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REC1-188 03301 8 S
broken) [Blood bilirubin increased]
Hepathic encephalopathy
[Hepatic encephalopathy]
#1) MK-7902 | Anuric prerenal kidney
CMUH107- 2002DEUO |Followup ) )
23. 2020/2/10 Study (Code not| failure [Prerenal failure] | 1.3 | A
REC1-188 04551 9 ) )
broken) prerenal kidney failure
[Prerenal failure]
Ascites [Ascites]
Esophageal varices
hemorrhage [Oesophageal
#1) MK-7902 )
CMUH107- 2003COLO |Followup varices haemorrhage]
24. 2020/3/20 Study (Code not - 23 [ A
REC1-188 08918 3 Acute bronchitis
broken)
[Bronchitis]
Ascites [Ascites]
109 # 06 * 24 p ¥ 28 7 - % 55 F
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25.

CMUH107-
REC1-188

2020/3/30

2004MEXO0
00562

Followup
4

#1) MK-7902
Study (Code not
broken)

Hypertensive crisis
worsening [Hypertensive
crisis]

Acute confusional
syndrome [Confusional
state]
muscular weakness
[Muscular weakness]
hypocalcemia
[Hypocalcaemia]
hypomagnesemia
[Hypomagnesaemia]
hypokalemia
[Hypokalaemia]

2.3

26.

CMUH107-
REC1-188

2020/3/20

2003COLO
08918

Followup
4

#1) MK-7902
Study (Code not
broken)

Esophageal varices
hemorrhage [Oesophageal
varices haemorrhage]
Acute bronchitis
[Bronchitis]
Ascites [Ascites]

2.3

217.

CMUH107-
REC1-188

2020/3/6

2003CHNO
03301

Followup
9

#1) MK-7902
Study (Code not
broken)

Dyspnea [Dyspnoea]

Blood bilirubin increased

[Blood bilirubin increased]

2.3
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Hypertensive crisis
worsening [Hypertensive
crisis]
Acute confusional
syndrome [Confusional
state]
#1) MK-7902
CMUH107- 2004MEXO [Followup muscular weakness
28. 2020/3/30 Study (Code not 23 [ A
REC1-188 00562 5 [Muscular weakness]
broken) )
hypocalcemia
[Hypocalcaemia]
hypomagnesemia
[Hypomagnesaemia]
hypokalemia
[Hypokalaemia
increase ALT worsening
#1) MK-7902 | [Alanine aminotransferase
CMUH107- 2002USAO0 |Followup )
29. 2020/1/31 Study (Code not increased] 23| A
REC1-188 02339 14
broken) Diabetic ketoacidosis
[Diabetic ketoacidosis]
Esophageal varices
hemorrhage [Oesophageal
#1) MK-7902
CMUH107- 2003COLO0 [Followup varices haemorrhage]
30. 2020/3/20 Study (Code not N 23 | A
REC1-188 08918 5 Acute bronchitis
broken) -
[Bronchitis]
Ascites [Ascites]
Hepathic encephalopathy
[Hepatic encephalopathy]
#1) MK-7902 | Anuric prerenal kidney
CMUH107- 2002DEUO |Followup ) )
31. 2020/2/10 Study (Code not| failure [Prerenal failure] | 1.3 | A
REC1-188 04551 10 ) )
broken) prerenal kidney failure
[Prerenal failure]
Ascites [Ascites]
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Esophageal varices
hemorrhage [Oesophageal
#1) MK-7902 ) gel Phad
CMUH107- 2003COLO |Followup varices haemorrhage]
32. 2020/3/20 Study (Code not 23 [ A
REC1-188 08918 6 Acute bronchitis
broken)
[Bronchitis]
Ascites [Ascites]
increase ALT worsening
#1) MK-7902 [ [Alanine aminotransferase
CMUH107- 2002USAO0 |Followup )
33. 2020/1/31 Study (Code not increased] 23| A
REC1-188 02339 15 o o
broken) Diabetic ketoacidosis
[Diabetic ketoacidosis]
Esophageal varices
hemorrhage [Oesophageal
#1) MK-7902 ge [Oesophag
CMUH107- 2003COLO [Followup varices haemorrhage]
34. 2020/3/20 Study (Code not N 23 | A
REC1-188 08918 7 Acute bronchitis
broken) -
[Bronchitis]
Ascites [Ascites]
Esophageal varices
hemorrhage [Oesophageal
#1) MK-7902
CMUH107- 2003COLO [Followup varices haemorrhage]
35. 2020/3/6 Study (Code not N 23 | A
REC1-188 08918 8 Acute bronchitis
broken) -
[Bronchitis]
Ascites [Ascites]
Esophageal varices
hemorrhage [Oesophageal
#1) MK-7902 )
CMUH107- 2003COLO |Followup varices haemorrhage]
36. 2020/3/6 Study (Code not - 23 [ A
REC1-188 08918 9 Acute bronchitis
broken)
[Bronchitis]
Ascites [Ascites]

109 = 06 * 24 p
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37.

CMUH105-
REC1-069

2020/4/20

DSE-2020-
113002

Initial

#1) AC-220 or
Placebo (Code
not broken)
#2)
CYTARABINE
(AC-220 Study)
(CYTARABINE
) Infusion
#3)
IDARUBICIN
(AC-220 Study)

Other Serious Criteria:
IME
Bilateral Pneumonia

caused COVID-19

[COVID-19 pneumonia] |3

atrial fibrillation [Atrial
fibrillation]

38.

CMUH105-
REC1-069

2018/6/29

DSJ-2018-1
26184

fo

llow up
9

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

MULTIPLE CEREBRAL

INFARCTION [Cerebral |1

infarction]
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39.

CMUH105-
REC1-069

2017/7/19

DSU-2018-
107703

12

follow up

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

THROMBOEMBOLISM
OF PULMONARY
ARTERY BRANCHES

[Pulmonary embolism]

40.

CMUH105-
REC1-069

2017/7/19

DSU-2018-
107703

13

follow up

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

THROMBOEMBOLISM
OF PULMONARY
ARTERY BRANCHES

[Pulmonary embolism]

41.

CMUH105-
REC1-069

2018/6/14

DSU-2018-
125165

2

follow up

#1) AC-220
(QUIZARTINIB
) Tablet

Cardiac troponin T
increased [Troponin T

increased]
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#1) AC-220 or
Placebo (Code
not broken)
#2)
CYTARABINE
(AC-220 Study) [ Other Serious Criteria:
(CYTARABINE IME 1
CMUH105- DSU-2018- [follow up
42. 2018/7/4 ) Infusion DIFFUSE INFILTRATIVE|(2 ~ A
REC1-069 127542 9
#3) PNEUMOPATHY (DIP) | 7
Daunorubicin | [Interstitial lung disease]
(AC-220 Study)
(DAUNORUBI
CIN
HYDROCHLO
RIDE)
#1) AC-220 or
Placebo (Code
not broken)
CMUH105- DSU-2019- |follow up #2) ventricular fibrillation
43. 2019/3/3 _ N 2 | A
REC1-069 108953 1 CYTARABINE | [Ventricular fibrillation]
(AC-220 Study)
(CYTARABINE
) Infusion
#1) AC-220 or
HEART FAILURE
Placebo (Code ) )
[Cardiac failure]
not broken)
DRUG-INDUCED LIVER
CMUH105- DSU-2019- [follow up #2) ]
44, 2019/6/12 DISEASE [Drug-induced | 2 A
REC1-069 122978 8 CYTARABINE o
liver injury]
(AC-220 Study)
LUNG INFECTION
(CYTARABINE )
) [Pneumonia]
) Infusion

109 = 06 * 24 p
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#1) AC-220 or
HEART FAILURE
Placebo (Code . .
[Cardiac failure]
not broken)
DRUG-INDUCED LIVER
CMUH105- DSU-2019- [follow up #2) ]
45, 2019/6/12 DISEASE [Drug-induced | 2 A
REC1-069 122978 9 CYTARABINE o
liver injury]
(AC-220 Study)
LUNG INFECTION
(CYTARABINE )
) [Pneumonia]
) Infusion
#1) AC-220 or
Placebo (Code
not broken)
CMUH105- DSU-2019- . #2) ] )
46. 2019/9/25 Initial Sepsis [Sepsis] 2~ A
REC1-069 137286 CYTARABINE
(AC-220 Study)
(CYTARABINE
) Infusion
ACUTE RESPIRATORY
FAILURE [Acute
respiratory failure]
ACID-BASE BALANCE
DISORDER [Electrolyte
#1) AC-220 or
imbalance]
Placebo (Code
HYPERKALEMIA
not broken) )
[Hyperkalaemia]
CMUH105- DSU-2019- [follow up #2)
47. 2019/6/12 MAGNESIUM 2 A
REC1-069 150158 4 CYTARABINE
CONTAINING HIGH
(AC-220 Study) )
[Blood magnesium
(CYTARABINE
increased]
) Infusion
THE BALANCE OF
MIXED ACID AND
BASE IS OUT OF
BALANCE [Acid-base
balance disorder mixed]
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48.

CMUH105-
REC1-069

2019/12/12

DSU-2019-
150503

follow up

6

#1) AC-220 or
Placebo (Code
not broken)
#2)
CYTARABINE
(AC-220 Study)
(CYTARABINE

) Infusion

Heart Failure [Cardiac

failure]

49,

CMUH105-
REC1-069

Unk

DSU-2020-
106481

Initial

#1)AC-220
(QUIZARTINIB
) Tablet

Patient passed away
[Death]

50.

CMUH105-
REC1-069

Unk

DSU-2020-
107167

Initial

#1)AC-220
(QUIZARTINIB
) Tablet

Infection [Infection]
Progress of the AML

[Disease progression]

51.

CMUH105-
REC1-069

2012/9/2

DSU-2020-
108113

Initial

#1) AC-220 or
Placebo (Code
not broken)
#2)
CYTARABINE
(AC-220 Study)
(CYTARABINE

) Infusion

Conduction disorder

[Conduction disorder]

52.

CMUH105-
REC1-069

2013/10/29

DSU-2020-
108114

Initial

#1) AC-220 or
Placebo (Code
not broken)
#2)
CYTARABINE
(AC-220 Study)
(CYTARABINE

) Infusion

Heart Failure [Cardiac

failure]

53.

CMUH105-
REC1-069

2020/3/28

DSU-2020-
111998

Initial

#1) AC-220
(QUIZARTINIB
) Tablet

Infection (pneumonia)

[Pneumonia]
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#1)AC-220
CMUH105- DSU-2020-
54, Unk Initial [(QUIZARTINIB| Passed away [Death] 1 A
REC1-069 112976
) Tablet
#1)AC-220
CMUH105- DSU-2020- »
55. Unk Initial [(QUIZARTINIB| Passed away [Death] 1 A
REC1-069 112978
) Tablet
#1)AC-220
CMUH105- DSU-2020- »
56. Unk Initial [(QUIZARTINIB| Passed away [Death] 1 A
REC1-069 112979
) Tablet
#1)AC-220
CMUH105- DSU-2020-
57. Unk Initial [(QUIZARTINIB| Passed away [Death] 1 A
REC1-069 112980
) Tablet
#1)AC-220
CMUH105- DSU-2020- |follow up Infection (pneumonia)
58. 2020/3/28 (QUIZARTINIB 1 A
REC1-069 111998 1 [Pneumonia]
) Tablet
#1) AC-220 or
HEART FAILURE
Placebo (Code ) )
[Cardiac failure]
not broken)
DRUG-INDUCED LIVER
CMUH105- DSU-2019- [follow up #2) )
59. 2019/6/12 DISEASE [Drug-induced | 2 A
REC1-069 122978 8 CYTARABINE

(AC-220 Study)
(CYTARABINE

) Infusion

liver injury]
LUNG INFECTION

[Pneumonia]
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ACUTE RESPIRATORY
FAILURE [Acute
respiratory failure]
ACID-BASE BALANCE
DISORDER [Electrolyte
#1) AC-220 or ]
imbalance]
Placebo (Code
HYPERKALEMIA
not broken) ]
[Hyperkalaemia]
CMUH105- DSU-2019- [follow up #2)
60. 2019/6/12 MAGNESIUM 2 | A
REC1-069 150158 4 CYTARABINE
CONTAINING HIGH
(AC-220 Study) ]
[Blood magnesium
(CYTARABINE ]
_ increased]
) Infusion
THE BALANCE OF
MIXED ACID AND
BASE IS OUT OF
BALANCE [Acid-base
balance disorder mixed]
#1) AC-220 ) ]
CMUH105- DSU-2020- [follow up Transplant related infection
61. Unk (QUIZARTINIB 1 A
REC1-069 104784 1 [Infection]
) Tablet
#1) AC-220 ) )
CMUH105- DSU-2020- [follow up Septic Shock During AML
62. 2019/12/25 (QUIZARTINIB _ ) 1 A
REC1-069 104960 1 Progression [Septic shock]
) Tablet
#1) AC-220 ) )
CMUH105- DSU-2020- [follow up Progressive leukaemia
63. Unk (QUIZARTINIB ) ) 1 A
REC1-069 106481 1 [Acute myeloid leukaemia]
) Tablet
#1)AC-220 Infection [Infection]
CMUH105- DSU-2020- [follow up
64. Unk (QUIZARTINIB|  Progress of the AML 1 A
REC1-069 107167 1 ) )
) Tablet [Disease progression]
#1)AC-220 ) )
CMUH105- DSU-2020- [follow up Infection (pneumonia)
65. 2020/3/28 (QUIZARTINIB ) 1|1 A
REC1-069 111998 1 [Pneumonia]
) Tablet
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66.

CMUH105-
REC1-069

2019/12/12

DSU-2019-
150503

follow up
5

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

Heart Failure [Cardiac

failure]

67.

CMUH105-
REC1-069

2020/1/4

DSU-2020-
103230

follow up
1

#1)AC-220
(QUIZARTINIB
) Tablet

Death [Death]

68.

CMUH105-
REC1-069

Unk

DSU-2020-
104784

Initial

#1)AC-220
(QUIZARTINIB
) Tablet

Died post transplant

[Death]

69.

CMUH105-
REC1-069

Unk

DSU-2020-
104960

Initial

#1) AC-220
(QUIZARTINIB
) Tablet

Infectious complications

[Infection]

AML progression [Disease

progression]
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#1) AC-220 or
Placebo (Code
not broken)
#2)
CYTARABINE
(AC-220 Study)
(CYTARABINE ) )
CMUH105- DSU-2019- [follow up Heart Failure [Cardiac
70. 2019/12/12 ) Infusion 2 A
REC1-069 150503 4 failure]
#3)
Daunorubicin
(AC-220 Study)
(DAUNORUBI
CIN
HYDROCHLO
RIDE)
#1) AC-220 or
Placebo (Code
not broken) ) ]
Cardiac troponin T
CMUH105- DSU-2018- [follow up #2) _ ) 1-
71. 2018/6/14 increased [Troponin T A
REC1-069 125165 1 CYTARABINE ) A
increased]
(AC-220 Study)
(CYTARABINE
) Infusion
#1)AC-220
CMUH105- DSU-2020- [follow up
72. Unk (QUIZARTINIB Death [Death] 1 A
REC1-069 102863 1
) Tablet
1.Pneumonia [Pneumonia]
2.Vasculitis [Vasculitis]
FINERENONE | 3.AGGRAVATION OF
CMUH105- 2017-16984|follow up| or PLACEBO DIABETIC KIDNEY
73. 2017/8/31 o 13| A
REC1-094 3 5 (PLACEBO DISEASE [Diabetic
(16244)) nephropathy]
4.Leukocytosis
[Leukocytosis]
109 # 06 * 24 p % 40 F > % 55 F
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FINERENONE
CMUH105- 2020-01410|follow up| or PLACEBO » .
74, 2020/1/21 hepatitis [Hepatitis] 23| A
REC1-094 4 2 (FINERENONE
) Tablet
increase ALT worsening
#1) MK-7902 [ [Alanine aminotransferase
CMUH107- 2002USAO0 |Followup )
75. 2020/1/31 Study (Code not increased] 23| A
REC1-188 02339 16 o o
broken) Diabetic ketoacidosis
[Diabetic ketoacidosis]
increase ALT worsening
[Alanine aminotransferase
increased]
#1) MK-7902 Diabetic ketoacidosis
CMUH107- 2002USAO0 |Followup S o
76. 2020/1/31 Study (Code not| [Diabetic ketoacidosis] | 2.3 | A
REC1-188 02339 17 )
broken) Increase worsening ALT
[Alanine aminotransferase
increased]
Case Description:
Esophageal varices
hemorrhage [Oesophageal
#1) MK-7902 _
CMUH107- 2003COLO [Followup varices haemorrhage]
17. 2020/3/6 Study (Code not N 23 | A
REC1-188 08918 10 Acute bronchitis
broken) -
[Bronchitis]
Ascites [Ascites]
increase ALT worsening
[Alanine aminotransferase
increased]
#1) MK-7902 o o
CMUH107- 2002USAO |Followup Diabetic ketoacidosis
78. 2020/1/31 Study (Code not o o 23 | A
REC1-188 02339 18 [Diabetic ketoacidosis]
broken) )
Increase worsening ALT
[Alanine aminotransferase
increased]

109 = 06 * 24 p
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Esophageal varices
hemorrhage [Oesophageal
#1) MK-7902 ) gel Phad
CMUH107- 2003COLO |Followup varices haemorrhage]
79. 2020/3/6 Study (Code not 23 [ A
REC1-188 08918 11 Acute bronchitis
broken)
[Bronchitis]
Ascites [Ascites]
increase ALT worsening
[Alanine aminotransferase
increased]
#1) MK-7902
CMUH107- 2002USAO [Followup Diabetic ketoacidosis
80. 2020/1/31 Study (Code not o o 23 | A
REC1-188 02339 19 [Diabetic ketoacidosis]
broken) )
Increase worsening ALT
[Alanine aminotransferase
increased]
Esophageal varices
hemorrhage [Oesophageal
#1) MK-7902 _
CMUH107- 2003COLO [Followup varices haemorrhage]
81. 2020/3/6 Study (Code not N 23 | A
REC1-188 08918 12 Acute bronchitis
broken) N
[Bronchitis]
Ascites [Ascites]
increase ALT worsening
[Alanine aminotransferase
increased]
#1) MK-7902 Diabetic ketoacidosis
CMUH107- 2002USAO0 |Followup S o
82. 2020/1/31 Study (Code not| [Diabetic ketoacidosis] | 2.3 | A
REC1-188 02339 20 )
broken) Increase worsening ALT
[Alanine aminotransferase
increased]
Case Description:

109 = 06 * 24 p
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increase ALT worsening
[Alanine aminotransferase
increased]
#1) MK-7902 o o
CMUH107- 2002USAO0 |Followup Diabetic ketoacidosis
83. 2020/1/31 Study (Code not o o 23 [ A
REC1-188 02339 21 [Diabetic ketoacidosis]
broken)
Increase worsening ALT
[Alanine aminotransferase
increased]
increase ALT worsening
[Alanine aminotransferase
increased]
#1) MK-7902
CMUH107- 2002USAO [Followup Diabetic ketoacidosis
84. 2020/1/31 Study (Code not o o 23 | A
REC1-188 02339 22 [Diabetic ketoacidosis]
broken) )
Increase worsening ALT
[Alanine aminotransferase
increased]
#1) MK-7902 Dyspnea [Dyspnoea]
CMUH107- 2003CHNO |Followup o
85. 2020/3/6 Study (Code not | Blood bilirubin increased | 2.3 | A
REC1-188 03301 10 S
broken) [Blood bilirubin increased]
Digestive hemorrhage
#1) MK-7902 [Gastrointestinal
CMUH107- 2002ESPO0 [Followup
86. 2020/2/8 Study (Code not haemorrhage] 1.23] A
REC1-188 4584 5 )
broken) Hepatic encephalopathy
[Hepatic encephalopathy]
CMUH106- 2020GB020 . Pracinostat/Plac ) )
87. 2020/4/20 Initia Pneumonia [Pneumonia] | 1 A
REC1-103 601 ebo
Anorexia [Decreased
appetite]
CMUH106- 2020TWO2 [follow up| Pracinostat/Plac Febrile neutropenia
88. 2020/1/3 ) ) 131 A
REC1-103 0138 2 ebo [Febrile neutropenia]
Septic shock [Septic
shock]
109 # 06 * 24 p % 43 F > % 55 |
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Septic shock [Septic
shock]
Anorexia [Decreased
89, CMUH106- 2020/1/3 2020TWO02 [follow up| Pracinostat/Plac appetite] 123| A
REC1-103 0138 6 ebo Respiratory failure
[Respiratory failure]
Febrile neutropenia
[Febrile neutropenia]
#1) MK-3475
Study (Code not
broken)
#2)
PACLITAXEL
90. CMURLOT- 2020/4/14 2004RUSO | Followup #3) Anaemia 2,3 A
REC1-174 04870 1 DOXORUBICI
N
#4)
CYCLOPHOSP
HAMIDE
#1) MK-3475
Study (Code not
broken)
#2)
CMUH107- 2003HUNO |Followup| PACLITAXEL
91. 2020/3/20 Neutropenia 2 A
REC1-174 08957 4 #3)
CYCLOPHOSP
HAMIDE
#4)
EPIRUBICIN
% 44 F > 2 55 F
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92.

CMUH107-

REC1-174

2020/4/24

2005USAO0

00921

Followup

3

#1) MK-3475
Study (Code not

DOXORUBICI

CYCLOPHOSP

broken)

#2)
PACLITAXEL
#3)

N
#4)

HAMIDE

Febrile neutropenia

2,3

93.

CMUH107-
REC1-174

2020/4/14

2004RUSO

04870

Followup
2

#1) MK-3475
Study (Code not
broken)
#2)
PACLITAXEL
#3)
DOXORUBICI
N
#4)
CYCLOPHOSP
HAMIDE

Anaemia

2,3

94.

REC1-174

CMUH107-

2020/4/24

2005USA0
00921

Followup
4

#1) MK-3475
Study (Code not
broken)
#2)
PACLITAXEL
#3)
DOXORUBICI
N
#4)
CYCLOPHOSP
HAMIDE

Febrile neutropenia

2,3
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95.

CMUH107-
REC1-174

2020/4/14

2004RUSO
04870

Followup

3

#1) MK-3475
Study (Code not
broken)
#2)
PACLITAXEL
#3)
DOXORUBICI
N
#4)
CYCLOPHOSP
HAMIDE

Anaemia

2,3

96.

CMUH108-
REC1-059

2020/4/8

2004BRA0
03494

Followup

4

#1) MK-7902
(lenvatinib
mesylate)
Capsule
#2)
PEMBROLIZU
MAB
(pembrolizumab
) Solution for

injection

Accute breathing
insufficiency [Acute

respiratory failure]

1.3

#1) MK-7902
(lenvatinib
mesylate)

Capsule

Accute breathing

97.

CMUH108-
REC1-059

2020/4/8

2004BRA0
03494

Followup

#2)

5

PEMBROLIZU

insufficiency [Acute

1.3

respiratory failure]
MAB

(pembrolizumab
) Solution for

injection
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CMUH108-
REC1-059

20207217

2002ARGO
03892

Followup
4

#1)
PACLITAXEL
(7902 STUDY)

(paclitaxel)
Injection

#2)

CARBOPLATI
N (7902
STUDY)

(carboplatin)

Injection

sepsis [Sepsis]

1.3

99.

CMUH108-
REC1-059

2020/4/8

2004BRA0
03494

Followup
6

#1) MK-7902
(lenvatinib
mesylate)
Capsule
#2)
PEMBROLIZU
MAB
(pembrolizumab

) Solution for

injection

Accute breathing

insufficiency [Acute

respiratory failure]

1.3

100

CMUH108-
REC1-059

2019/9/16

1909USA0
07004

Initial

#1) MK-7902
(lenvatinib
mesylate)
Capsule
#2)
PEMBROLIZU
MAB
(pembrolizumab

) Solution for

injection

cerebrovascular accident

acute [Cerebrovascular

accident]

1.23
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CMUH108-
REC1-059

2020/5/14

2005USA0
06373

Followup

1

#1) MK-7902
(lenvatinib
mesylate)
Capsule
#2)
PEMBROLIZU
MAB
(pembrolizumab
) Solution for

injection

Atrioventricular block
complete [Atrioventricular

block complete]

2.3

102

CMUH108-
REC1-059

2020/5/14

2005USA0
06373

Followup

2

#1) MK-7902
(lenvatinib
mesylate)
Capsule
#2)
PEMBROLIZU
MAB
(pembrolizumab
) Solution for

injection

Atrioventricular block
complete [Atrioventricular

block complete]

2.3

103

CMUH108-
REC1-059

2020/5/14

2005USA0
06373

Followup

3

#1) MK-7902
(lenvatinib
mesylate)
Capsule
#2)
PEMBROLIZU
MAB
(pembrolizumab
) Solution for

injection

Atrioventricular block
complete [Atrioventricular

block complete]

2.3

104

CMUH106-
REC1-094

2017/12/19

ONO-2017-
003693
(BMS-2017
-116845)

FU4

Cisplatin,

Fluorouracil

Other Serious Criteria:
Medically important
condition, Acute kidney

injury, Hematemesis
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ONO-2019- Other Serious Criteria:
CMUH106- 019438 Cisplatin, medically important
105 2019/9/12 FU4 2 A
REC1-094 (BMS-2019 Fluorouracil condition, Febrile
-090095) neutropenia
ONO-2019-
Other Serious Criteria:
CMUH106- 026529 Nivolumab,
106 2019/12/14 FU2 N Medically important 1| A
REC1-094 (BMS-2019 Ipilimumab
condition, Death
-121327)
Other Serious Criteria:
ONO-2018-
. Medically important
CMUH106- 017169 Fluorouracil, » )
107 2018/11/21 FU3 condition, Malignant 1 A
REC1-094 (BMS-2018 Cisplatin
neoplasm progression,
-110461)
Pulmonary emobilsm
ONO-2018- Other Serious Criteria:
CMUH106- 018830 Cisplatin, medically important
108 2018/9/5 INI ) N _ 1 A
REC1-094 (BMS-2018 Fluorouracil condition, Septic shock,
-082671) Febrile aplasia
ONO-2019-
Other Serious Criteria:
CMUH106- 004602 Nivolumab, ) )
109 2019/3/1 FU1l Medically important 1 A
REC1-094 (BMS-2019 Ipilimumab
condition, Pneumonia
-022617)
ONO-2019-
) ) Other Serious Criteria:
CMUH106- 006061 Cisplatin, ) )
110 2019/3/21 FUl1 Medicallly important 1 A
REC1-094 (BMS-2019 Fluorouracil
condition, Pneumonia
-029690)
Other Serious Criteria:
ONO-2019- Medically Important
CMUH106- 013335 Nivolumab, condition, Acute
111 2019/5/28 FU5 - ) ) 1 A
REC1-094 (BMS-2019 Ipilimumab respiratory distress
-060843) syndrome, lliac fossa pain,
Constipation
ONO-2019-
CMUH106- 026529 Nivolumab, )
112 2019/12/14 FU3 N Dispneea 1 A
REC1-094 (BMS-2019 Ipilimumab
-121327)
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ONO-2018- Other Serious Criteria:
CMUH106- 017146 Fluorouracil, Medically important
113 2018/10/9 INI ] ) . 1 A
REC1-094 (BMS-2018 Cisplatin condition, Pulmonary
-120339) thromboembolism
ONO-2019- Pneumonitis, Performance
CMUH106- 015884 Nivolumab, | status drop, Anemia, Pain
114 2019/7/10 FU2 - ) ) 1 A
REC1-094 (BMS-2019 Ipilimumab in nodule in the neck
-072521) region
ONO-2019- Other Serious Criteria:
CMUH106- 027392 Nivolumab, Medically important
115 2019/12/31 FU2 - - N 1 A
REC1-094 (BMS-2019 Ipilimumab condition, Interstitial
-125520) pneumonia
Other Serious Criteria:
ONO-2019- medically important
CMUH106- 015369 Fluorouracil, condition, Death,
116 2019/7/12 FU2 o _ _ 11 A
REC1-094 (BMS-2019 Cisplatin Pneumonia, Malignant
-070620) neoplasm progression,
Sepsis
ONO-2019-
Nivolumab, Other Serious Criteria:
CMUH106- 026301 ) ) )
117 2019/12/7 FU2 Fluorouracil, medically important 1 A
REC1-094 (BMS-2019
Cisplatin condition, Pneumonia
-119494)
ONO-2019-
) ) Other Serious Criteria:
CMUH106- 006476 Cisplatin, ) )
118 2019/3/19 FU7 ) Medically important 1 A
REC1-094 (BMS-2019 Fluorouracil
condition, Fever, Chills
-031748)
ONO-2019-
CMUH106- 004602 Nivolumab, )
119 2019/3/1 FU2 Pneumonia 1 A
REC1-094 (BMS-2019 Ipilimumab
-022617)
ONO-2020- Other Serious Criteria:
CMUH106- 004397 Nivolumab, Medically important
120 2020/3/4 INI - - 2 A
REC1-094 (BMS-2020 Ipilimumab condition, Suspected
-019793) adrenal insufficiency
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Other Serious Criteria:
ONO-2018- Medically important
CMUH106- 017169 Fluorouracil, condition, The cause of
121 2018/11/21 FU4 ] ) ) 1 A
REC1-094 (BMS-2018 Cisplatin death is oesophageal
-110461) cancer, Pulmonary
emobilsm
ONO-2019- Other Serious Criteria:
Nivolumab, ) i
CMUH106- 025420 Medically important
122 2019/12/2 FU1 Fluorouracil, N ] 1 A
REC1-094 (BMS-2019 ) ) condition, Respiratory
Cisplatin ) . i
-116789) infection, Pneumonitis
ONO-2020- Other Serious Criteria:
CMUH106- 004397 Nivolumab, Medically important
123 2020/3/4 FU1 - N 2 A
REC1-094 (BMS-2020 Ipilimumab condition, Adrenal
-019793) insufficiency
ONO-2019- Other Serious Criteria:
Nivolumab, ) )
CMUH106- 025420 . Medically important
124 2019/12/2 FU2 Fluorouracil, N ] 1 A
REC1-094 (BMS-2019 ) ) condition, Respiratory
Cisplatin ) . i
-116789) infection, Pneumonitis
ONO-2019- Other Serious Criteria:
CMUH106- 027392 Nivolumab, Medically important
125 2019/12/31 FU3 - » . 1 A
REC1-094 (BMS-2019 Ipilimumab condition, Interstitial
-125520) pneumonia
ONO-2019- ) Other Serious Criteria:
Nivolumab, ) )
CMUH106- 007538 ) ) medically important
126 2019/3/24 FU5 Cisplatin, 2 A
REC1-094 (BMS-2019 condition, Multi organ
Fluorouracil ) ]
-036194) failure, Fatigue
Other Serious Criteria:
ONO-2018- ) )
Medically important
CMUH106- 017227 Nivolumab, N
127 2018/2/13 FU3 N condition, Death NOS, 1 A
REC1-094 (BMS-2018 Ipilimumab
General weakness, Lung
-013802)
infection
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Other Serious Criteria:
ONO-2019-
) medically important
CMUH106- 015369 Fluorouracil,
128 2019/7/12 FU3 o condition, Malignant 1 A
REC1-094 (BMS-2019 Cisplatin ]
neoplasm progression,
-070620) ) )
Pneumonia, Sepsis
ONO-2019-
Nivolumab,
CMUH106- 026301 ] ] ]
129 2019/12/7 FU3 Fluorouracil, Worsening pneumonia 1 A
REC1-094 (BMS-2019 ] )
Cisplatin
-119494)
ONO-2019-
CMUH106- 000218 Nivolumab, )
130 2018/12/30 FU2 - Internal bleeding 1 A
REC1-094 (BMS-2019 Ipilimumab
-000722)
ONO-2019- Pneumonitis, Performance
CMUH106- 015884 Nivolumab, | status drop, Anemia, Pain
131 2019/7/10 FU3 - ) ) 1 A
REC1-094 (BMS-2019 Ipilimumab in nodule in the neck
-072521) region
ONO-2020-
CMUH106- 004397 Nivolumab, ) o
132 2020/3/4 FU2 - Adrenal insufficiency 2 A
REC1-094 (BMS-2020 Ipilimumab
-019793)
ONO-2019- ) o )
Nivolumab, Acidosis, Acute kidney
CMUH106- 025868 ) ) o )
133 2019/12/8 FU4 Cisplatin, injury, Rhabdomyolysis, | 2 A
REC1-094 (BMS-2019 ) ) )
Fluorouracil | Fulminant type 1 diabetes
-118520)
ONO-2020-
CMUH106- 002116 Cisplatin, Death, Malignant
134 2020/1/16 INI ) ) 1 A
REC1-094 (BMS-2020 Fluorouracil neoplasm progression
-009987)
ONO-2019-
Nivolumab,
CMUH106- 024709 )
135 2019/11/19 FU3 Fluorouracil, Reduced platelet count 2 A
REC1-094 (BMS-2019 ] ]
Cisplatin
-114252)
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ONO-2019- )
] Malignant neoplasm
CMUH106- 015369 Fluorouracil, ) )
136 2019/7/12 FU4 progression, Pneumonia, | 1 A
REC1-094 (BMS-2019 Cisplatin )
Sepsis
-070620)
#1) FPAL144 vs.
Placebo (Code
F144004-36
CMUH107- not broken) ) ]
137 2019/11/29 | 063046708 FU4 o Sepsis [Sepsis] 13| A
REC1-071 s #2 ) Oxaliplatin
(OXALIPLATI
N) intravenous
#1) FPAL144 vs,
Placebo (Code
F144004-36
CMUH107- not broken) ] ]
138 2019/11/20 | 063046708 [ FU5 o Sepsis [Sepsis] 13| A
REC1-071 4 #2 ) Oxaliplatin
(OXALIPLATI
N) intravenous
[L&R] FRPH -
x~ HEHLEARFA
—=‘;J.
g 2
RE * € %t 3 g FEPNF
[z 21404 ]
1. CMUH106-REC1-050 A3 L *R gk EE & L+ PEPS03
*F rMHFLHEF108E08 7 22p 1 109+ 022 21 p
[z 212404 ]
*:#5 % £.4i ' TRASTUZUMAB
2. CMUH107-REC1-058 | * & | *% > M 3pL HF :12019# 9% 25p 3 2020 # 3 7 24 p
*R% F 5 LA ROT198574
*E rMIRLHPF 2019 & 10 6p 3 2020& 42 5
(GEAEELREE D
*3< A& INVESTIGATOR’S BROCHURE NC-6004_\ersion:
3. CMUH102-REC1-095 | =% & = | 12.0_19 March 2020
*p g 12020 # 03 % 19 p
[He ] *p g P A4 br
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s A& p # : INVESTIGATOR’S BROCHURE NC-6004
Version: 12.0 Addendum 1.0_ 05 May 2020

CMUH105-REC1-069

et
11_
I3

[ 59 il e a)

*iZanp #p:2020 # 03 7 25 p

CMUH107-REC1-115

b
-+

[#]
*ROF DR i A0 3 Notification of Urgent Safety Measure
*p #: 14May2020
*IN % DR i 4ef 3 Regulatory Response: Urgent Safety
Measures to Mitigate COVID-19 Impact on Patient Safety
*p #y: 04May2020

CMUH107-REC1-116

L -2

(2]
*ROE R P i 4oz 3 Notification of Urgent Safety Measure
*p #: 14May2020
*RF R E i 4vip S Regulatory Response: Urgent Safety
Measures to Mitigate COVID-19 Impact on Patient Safety
*p #: 04May2020

CMUH106- REC1-084

-

N
&
a

(2]
* Letter to Investigators COVID-19 3152-301-002 24MAR2020
* Letter to Investigators COVID-19 3152-301-002 27MAR2020
* Supplemental eCRF Completion Guidelines for COVID-19
27TMAR2020

CMUH107-REC1-174

[z % 242 ]
*Eg B LA T MK3475
*% 242 8 R 0 04-SEP-2019 to 03-MAR-2020

CMUH105-REC1-057

2] F

[zh=x 2p4p2]
*Egk B 4L GSK 1437173A
* MAR A MR 0108 & 110 1p % 109& 4% 30 P

10.

CMUH106-REC1-093

ENLE S

Llzx 244 ]

*Eok E 4 L fL - SAXAGLIPTIN (ONGLYZA)

*g pMARL PR 12019 & 77 12p 3 2020217 8¢
2.Periodic Safety Summary_Saxagliptin_12Jul2019 to
08Jan2020

11.

CMUH107-REC1-143

(&< 2iap4 ]
*Eok 4 ¢ - Dapagliflozin
THIRLHEF 201926 20 p 2 2019 & 127 19 p

12.

CMUH105-REC1-152

\;’\
ju]
#

[ 2% 22 ]
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*#5% &4 ¢4 : Binimetinib and Encorafenib
*% > 4R £ @/ ¢ Encorafenib SUSAR Line Listing 2019 #
11* 12 p % 2020 05 % 11 p
[#54p B rg T2 )
Certificate of insurance Issue date: 29Apr2020
[R5 413 Ao ]
Protocol Administrative Clarification Letter 07May2020
[z 2144 ]
13. | CMUH107-REC1-050 | # %7 | % &4 &4 © Tezepelumab(MEDI9949)
*F PMAFL WA 2019 # 37 11p 3 2020& 3 10 P
[2x 2142 ]
14. | DMRI101-IRB-1-029 | 2 &% | *3#zk &4 L 4L : Trastuzumab
*E pMARAHF 108209 25p 3 109 & 037 24 p
(% + %28 4] TRk R5%aEL ¢ &2 4 & (Protocol
G028915 Report Number 1094030)
15. | CMUHIO3-RECI-004 | %15 - A4 & 484 (Summary of Patient Data at Taiwanese Sites
Study GO28915, 16 APR 2020)

[L])] B H -

FR-REPEFALR (%)

i etk (1)
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