Confusion
Ascites previously
CMUH10 reported as Right
2017US0O .
59. | 5-REC2-1|2017/7/13 08561 FU2 AP26113 upper quadrant pain, |2,3| A
13 Hyperkalemia, Platelet
count decreased
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60.

CMUH10
6-REC2-0
57

2017/5/15

37

2017-164

follow
up 10

REGN2810

Medically Significant
MYASTHENIA
GRAVIS [Myasthenia
gravis]
DYSPNEAAT REST
[Dyspnoea at rest]
Myositis [Myositis]
SEPSIS [Sepsis]
Myocarditis
[Myocarditis]
Hepatitis [Hepatitis]
CPK INCREASED
[Blood creatine
phosphokinase
increased]
ASPIRATION
PNEUMONITIS
[Pneumonia
aspiration]
Pneumonia
[Pneumonia]

Other Serious Criteria:

2,3

61.

CMUH10
6-REC2-0
57

2017/11/8

2017-264

74

follow
up 3

@
REGN2810

@
RADIOTHE

RAPY

Other Serious Criteria:

Medically Significant
Pneumonitis
[Pneumonitis]

1,3
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62.

CMUH10
6-REC2-0
57

2017/4/16

2017-146
65

follow
up 6

REGN2810

Other Serious Criteria:
Medically Significant
Duodenal ulcer
[Duodenal ulcer]
DUODENAL
HEMORRHAGE
[Small intestinal
haemorrhage]
Hypercalcemia
[Hypercalcaemia]
Esophagitis
[Oesophagitis]

1,3

63.

CMUH10
6-REC2-0
57

2017/5/16

2017-134
45

follow
up 3

REGN2810

BILIARY
OBSTRUCTION
[Biliary tract disorder]

2,3

64.

CMUH10
6-REC2-0
57

2017/4/16

2017-146
65

follow
up 5

REGN2810

Other Serious Criteria:
Medically Significant
Duodenal ulcer
[Duodenal ulcer]
DUODENAL
HEMORRHAGE
[Small intestinal
haemorrhage]
Hypercalcemia
[Hypercalcaemia]
Esophagitis
[Oesophagitis]

1,3

65.

CMUH10
6-REC2-0
57

2018/2/12

2018-146
24

Initial

(DCisplatin
@

Gemcitabine

Other Serious Criteria:
Medically Significant
Cardiac Arrest
[Cardiac arrest]
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66.

CMUH10
6-REC2-0
57

2018/1/20

2018-120
39

Initial

(DCisplatin
@

Pemetrexed

Medically Significant
PNEUMONIA
[Pneumonia]

Other Serious Criteria:

67.

CMUH10
6-REC2-0
57

2018/1/17

2018-113
51

follow
up 1

(DCisplatin
@

Pemetrexed

Medically Significant
Pulmonary Embolism
[Pulmonary
embolism]

Other Serious Criteria:

1,2,

68.

CMUH10
6-REC2-0
57

2017/5/15

2017-164
37

follow
up 11

REGN2810

Medically Significant
MYASTHENIA

gravis]
DYSPNEAAT REST
[Dyspnoea at rest]
Myositis [Myositis]
SEPSIS [Sepsis]
Myocarditis
[Myocarditis]
Hepatitis [Hepatitis]
CPK INCREASED
[Blood creatine
phosphokinase
increased]
ASPIRATION
PNEUMONITIS
[Pneumonia
aspiration]
Hospital acquired
pneumonia

[Pneumonia]

Other Serious Criteria:

GRAVIS [Myasthenia

2,3
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Other Serious Criteria:
Cisplatin | Medically Significant
CMUH10 2018-113 | follow ACisp y>19 . 1,2,
69. 2018/1/17 ©) Pulmonary Embolism A
6-REC2-0 51 up 2 3
57 Pemetrexed [Pulmonary
embolism]
Other Serious Criteria:
@ Medically Significant
CARBOPLA PNEUMONIA
CMUH10 2018-120| follow _
70. 2018/1/20 TIN [Pneumonia] 2,3| A
6-REC2-0 39 up 1
- ©) PLEURAL
Pemetrexed | INFECTION [Pleural
infection]
Other Serious Criteria:
(DCisplatin | Medically Significant
CMUH10 2018-113| follow i 1,2,
71. 2018/1/17 ©) Pulmonary Embolism A
6-REC2-0 51 up 3 3
£7 Pemetrexed [Pulmonary
embolism]
Other Serious Criteria:
@ Medically Significant
CARBOPLA PNEUMONIA
CMUH10 2018-120| follow _
72. 2018/1/20 TIN [Pneumonia] 2,3| A
6-REC2-0 39 up 2
&7 @ PLEURAL
Pemetrexed | INFECTION [Pleural
infection]
Other Serious Criteria:
Cisplatin | Medically Significant
CMUH10 2018-113 | follow @Cisp y>19 . 1,2,
73. 2018/1/17 @ Pulmonary Embolism A
6-REC2-0 51 up 4 3
57 Pemetrexed [Pulmonary
embolism]
Other Serious Criteria:
Medically Significant
CMUH10 2018-198( .
74. 2018/3/13 Initial | REGN2810 PNEUMONIA 1,3| A
6-REC2-0 90 .
57 [Pneumonia]
anaemia [Anaemia]
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Other Serious Criteria:
@ : -
Medically Significant
CMUH10 2018-206 REGN2810 Myelodysplastic
75. 2018/3/12 Initial @ yeloaysp 2,3 A
6-REC2-0 13 Syndrome
CARBOPLA :
57 [Myelodysplastic
TIN
syndrome]
: . |Other Serious Criteria:
(DCisplatin ] o
CMUH10 2018-146| follow Medically Significant
76. 2018/2/12 ©) _ 1A
6-REC2-0 24 up 1 . Cardiac Arrest
Gemcitabine .
57 [Cardiac arrest]
: . |Other Serious Criteria:
(DCisplatin ] o
CMUH10 2018-223| = .. Medically Significant
77. 2018/4/25 Initial ©) i 2,3 A
6-REC2-0 66 . Ischaemic Stroke
Gemcitabine )
57 [Ischaemic stroke]
Other Serious Criteria:
(DCisplatin | Medically Significant
CMUH10 2018-113| follow i 1,2,
78. 2018/1/17 ©) Pulmonary Embolism A
6-REC2-0 51 up 5 3
- Pemetrexed [Pulmonary
embolism]
Other Serious Criteria:
Medically Significant
CMUH10 2018-198| follow
79. 2018/3/27 REGN2810 PNEUMONIA 1,3| A
6-REC2-0 90 up 1 :
57 [Pneumonia]
anaemia [Anaemia]
Other Serious Criteria:
. .| Medically Significant
(DCisplatin y_ g
CMUH10 2018-221| = .. Ischemic Stroke
80. 2018/4/19 Initial @ _ 2,3| A
6-REC2-0 16 . [Ischaemic stroke]
Gemcitabine .
57 Nausea and Vomiting
[Nausea]
. . |Other Serious Criteria:
(DCisplatin _ e
CMUH10 2018-223| follow Medically Significant
81. 2018/4/25 @ _ 2,3| A
6-REC2-0 66 up 1 . Ischaemic Stroke
Gemcitabine )
57 [Ischaemic stroke]
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82.

CMUH10
6-REC2-0
57

2018/1/20

2018-120
39

follow
up 5

@
CARBOPLA
TIN
@

Pemetrexed

Other Serious Criteria:
Medically Significant
PNEUMONIA
[Pneumonia]
PLEURAL
INFECTION [Pleural
infection]

2,3

83.

CMUH10
6-REC2-0
57

2018/3/12

2018-206
13

follow
up 1

@
REGN2810

@
CARBOPLA
TIN

Other Serious Criteria:
Medically Significant
Myelodysplastic
Syndrome
[Myelodysplastic
syndrome]

1,2,

84.

CMUH10
6-REC2-0
57

2018/4/30

2018-240
11

follow
up 2

REGN2810

Other Serious Criteria:
Medically Significant
Loss of consciousness
[Loss of
consciousness]
Difficulty in breathing
[Dyspnoea]
Pleural Effusion
[Pleural effusion]
Anemia [Anaemia]
Hypoalbumin
[Hypoalbuminaemia]
Hypokalemia
[Hypokalaemia]
Right ventricular
dysfunction [Right
ventricular
dysfunction]
Cough [Cough]
Sore mouth [Oral
pain]
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Other Serious Criteria:
Cisplatin | Medically Significant
CMUH10 2018-113| follow ACisp y>19 . 1,2,
85. 2018/1/17 ©) Pulmonary Embolism A
6-REC2-0 51 up 6 3
57 Pemetrexed [Pulmonary
embolism]
Other Serious Criteria:
CMUH10 2018-252| follow Medically Significant
86. 2018/6/1 REGN2810 ] i 1,3 A
6-REC2-0 78 up 1 Respiratory failure
57 [Respiratory failure]
Other Serious Criteria:
@ Medically Significant
CARBOPLA PNEUMONIA
CMUH10 2018-120| follow _
87. 2018/1/20 TIN [Pneumonia] 2,3| A
6-REC2-0 39 up 6
57 @ PLEURAL
Pemetrexed | INFECTION [Pleural
infection]
Other Serious Criteria:
Medically Significant
Pleural Effusion
[Pleural effusion]
CMUH10 2018-240| follow . i )
88. 2018/5/12 REGN2810 |Difficulty in breathing|1,3| A
6-REC2-0 11 up 3
- [Dyspnoea]
Loss of consciousness
[Loss of
consciousness]
. . |Other Serious Criteria:
(DCisplatin _ e
CMUH10 2018-146| follow Medically Significant
89. 2018/2/12 @ _ 1 1A
6-REC2-0 24 up 2 . Cardiac Arrest
Gemcitabine )
57 [Cardiac arrest]
Other Serious Criteria:
. .| Medically Significant
(DCisplatin y_ 0
CMUH10 2018-221| follow Ischemic Stroke
90. 2018/4/19 @ _ 2,3| A
6-REC2-0 16 up 1 . [Ischaemic stroke]
Gemcitabine .
57 Nausea and Vomiting
[Nausea]
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Other Serious Criteria:
@ Medically Significant
CARBOPLA PNEUMONIA
CMUH10 2018-120| follow :
91. 2108/1/20 TIN [Pneumonia] 2,3 A
6-REC2-0 39 up 7
57 @ PLEURAL
Pemetrexed | INFECTION [Pleural
infection]
Other Serious Criteria:
Medically Significant
bibasilar
pneumonia/pneumonit
is [Pneumonia]
CMUH10 2018-268| follow
92. 2018/6/18 REGN2810 Immune-Related (2,3 A
6-REC2-0 21 up 1 ) _
£7 Hypoxia [Hypoxia]
Pneumonia
[Pneumonia]
Chest Pain [Chest
pain]
Other Serious Criteria:
CMUH10 2018-252| follow Medically Significant
93. 2018/6/1 REGN2810 ) ) 1,3 A
6-REC2-0 78 up 2 Respiratory failure
57 [Respiratory failure]
Other Serious Criteria:
(DCisplatin | Medically Significant
CMUH10 2018-221| follow _
94. 2018/4/24 ©) Ischemic Stroke 2,3| A
6-REC2-0 16 up 2 . _
- Gemcitabine | [Ischaemic stroke]
\Vomiting [Vomiting]
. . |Other Serious Criteria:
(DCisplatin _ e
CMUH10 2018-146| follow Medically Significant
95. 2018/2/12 @ _ 1A
6-REC2-0 24 up 3 . Cardiac Arrest
Gemcitabine )
57 [Cardiac arrest]
107 & 10 * 03 p $ 38 F % 4 F
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Other Serious Criteria:
@ : -
Medically Significant
REGN2810 .
CMUH10 2018-206 | follow Myelodysplastic |1, 2,
96. 2018/3/12 @ A
6-REC2-0 13 up 2 Syndrome 3
CARBOPLA :
57 [Myelodysplastic
TIN
syndrome]
Other Serious Criteria:
(DCisplatin | Medically Significant
CMUH10 2018-221| follow _
97. 2018/4/24 ©) Ischemic Stroke 2,3| A
6-REC2-0 16 up 3 e _
£7 Gemcitabine | [Ischaemic stroke]
Vomiting [Vomiting]
Other Serious Criteria:
(DCisplatin | Medically Significant
CMUH10 2018-221| follow _
98. 2018/4/24 ©) Ischemic Stroke 2,3| A
6-REC2-0 16 up 3 e _
£7 Gemcitabine | [Ischaemic stroke]
\Vomiting [Vomiting]
Other Serious Criteria:
CMUH10 2018-293| .. : e
99. 2018/7/1 Initial | REGN2810 | Medically Significant [ 2,3 | A
6-REC2-0 19 : .
Sepsis [Sepsis]
57
Other Serious Criteria:
Medically Significant
(DCisplatin PNEUMONIA
CMUH10 2018-120| follow :
100 2018/1/20 @ [Pneumonia] 2,3 A
6-REC2-0 39 up 8
57 Pemetrexed PLEURAL
INFECTION [Pleural
infection]
Other Serious Criteria:
@® : -
Medically Significant
REGN2810 .
CMUH10 2018-206 | follow Myelodysplastic
101 2018/3/12 @ 12| A
6-REC2-0 13 up 3 Syndrome
CARBOPLA :
57 [Myelodysplastic
TIN
syndrome]
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Other Serious Criteria:
Medically Significant
bibasilar
pneumonia/pneumonit
is [Pneumonia]
Immune-Related
CMUH10 2018-268| follow . :
102 2018/6/18 REGN2810 | Hypoxia [Hypoxia] [2,3| A
6-REC2-0 21 up 2 .
57 Pneumonia
[Pneumonia]
Chest Pain [Chest
pain]
Pneumonia
[Pneumonia]
CMUH10 2018-299| . PNEUMONITIS
103 2018/7/12 Initial | REGN2810 . 2,3| A
6-REC2-0 16 [Pneumonitis]
57
CMUH10 Atezolizumab
.. L e Decath
104| 5-REC2-0| ??/??/?? | 2165526 | Initial | Gemcitabine ) 1 (A
) unexplained
74 Carboplatin
e Acute kidney
CMUH10 Follow Atezolizumab injury
105 5-REC2-0 {2017/7/13| 1964488 s Gemcitabine e Hematochezia |1,2,3| A
74 P Carboplatin e Neutropenic
fever
® Sepsis
. e Anemia
CMUH10 Atezolizumab
2017/11/1 Follow . aggravated
106} 5-REC2-0 9 2029717 up 3 Gemcitabine 23| A
[ ]
74 P Carboplatin i
Thrombocytopenia
e Weakness
] e Febrile
CMUH10 Atezolizumab i
Follow L neutropenia
107)5-REC2-0{2017/6/26 | 1956772 up 1 Gemcitabine 23| A
[ ]
74 P Carboplatin i
Thrombocytopenia
107 & 10 * 03 p $ 40 F % 44 F




ﬂm?# CETHRFREIRELIRAF-FALIRE
TR-ERFLITREH/EL( 2R)
B . < X xMAR|ERE . N
- e B |FA P 5 g ) G e P EE|ER
CMUH10 Atezolizumab .
. L e Neutropenia
108 5-REC2-0(2017/7/26| 1956870 | Initial | Gemcitabine . 23| A
. e Urosepsis
74 Carboplatin
. e Acute renal
CMUH10 Atezolizumab )
Follow L failure
109]| 5-REC2-02017/6/24| 1934583 Gemcitabine . 23| A
up 4 . e Urinary
74 Carboplatin i )
infection
CMUH10 Follow Atezolizumab
110{5-REC2-012018/7/20| 2165742 un 1 Gemcitabine e Pneumonia 13| A
74 P Carboplatin
. e SEPSIS (GRAM
CMUH10 Atezolizumab
Follow L KLEBSIELLA
111{5-REC2-0| 2018/5/6 | 2120959 Gemcitabine 23| A
up 2 . PNEUMONIAE)
74 Carboplatin i )
(Klebsiella sepsis)
e Nephritis
CMUH10 Follow Atezolizumab interstitial
112| 5-REC2-0{2017/8/25| 1973592 D5 Gemcitabine e Renal tubular | 2,3 | A
74 P Carboplatin injury
® Sepsis
CMUH10 Atezolizumab e Bilateral Pain
113|5-REC2-0{2018/6/25| 2147389 | Initial | Gemcitabine e Bilateral 13| A
74 Carboplatin Shoulder pain
1.MEDI4736(D 2,3,
1. HEPATITIS (Hepatitis)
URVALUMAB) 7(Imp
2. MYOCARDITIS
2.TREMELIMU ortant
CMUH106- 2018SE5S88 [follow up (Myocarditis)
114 2018/4/25 MAB Medi| A
REC2-098 54 3 3. MYASTHENIA
3.ETOPOSIDE cal
GRAVIS (Myasthenia
4.CARBOPLAT Event
gravis)
IN )
[AR]) B REH -
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L CMUH106-REC2-0 5 iR *ES E A LA Varlitinib
89 * >R #p R 0 Sixmonth line listing report
28-Jan-2018 to 27-Jul-2018
) Z:;\/IUH104-REC2-1 LiH (s s s
<F R v
[z = >2P4F2]
3. CMUH104-REC2-0 3w *REE L LA - Abemaciclib (LY2835219)
52 * pMFLYPREF 20172107 15p 3 2018
047 14 p
n CMUH105-REC2-1 . [ 579 il 4eig u?xr/]
08 *Eanp dp 12018 £ 06 * 25 p
[+
CMUH104-REC2-0 . hE _: WA L EXI[TECENTI.Q!Q@) :
5. 98 1Lt | (atezolizumab): A New Important Identified Risk:
Immunerelated
Nephritis, Date: 20 July 2018]
[DMC ;i-3x:d &)
*Ax G pH 12018 & 04 7 12 p
¥ 't < 1£:20180412 Astex SGI-110-04 DMC
Recommendations 2
6. CMUH104-REC2-0 ¥ % [z % 2142 ]
46 *225% % £ : SGI-110 (Guadecitabine)
*x pMIFLHF 2018 # 01 % 01 p & 2018 #
06 * 30 p
Wt 2
1. SUSAR Line Listing For SGI-110-04, From
01JAN2018 To 30JUN2018
[ £ #7PTO03 1L 4 4 £ ]
CMUH104-REC2-1 _
7. 47 e~ | *RA 1 Ver7.0
*p #p 12018 & 06 * 07 p
8. | CMUHI103-REC2-1 | R4t | [H# 1]
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AR | rpmR j;ﬂ ST IS
13 *ROF LR i A S Outcome of
Planned Interim Analysis of Overall Survival
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