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Bepirovirsen vs
CMUH112- BR2024070
1. 2024/5/28 Initial | placebo (Code Vascular disorder 2 A
REC3-011 615
not broken)
Bepirovirsen vs
CMUH112- BR2024070
2024/5/28 FU1 placebo (Code Vasculitis 2 A
REC3-011 615
not broken)
Bepirovirsen vs
CMUH112- BR2024070
2024/5/28 FU2 placebo (Code Vasculitis 2 A
REC3-011 615
not broken)
1.
Hypokalemia
DATOPOTAMA
B [Hypokalaemia]
Platelet count decreased
DERUXTECAN
[Platelet count decreased]
CMUH111- DSJ-2024- | follow 2.
2024/5/30 Diarrhea [Diarrhoea] 2,3 A
REC3-190 125075 up 6 |PEMBROLIZU
White blood cell decreased
MAB
; [White blood cell count
- decreased]
CARBOPLATI
Colitis [Colitis]
N
1.
PEMBROLIZU
MAB
Hemorrhagic colitis with
CMUH111- DSJ-2023- follow 2.
2023/11/14 ulcers [Enterocolitis 1,3 A
REC3-190 147312 up 6 |PEMETREXED
3 haemorrhagic]
CARBOPLATI
N
113 # 08 * 22 p % 31 £ I
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I.
DATOPOTAMA
B
DERUXTECAN
CMUHI111- DSJ-2024-| follow 2. cardiogenic shock
6. 2024/2/16 2,3 A
REC3-190 107659 up4 | CARBOPLATI [Cardiogenic shock]
N
3.
PEMBROLIZU
MAB
1.
Hypokalemia
DATOPOTAMA
[Hypokalaemia]
B
Platelet count decreased
DERUXTECAN
[Platelet count decreased]
CMUHI111- DSJ-2024- | follow 2.
7. 2024/5/30 Diarrhea [Diarrhoea] 2,3 A
REC3-190 125075 up7 |PEMBROLIZU
White blood cell decreased
MAB
3 [White blood cell count
. decreased]
CARBOPLATI
Colitis [Colitis]
N
1.
DATOPOTAMA
B
CMUH111- DSJ-2024- | follow |DERUXTECAN] Interstitial pneumonitis
8. 2024/5/14 2,3 A
REC3-190 121395 up 5 2. CISPLATIN | [Interstitial lung disease]
3.
PEMBROLIZU
MAB
CMUH109- Follow
9. 2023/8/4 3400708 RO7444835 SUDDEN DEATH 1 A
REC3-131 up 2
CMUH109- Follow
10. 2023/6/12 | 3186574 RO7444835 PLEURAL EFFUSION [|2~3| A
REC3-131 up 2
CMUH109- Follow
11. 2023/1/2 3186574 RO7444835 IMMUNE MYELITIS ([2~3] A
REC3-131 up 3
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CMUH109- Follow
12. 2023/8/4 3400708 RO7444835 SUDDEN DEATH 1 A
REC3-131 up 3
FATAL RESPIRATORY
CMUH109- Follow INFECTION
13. 2023/4/12 | 3244790 RO5541267 1-2] A
REC3-131 up 3 (Downgraded),
FATAL PNEUMONIA
FATAL RESPIRATORY
CMUH109- Follow INFECTION
14. 2023/4/12 | 3244790 RO7092284 1-2] A
REC3-131 up 3 (Downgraded),
FATAL PNEUMONIA
FATAL IMMUNE-
CMUH109- Follow
15. 2022/4/24 | 3077670 RO5541267 MEDIATED 1~2] A
REC3-131 up 5
PNEUMONITIS
FATAL IMMUNE-
CMUH109- Follow
16. 2022/4/24 | 3077670 RO7092284 MEDIATED 1-2] A
REC3-131 up 5
PNEUMONITIS
1.
Hypokalemia
DATOPOTAMA
B [Hypokalaemia]
Platelet count decreased
DERUXTECAN
[Platelet count decreased]
CMUH111- DSJ-2024- | follow 2.
17. 2024/5/30 Diarrhea [Diarrhoea] 2,3 A
REC3-190 125075 up 8 |PEMBROLIZU
White blood cell decreased
MAB
3 [White blood cell count
- decreased]
CARBOPLATI
Colitis [Colitis]
N
1.
PEMBROLIZU
MAB
CMUH111- DSJ-2024- | follow 2.
18. 2024/7/1 Cellulitis [Cellulitis] 2 A
REC3-190 130122 up 1 CARBOPLATI
N
3.
PEMETREXED
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ONO-2021- 1,3,
020233 7:
CMUH107- Nivolumab vs
19. 2021/4/19 (BMS- FU7 Congestive heart failure |medic| A
REC3-031 Placebo
2021- ally
038787) imp
#1 ) MK-5684
#2)
FLUDROCORT bilateral pulmonary
CMUH112- 2405ISR00 |Followup
20. 2024/5/2 ISONE embolism [Pulmonary 2,3 A
REC3-189 3871 8
#3) embolism]
DEXAMETHA
SONE
#1 ) MK-5684
#2)
FLUDROCORT bilateral pulmonary
CMUH112- 2405ISR00 |Followup
21. 2024/5/2 ISONE embolism [Pulmonary 2,3 A
REC3-189 3871 9
#3) embolism]
DEXAMETHA
SONE
1.
Hypokalemia
DATOPOTAMA
[Hypokalaemia]
B
Platelet count decreased
DERUXTECAN
[Platelet count decreased]
CMUHI111- DSJ-2024- | follow 2.
22. 2024/5/30 Diarrhea [Diarrhoea] A
REC3-190 125075 up9 [PEMBROLIZU
White blood cell decreased
MAB
3 [White blood cell count
. decreased]
CARBOPLATI
Colitis [Colitis]
N
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1.
DATOPOTAMA
B
CMUH111- DSJ-2024-
23. 2024/8/2 Initial |DERUXTECAN|Pneumonitis [Pneumonitis]| 2 A
REC3-190 139043 5
PEMBROLIZU
MAB
CMUH109- 2024A1144 Blinded for HYPONATREMIA
24, 2023/12/22 Initial 2 A
REC3-160 50 Investigator (Hyponatraemia)
1.NEUTROPENIA
(Neutropenia)
CMUH109- 2022A1297 |follow up| Blinded for
25, 2022/3/28 2.PERFORED ISCHEMIC| 2,3 | A
REC3-160 99 4 Investigator
COLITIS (Colitis
ischaemic)
1,2,
3,
WORSENING OF NASH
7:Imp
CMUH109- 2022A2660 |follow up| Blinded for AND CIRRHOSIS
26. 2022/7/11 ortant| A
REC3-160 06 6 Investigator (Hepatic
medic
cirrhosis)
al
event
1.ESOPHAGEAL
FISTULA (Oesophageal
CMUH109- 2023A1387|follow up| Blinded for 1,2,
27. 2023/6/13 fistula) A
REC3-160 26 3 Investigator 3
2.UNEXPLAINED
DEATH (Death)
TRACHEOESOPHAGEA
CMUH109- 2022A1531 [follow up| Blinded for L FISTULA
28. 2022/2/22 2,3 A
REC3-160 20 11 Investigator (Acquiredtracheo-
oesophageal fistula)
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29.

CMUH109-
REC3-160

2022/4/11

2022A1579
78

follow up

14

Blinded for

Investigator

1.PULMONARY SEPTIC
SHOCK (Septic shock)
2.ASPIRATION
PNEUMONIA (Pneumonia
aspiration)
3.FEBRILE
NEUTROPENIA (Febrile
neutropenia)

4 DYSPHAGIA
(Dysphagia)
5.PLATELET COUNT
DECREASED (Platelet

count decreased)

1,2,

30.

CMUH109-
REC3-160

2022/6/18

2022A2278
97

follow up

8

Blinded for

Investigator

1.SUSPECTED
TRACHEO-
ESOPHAGEAL FISTULA
(Tracheo-oesophageal
fistula)
2.NEUTROPENIA
(Neutropenia)
3.SEPSIS SHOCK (Septic
shock)

4. ACUTE KIDNEY
INJURY (Acute kidney
injury)
5.UPPER
GASTROINTESTINAL
BLEEDING (Upper
gastrointestinal

haemorrhage)

1,2,

31.

CMUH109-
REC3-160

2023/10/16

2023A2401
28

follow up

5

Blinded for

Investigator

BILATERAL
BACTERIAL
PNEUMONIA (Pneumonia

bacterial)

1,3
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CMUH109- 2022A0418 Blinded for 2,3,
32. 2022/1/22 Initial ANEMIA (Anaemia) A
REC3-160 16 Investigator 4
1.ACUTE RESPIRATORY
DISTRESS SYNDROME
(Acute respiratory distress
syndrome)
2.ASPIRATION
PNEUMONIA (Pneumonia
aspiration)
CMUH109- 2022A1579 |follow up| Blinded for 1,2,
33. 2022/4/11 3.FEBRILE A
REC3-160 78 15 Investigator 3
NEUTROPENIA (Febrile
neutropenia)
4 DYSPHAGIA
(Dysphagia)
5.PLATELET COUNT
DECREASED (Platelet
count decreased)
PLATELET COUNT
CMUH109- 2024A1524 Blinded for
34. 2024/3/15 Initial DECREASED (Platelet 2 A
REC3-160 14 Investigator
count decreased)
CMUH109- 2021A8492 |follow up| Blinded for
35. 2021/9/27 ANEMIA (Anaemia) 2 A
REC3-160 84 4 Investigator
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36.

CMUH110-
REC3-102

2024/3/27

2404CHNO
00799

Followup
9

#1)
PEMBROLIZU
MAB
(pembrolizumab
) Solution for
injection
#2)
PACLITAXEL
(7902 STUDY)
(paclitaxel)
Injection
#3)
CISPLATIN
(7902 STUDY)
(Cisplatin)

Injection

type 1 diabetes [Type 1

diabetes mellitus]

23

37.

CMUH110-
REC3-102

2024/3/27

2404CHNO
00799

Followup

10

#1)
PEMBROLIZU
MAB
(pembrolizumab
) Solution for
injection
#2)
PACLITAXEL
(7902 STUDY)
(paclitaxel)
Injection
#3)
CISPLATIN
(7902 STUDY)
(Cisplatin)

Injection

type 1 diabetes [Type 1

diabetes mellitus]

23

38.

CMUHI111-
REC3-077

2024/2/1

2024A0283
20

follow up

2

Blinded for

Investigator

HEPATIC

ENCEPHALOPATHY
(Hepatic encephalopathy)

1,3

113 # 08 " 22 p
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1.LENCEPHALOPATHY(E
XCLUDED
PANCREATIC
ENCEPHALOPATHY
(Encephalopathy)
CMUHI111- 2024A0557 |follow up| Blinded for
39. 2024/3/4 2.PNEUMONIA 2,31 A
REC3-077 77 4 Investigator
(Pneumonia)
3.PANCREATITIS
(Pancreatitis)
4 NEUTROPENIA
(Neutropenia)
CMUH111- 2024A1136 Blinded for HEART FAILURE
40. 2024/5/12 Initial 2,31 A
REC3-077 56 Investigator (Cardiac failure)
PROGRESSIVE
CMUHI11- 2024A1122 Blinded for
41. 2023/8/8 Initial CIRRHOSIS (Hepatic 1 A
REC3-077 08 Investigator
cirrhosis)
CMUHI111- 2023A2171 |follow up| Blinded for | UNEXPLAINED DEATH
42, 2023/9/20 1 A
REC3-077 71 2 Investigator (Death)
2,3,
7:
DECOMPENSATED
Impor
CMUH111- 2023A1771 |follow up| Blinded for LIVER CIRRHOSIS
43. 2023/8/2 tant | A
REC3-077 33 2 Investigator FROM TACE (Hepatic
medic
cirrhosis)
al
event
CMUHI11- 2023A2290 Blinded for | THROMBOCYTOPENIA
44, 2023/9/29 Initial 2,3 A
REC3-077 74 Investigator (Thrombocytopenia)
CMUH111- 2023A2290(follow up| Blinded for | THROMBOCYTOPENIA
45, 2023/9/29 2,3 A
REC3-077 74 4 Investigator (Thrombocytopenia)
CMUH111- 2023A1006|follow up| Blinded for
46. 2023/4/25 COLITIS (Colitis) 2,3 A
REC3-077 12 4 Investigator
CMUH111- 2024A1136 [follow up| Blinded for HEART FAILURE
47. 2024/5/12 2,31 A
REC3-077 56 1 Investigator (Cardiac failure)
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48.

CMUH111-
REC3-077

2023/7/7

2023A1584
20

follow up

5

Blinded for

Investigator

1.PLATELET COUNT
DECREASED (Platelet
count decreased)

2.DIARRHEA (Diarrhoea)

2,3

49.

CMUHI111-
REC3-077

2024/2/28

2024A0508
98

follow up

1

Blinded for

Investigator

1.HYPOPHYSITIS

(Hypophysitis)
2.HYPONATREMIA

(Hyponatraemia)

2,3

50.

CMUHI111-
REC3-077

2024/3/17

2024A0667
39

follow up

2

Blinded for

Investigator

1.SEPTIC-LIKE SHOCK
(Septic shock)
2.FEBRILE
NEUTROPENIA (Febrile

neutropenia)

2,3

51.

CMUHI111-
REC3-077

2023/9/29

2023A2290
74

follow up

6

Blinded for

Investigator

DECREASED RED
BLOOD CELL AND
PLATELET LINES -
MONITOR BONE
MARROW (Platelet count

decreased)

2,3

52.

CMUHI111-
REC3-077

2024/3/8

2024A0588
04

follow up

3

Blinded for

Investigator

1.UROSEPSIS (Urosepsis)
2.ACUTE RENAL
FAILURE (Acute kidney
injury)
3.ACUTE ON CHRONIC
LIVER FAILURE (Acute
on chronic liver failure)
4.ACUTE ON CHRONIC
RESPIRATORY
FAILURE(Acute

respiratory failure)

]‘5 2’

7:Imp

ortant

medic
al

event
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1.UROSEPSIS (Urosepsis)
2.ACUTE RENAL
FAILURE (Acute kidney | 1,2,
injury) 3,
3.ACUTE ON CHRONIC |7:Imp
CMUH111- 2024A0588|follow up| Blinded for
53. 2024/3/8 LIVER FAILURE (Acute |ortant| A
REC3-077 04 4 Investigator
on chronic liver failure) |medic
4.ACUTE ON CHRONIC | al
RESPIRATORY event
FAILURE(Acute
respiratory failure)
CMUHI111- 2024A1136 [follow up| Blinded for HEART FAILURE
54. 2024/5/12 2,31 A
REC3-077 56 2 Investigator (Cardiac failure)
1.LHYPOPHYSITIS
CMUHI111- 2024A0508 |follow up| Blinded for (Hypophysitis)
55. 2024/2/28 2,31 A
REC3-077 98 2 Investigator 2.HYPONATREMIA
(Hyponatraemia)
CMUH111- 2024A1136 [follow up| Blinded for HEART FAILURE 1,2,
56. 2024/5/12 A
REC3-077 56 3 Investigator (Cardiac failure) 3
DECREASED RED 2,3,
BLOOD CELLAND  |7:Imp
CMUHI111- 2023A2290 |follow up| Blinded for PLATELET LINES - |ortant
57. 2023/9/29 A
REC3-077 74 7 Investigator MONITORING BONE |medic
MARROW FAILURE al
(Bone marrow failure) |event
PROGRESSIVE DEATH
CMUH111- 2023A2171 |follow up| Blinded for
58. 2023/9/20 OF LIVER CANCER 1 A
REC3-077 71 3 Investigator
(Hepatic cancer)
2,3,
Blinded 4,
Semaglutide Delirium- further 7:Me
CMUH111-
59. 2024/8/1 1265034 | Initial [(Placebo Tablet)| information pending- [dicall] A
REC3-091
Tablet, 3, 7, 14 [Delirium] ySign
mg ifican
t
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1.
DATOPOTAMA
B
CMUHI111- DSJ-2024- | follow
60. 2024/8/2 DERUXTECAN|Pneumonitis [Pneumonitis]| 2 A
REC3-190 139043 up 1 5
PEMBROLIZU
MAB
1.
Hypokalemia
DATOPOTAMA
[Hypokalaemia]
B
Platelet count decreased
DERUXTECAN
[Platelet count decreased]
CMUHI111- DSJ-2024- | follow 2.
61. 2024/5/30 Diarrhea [Diarrhoea] 2,3 A
REC3-190 125075 up 10 | PEMBROLIZU
White blood cell decreased
MAB
3 [White blood cell count
. decreased]
CARBOPLATI
Colitis [Colitis]
N
1.
DATOPOTAMA
B
DERUXTECAN
CMUHI111- DSJ-2024- | follow 2.
62. 2024/7/4 Oral Mucositis [Stomatitis]| 1,3 A
REC3-190 132492 upl |[PEMBROLIZU
MAB
3.
CARBOPLATI
N
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1.
DATOPOTAMA
B
DERUXTECAN
CMUHI111- DSJ-2024- 2. Cardiorespiratory arrest
63. 2024/8/2 Initial 1 A
REC3-190 138935 PEMBROLIZU | [Cardio-respiratory arrest]
MAB
3.
CARBOPLATI
N
1,2,
1.INCREASED OF ;
LIVER FUNCTION ’
7:Imp
CMUH109- 2024A0769 |follow up| Blinded for |TESTS (Liver function test
64. 2024/3/29 ortant| A
REC3-104 94 4 Investigator increased)
medic
2.PNEUMONIA |
a
(Pneumonia)
event
1.GASTROESOPHAGEA
L REFLUX DISEASE
(Gastrooesophageal reflux
CMUH109- 2024A1072|follow up| Blinded for
65. 2024/4/28 disease) 1,3 ] A
REC3-104 81 1 Investigator
2.ELEVATED LIVER
ENZYMES (Hepatic
enzyme increased)
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1.INFECTION OF BOTH
LUNGS (Pneumonia)
2.KETOACIDOSIS
(Ketoacidosis)
3.TRAUMATIC
CMUH109- 2024A0080|follow up| Blinded for DESCENDING AORTA
66. 2023/12/29 2,3 A
REC3-104 79 | Investigator DISSECTION(Aortic
dissection)
4. MOBILITY DISORDER
OF BOTH LOWER
LIMBS (Mobility
decreased)
2,3,
1.PULMONARY FOCUS
7:Imp
SEPSIS (Pulmonary
CMUH109- 2024A0994 |follow up| Blinded for ortant
67. 2023/9/6 sepsis) A
REC3-104 29 1 Investigator medic
2.HYPOKALEMIA |
a
(Hypokalaemia)
event
1,3,
7:Imp
POTENTIAL HY'S LAW
CMUH109- 2024A1227|follow up| Blinded for ortant
68. 2024/5/25 (Suspected drug-induced A
REC3-104 59 2 Investigator medic
liver injury)
al
event
1,3,
7:Imp
CMUH109- 2024A1227 |follow up| Blinded for TRANSAMINITIS ortant
69. 2024/5/25 A
REC3-104 59 3 Investigator | (Hypertransaminasaemia) |medic
al
event
(k] FATIH -
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