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#1 ) Tafasitamab
Vs
Placebo/Lenalid
omide vs
Placebo (Code
not broken)
#2 ) rituximab
(Rituximab)
#3)
2022IN007 lonhosoham
cyclophosphami
168
CMUH110- de
1. 2022/7/7 (2022- Initial Septic shock 2,3 A
REC3-049 (CYCLOPHOS
MOR00205
PHAMIDE)
7-FR)
#4 ) doxorubicin
(DOXORUBICI
N)
#5 ) vincristine
(VINCRISTINE
)
#6)
Prednisolone
(Prednisolone)
CMUH106- 2024A1185
2. 2024/5/17 Initial N/A 1. PNEUMONIA 1,3 A
REC3-039 35
CMUH106- 2024A1090| Follow 1. HYPOKALAEMIA
3. 2024/5/7 N/A 2,3 A
REC3-039 84 Up 4 2. COMA
CMUH106- 2024A1586
4. 2024/7/5 Initial N/A 1. DEATH 1 A
REC3-039 90
CMUH106- 2024A1090| Follow 1. HYPOKALAEMIA
5. 2024/5/7 N/A 2,3 A
REC3-039 84 UpS 2. COMA
CMUH106- 2024A1090| Follow 1. HYPOKALAEMIA
6. 2024/5/7 N/A 2,3 A
REC3-039 84 Up 6 2. COMA
CMUH106- 2024A1090| Follow 1. HYPOKALAEMIA
7. 2024/5/7 N/A 2,3 A
REC3-039 84 Up7 2. COVID-19
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CMUH106- 2024A1185| Follow
8. 2024/5/17 N/A 1. PNEUMONIA 131 A
REC3-039 35 Upl
CMUH106- 2024A1185( Follow
9. 2024/5/17 N/A 1. PNEUMONIA 1,3 A
REC3-039 35 Up 2
CMUH106- 2024A1090| Follow 1. HYPOKALAEMIA
10. 2024/5/7 N/A 2,3 A
REC3-039 84 Up 8 2. COVID-19
CMUH106- 2024A1586| Follow
11. 2024/7/5 N/A 1. COVID-19 1 A
REC3-039 90 Upl
CMUH106- 2024A1586| Follow
12. 2024/7/5 N/A 1. COVID-19 1 A
REC3-039 90 Up2
CMUH106- 2024A1185( Follow
13. 2024/5/17 N/A 1. PNEUMONIA 3] A
REC3-039 35 Up3
#1 ) MK-6482
#2)
CMUHI111- 2311USAO |Followup| PEMBROLIZU | Worsening Hypertension
14, 2023/11/20 2 A
REC3-116 10759 11 MAB [Hypertension]
(pembrolizumab
)
#1 ) MK-6482
#2)
CEREBROVASCULAR
CMUHI111- 2410COLO PEMBROLIZU
15. 2024/9/28 Initial EVENT [Cerebrovascular | 2.3 A
REC3-116 01157 MAB
accident]
(pembrolizumab
)
#1 ) MK-6482
#2)
CEREBROVASCULAR
CMUH111- 2410COLO |Followup| PEMBROLIZU
16. 2024/9/28 EVENT [Cerebrovascular | 2.3 A
REC3-116 01157 1 MAB
accident]
(pembrolizumab
)
113 # 11 * 14 p % 32 F £ 59 F
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#1 ) MK-6482
#2)
CEREBROVASCULAR
CMUHI11- 2410COLO [Followup | PEMBROLIZU
17. 2024/9/28 EVENT [Cerebrovascular | 2.3 [ A
REC3-116 01157 2 MAB
accident]
(pembrolizumab
)
#1 ) MK-6482
#2)
hemophagocytic syndrome
CMUHI111- 2308CHNO [Followup| PEMBROLIZU
18. 2023/8/20 [Haemophagocytic 23 | A
REC3-116 08711 19 MAB
lymphohistiocytosis]
(pembrolizumab
)
#1 ) MK-6482
#2)
hemophagocytic syndrome
CMUH111- 2308CHNO [Followup| PEMBROLIZU
19. 2023/8/20 [Haemophagocytic 23 | A
REC3-116 08711 20 MAB
lymphohistiocytosis]
(pembrolizumab
)
Myasthenia gravis
#1 ) MK-6482
[Myasthenia gravis]
#2)
myasthenia gravis
CMUHI11- 2408GBRO PEMBROLIZU
20. 2024/5/14 Initial [Myasthenia gravis] 23 [ A
REC3-116 04131 MAB
Case Description:
(pembrolizumab
) Information has been
received
#1 ) MK-6482
#2)
CEREBROVASCULAR
CMUHI11- 2410COLO [Followup| PEMBROLIZU
21. 2024/9/28 EVENT [Cerebrovascular | 2.3 A
REC3-116 01157 3 MAB
accident]
(pembrolizumab
)
113 # 11 % 14 p % 33 F > # 59 F
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#1 ) MK-6482
) septic shock [Septic shock]
Pulmonary infection
CMUH111- 2312CHNO |Followup | PEMBROLIZU
22. 2023/10/27 [Pneumonia] 2.3 A
REC3-116 04504 12 MAB
acute renal failure [Acute
(pembrolizumab
) kidney injury]
#1 ) MK-6482
) septic shock [Septic shock]
Pulmonary infection
CMUHI111- 2312CHNO [Followup | PEMBROLIZU
23. 2023/10/27 [Pneumonia] 23 | A
REC3-116 04504 13 MAB
acute renal failure [Acute
(pembrolizumab
) kidney injury]
disseminated intravascular
#1 ) MK-6482
) coagulation [Disseminated
intravascular coagulation]
CMUH111- 2406CHNO |Followup | PEMBROLIZU
24. 2024/6/18 hydropericardium 13 A
REC3-116 07296 14 MAB
[Pericardial effusion]
(pembrolizumab
) Liver dysfunction [Hepatic
function abnormal]
1.
DATOPOTAMA
B
DERUXTECAN immune-related
CMUH111- DS-2024- | follow
25. 2024/9/23 2. miocarditis [Immune- 1 A
REC3-190 101319-IT | wupl
PEMBROLIZU | mediated myocarditis]
MAB
3.CARBOPLAT
IN
113 # 11 * 14 p % 34 F > # 59 F




/. A -
éﬁ]?% ?“'r}&?f’dﬂiuﬁﬂi %:%ﬁiﬁﬁ
~F-LZERPLC T EERESC R
B % AR IR ép'
AEHRE|FAP D V5B LE % [=R
| EX T Tl
1.
DATOPOTAMA
B
DERUXTECAN
CMUHI111- DS-2024- 2. Myasthenia Garvis
26. 2024/9/25 Initial 1,3 A
REC3-190 101848-CL CARBOPLATI [Myasthenia gravis]
N
3.
PEMBROLIZU
MAB
1.
DATOPOTAMA
B
DERUXTECAN
CMUHI111- DS-2024- | follow Platelet count decreased
27. 2024/9/27 2. 2,3 A
REC3-190 101667-CN| up 1 [Platelet count decreased]
PEMBROLIZU
MAB
3.CARBOPLAT
IN
Hypokalemia
. [Hypokalaemia]
- Platelet count decreased
DATOPOTAMA
B [Platelet count decreased]
Diarrhea [Diarrhoea]
DERUXTECAN
CMUHI111- DSJ-2024- | follow White blood cell decreased
28. 2024/5/30 2. 23,6 A
REC3-190 125075 up 13 [White blood cell count
PEMBROLIZU
decreased]
MAB
Colitis [Colitis]
3.CARBOPLAT
N Neutrophil count decreased
[Neutrophil count
decreased]
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29.

CMUH111-
REC3-190

2024/9/23

DS-2024-
101191-CN

follow

up 1

1.
DATOPOTAMA
B
DERUXTECAN
2.
CARBOPLATI
N
3.
PEMBROLIZU
MAB

Dyspnea [Dyspnoea]

1,2,3

30.

CMUHI111-
REC3-190

2024/10/2

DS-2024-
102411-ES

Initial

1.CARBOPLAT
IN
2.
PEMBROLIZU
MAB
3.
PEMETREXED

Suspected bacterial
meningitis [Meningitis

bacterial]

2,3

31.

CMUHI111-
REC3-190

2024/9/25

DS-2024-
101848-CL

Initial

1.
DATOPOTAMA
B
DERUXTECAN
2.
CARBOPLATI
N
3.
PEMBROLIZU
MAB

Myasthenia Garvis

[Myasthenia gravis]

1,3

32.

CMUHI111-
REC3-190

2024/8/17

DSJ-2024-
140921

follow

up 4

1.PEMBROLIZ
UMAB
2.
PEMETREXED
3.
CARBOPLATI
N

Hyponatraemia

[Hyponatraemia]

2,3
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Hypokalemia
. [Hypokalaemia]
' Platelet count decreased
DATOPOTAMA
[Platelet count decreased]
B
Diarrhea [Diarrhoea]
DERUXTECAN
CMUHI111- DSJ-2024-| follow White blood cell decreased
33. 2024/5/30 2. 23,61 A
REC3-190 125075 up 14 [White blood cell count
PEMBROLIZU
decreased]
MAB
Colitis [Colitis]
3.CARBOPLAT
Neutrophil count decreased
IN
[Neutrophil count
decreased]
1.
DATOPOTAMA
B
DERUXTECAN
CMUHI111- DS-2024- | follow 2. Myasthenia Garvis
34. 2024/9/25 1,3 A
REC3-190 101848-CL| wup?2 CARBOPLATI [Myasthenia gravis]
N
3.
PEMBROLIZU
MAB
1.
DATOPOTAMA
B
DERUXTECAN
CMUH111- DSJ-2024- | follow
35. 2024/7/25 2. Oral Mucositis [Stomatitis]| 1,3 A
REC3-190 132492 up 3
PEMBROLIZU
MAB
3.CARBOPLAT
IN
113 # 11 * 14 p % 37 B> £ 59 F
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36.

CMUHI111-
REC3-190

2024/10/9

DS-2024-
103163-AU

Initial

1.
DATOPOTAMA
B
DERUXTECAN
2.
PEMBROLIZU
MAB

Pneumonitis [Pneumonitis]

1,3

37.

CMUHI111-
REC3-190

2024/8/27

DSJ-2024-
143011

follow

up 3

1.
DATOPOTAMA
B
DERUXTECAN
2.
PEMBROLIZU
MAB
3.CARBOPLAT
IN

Platelet count decreased

[Platelet count decreased]

38.

CMUHI111-
REC3-190

2024/9/23

DS-2024-
101319-1T

follow

up 2

1.
DATOPOTAMA
B
DERUXTECAN
2.
PEMBROLIZU
MAB
3.CARBOPLAT
IN

immune-related
miocarditis [Immune-

mediated myocarditis]

39.

CMUHI111-
REC3-190

2024/9/28

DS-2024-
103450-BR

follow

up 1

1.
DATOPOTAMA
B
DERUXTECAN
2.
PEMBROLIZU
MAB
3.CARBOPLAT
IN

cardiac tamponade

[Cardiac tamponade]

2,3,6

113 # 11 % 14 p




é@%# ﬁmwxghpzﬁﬂi
- F-tzERFL 34 ¢

$=384f ¢

(Lt P iK)

kg a3

L P

% 2 HaF

2 S gL

i é;’l

£

=

Svd

Zifx

T E

S22

40.

CMUHI111-
REC3-190

2024/10/7

DS-2024-
103389-BR

follow

up 1

DATOPOTAMA

DERUXTECAN

1.

B

2.

PEMBROLIZU
MAB

Dyspnea [Dyspnoea]

1,3

41.

CMUHI111-
REC3-190

2024/9/25

DS-2024-
101848-CL

follow

up 3

1.
DATOPOTAMA
B
DERUXTECAN

2.
CARBOPLATI

N

3.
PEMBROLIZU
MAB

Myasthenia Garvis

[Myasthenia gravis]

1,3

42.

CMUHI111-
REC3-190

2024/10/11

DS-2024-
104637-BR

Initial

1.
DATOPOTAMA
B
DERUXTECAN
2.
PEMBROLIZU
MAB

Dyspnea [Dyspnoea]

113 & 11
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Hypokalemia
. [Hypokalaemia]
' Platelet count decreased
DATOPOTAMA
[Platelet count decreased]
B
Diarrhea [Diarrhoea]
DERUXTECAN
CMUHI111- DSJ-2024-| follow White blood cell decreased
43. 2024/5/30 2. 23,61 A
REC3-190 125075 up 15 [White blood cell count
PEMBROLIZU
decreased]
MAB
Colitis [Colitis]
3.CARBOPLAT
Neutrophil count decreased
IN
[Neutrophil count
decreased]
1.
DATOPOTAMA
B
CMUH111- DS-2024- | follow
44, 2024/10/9 DERUXTECAN|Pneumonitis [Pneumonitis]{ 1,3 | A
REC3-190 103163-AU| up1 5
PEMBROLIZU
MAB
1.
DATOPOTAMA
B
CMUH111- DS-2024- | follow
45. 2024/10/11 DERUXTECAN| Dyspnea [Dyspnoea] 1 A
REC3-190 104637-BR| up1 5
PEMBROLIZU
MAB
1.
DATOPOTAMA
B
DERUXTECAN immune-related
CMUHI111- DS-2024- | follow
46. 2024/9/23 2. miocarditis [Immune- 1 A
REC3-190 101319-IT [ wup3
PEMBROLIZU | mediated myocarditis]
MAB
3.CARBOPLAT
IN
113 # 11 * 14 p % 40 B> £ 59 |
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1.
DATOPOTAMA
B
DERUXTECAN
CMUH111- DSJ-2024- | follow 2.
47. 2024/8/27 Anemia [Anaemia] 23 | A
REC3-190 142987 up5 | CARBOPLATI
N
3.
PEMBROLIZU
MAB
1.
DATOPOTAMA
B
DERUXTECAN
CMUHI111- DS-2024- | follow Platelet count decreased
48. 2024/9/27 2. 2,3 A
REC3-190 101667-CN| wup 2 [Platelet count decreased]
PEMBROLIZU
MAB
3.CARBOPLAT
IN
Hypokalemia
. [Hypokalaemia]
- Platelet count decreased
DATOPOTAMA
B [Platelet count decreased]
Diarrhea [Diarrhoea]
DERUXTECAN
CMUHI111- DSJ-2024- | follow White blood cell decreased
49. 2024/5/30 2. 23,6 A
REC3-190 125075 up 16 [White blood cell count
PEMBROLIZU
decreased]
MAB
Colitis [Colitis]
3.CARBOPLAT
N Neutrophil count decreased
[Neutrophil count
decreased]
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50.

CMUHI111-
REC3-190

2024/9/7

DSJ-2024-
144211

follow

up 4

1.
DATOPOTAMA
B
DERUXTECAN
2.
PEMBROLIZU
MAB

Pneumonitis [Pneumonitis]

1,3

51.

CMUHI111-
REC3-190

2024/10/27

DS-2024-
105728-CN

Initial

1.
DATOPOTAMA
B
DERUXTECAN
2.
PEMBROLIZU
MAB
3. CISPLATIN

Decreased platelet count

[Platelet count decreased]

52.

CMUHI111-
REC3-190

2024/10/2

DS-2024-
102411-ES

follow

up 1

1.
CARBOPLATI
N
2.
PEMBROLIZU
MAB
3.
PEMETREXED

Immune-mediated
encephalitis [Immune-

mediated encephalitis]

2,3

53.

CMUHI111-
REC3-190

2024/10/27

DS-2024-
105728-CN

follow

up 1

1.
DATOPOTAMA
B
DERUXTECAN
2.
PEMBROLIZU
MAB
3. CISPLATIN

Decreased platelet count

[Platelet count decreased]
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1.
DATOPOTAMA
B
CMUHI111- DSJ-2024- | follow |DERUXTECAN] Interstitial pneumonitis
o4, 2024/5/14 23,61 A
REC3-190 121395 up 7 2. CISPLATIN | [Interstitial lung disease]
3.
PEMBROLIZU
MAB
1.
DATOPOTAMA
B
CMUHI111- DS-2024- Septic shock [Septic
55. 2024/10/11 Initial |DERUXTECAN 1 A
REC3-190 106702-BR 5 shock]
PEMBROLIZU
MAB
1.
DATOPOTAMA
B
CMUHI11- DS-2024- | follow
56. 2024/10/11 DERUXTECAN| Dyspnea [Dyspnoea] 1 A
REC3-190 104637-BR| up 2 5
PEMBROLIZU
MAB
1.
DATOPOTAMA
B
CMUH111- DS-2024- | follow |DERUXTECAN]| Decreased platelet count
57. 2024/10/27 2 A
REC3-190 105728-CN| wup?2 2. [Platelet count decreased]
PEMBROLIZU
MAB
3. CISPLATIN
113 # 11 * 14 p % 43 B - £ 59 |
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58.

CMUH113-
REC3-098

2024/9/10

2409ESP00
7852

Initial

#1)
SACITUZUMA
B
TIRUMOTECA
N (sacituzumab
tirumotecan)

Injection

Febrile neutropenia

[Febrile neutropenia]

59.

CMUH113-
REC3-098

2024/9/10

2409ESP00
7852

Followup
1

#1)
SACITUZUMA
B
TIRUMOTECA
N (sacituzumab
tirumotecan)

Injection

Febrile neutropenia

[Febrile neutropenial

60.

CMUH113-
REC3-098

2024/9/10

2409ESP00
7852

Followup
2

#1)
SACITUZUMA
B
TIRUMOTECA
N (sacituzumab
tirumotecan)

Injection

Febrile neutropenia

[Febrile neutropenial

61.

CMUH113-
REC3-098

2024/9/10

2409ESP00
7852

Followup
3

#1)
SACITUZUMA
B
TIRUMOTECA
N (sacituzumab
tirumotecan)

Injection

Febrile neutropenia

[Febrile neutropenial]
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1. ACUTE RESPIRATORY
FAILURE (Acute Lo
respiratory failure) ; '
2.ACUTE ON CHRONIC |
7:Imp
CMUHI11- 2024A0588 [follow up| Blinded for | LIVER FAILURE (Acute
62. 2024/3/8 ortant| A
REC3-077 04 5 Investigator on chronic liver failure)
medic
3.ACUTE RENAL |
a
FAILURE (Acute kidney
event
injury)
4. UROSEPSIS (Urosepsis)
CMUHI11- 2023A1006 |follow up| Blinded for
63. 2023/4/25 COLITIS (Colitis) 2,31 A
REC3-077 12 5 Investigator
CMUHI11- 2023A1006 |follow up| Blinded for
64. 2023/4/25 COLITIS (Colitis) 2,31 A
REC3-077 12 6 Investigator
1.WORSENING OF
TRANSAMINITIS
CMUHI111- 2024A0693 |follow up| Blinded for
65. 2024/3/19 (Hypertransaminasaemia) | 1,3 [ A
REC3-077 78 5 Investigator
2.PANCREATITIS
(Pancreatitis)
1. ACUTE RESPIRATORY
FAILURE (Acute -
respiratory failure) ; '
2.ACUTE ON CHRONIC ,
7:Imp
CMUHI111- 2024A0588 |follow up| Blinded for | LIVER FAILURE (Acute
66. 2024/3/8 ortant| A
REC3-077 04 6 Investigator on chronic liver failure)
medic
3.ACUTE RENAL |
a
FAILURE (Acute kidney
event
injury)
4.UROSEPSIS (Urosepsis)
113 # 11 % 14 p % 45 F > £ 59 F
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1. ACUTE RESPIRATORY
FAILURE (Acute Lo
respiratory failure) ; '
2.ACUTE ON CHRONIC |
7:Imp
CMUHI11- 2024A0588 [follow up| Blinded for | LIVER FAILURE (Acute
67. 2024/3/8 ortant| A
REC3-077 04 7 Investigator on chronic liver failure)
medic
3.ACUTE RENAL |
a
FAILURE (Acute kidney
event
injury)
4. UROSEPSIS (Urosepsis)
PROGRESSIVE DEATH
CMUHI111- 2023A2171 |follow up| Blinded for OF LIVER CANCER
68. 2023/9/20 1 A
REC3-077 71 4 Investigator (Hepatic
cancer)
2,3,
7:Imp
BLOOD BILIRUBIN
CMUH111- 2024A1867|follow up| Blinded for ortant
69. 2024/8/15 INCREASED (Blood A
REC3-077 14 1 Investigator medic
bilirubin increased)
al
event
2,3,
7:Imp
1. HEMATEMESIS
CMUHI11- 2024A2020 Blinded for ortant
70. 2024/9/4 Initial (Haematemesis) A
REC3-077 68 Investigator medic
2.COLITIS (Colitis)
al
event
25 3?
1. HEMATEMESIS
7:Imp
(Haematemesis)
CMUHI111- 2024A2020|follow up| Blinded for ortant
71. 2024/9/3 2.INTESTINAL A
REC3-077 68 1 Investigator medic
OBSTRUCTION |
a
(Intestinal obstruction)
event
CMUHI11- 2024A1136 Blinded for HEART FAILURE 1,2,
72. 2024/5/12 Initial A
REC3-077 56 Investigator [Cardiac failure] 3
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1,2,
CMUH111- 2024A0588 Blinded for 3,
73. 2024/3/8 Initial UROSEPSIS [Urosepsis] A
REC3-077 04 Investigator 7:0th
er
1.ENCEPHALOPATHY(E
XCLUDED
PANCREATIC
ENCEPHALOPATHY
[Encephalopathy]
CMUH111- 2024A0557 Blinded for
74, 2024/3/4 Initial 2.PANCREATITIS 2,3 A
REC3-077 77 Investigator
[Pancreatitis]
3.PNEUMONIA
[Pneumonia]
4 NEUTROPENIA
[Neutropenia]
CMUH111- 2024A0024 Blinded for MYOCARDITIS
75. 2023/12/22 Initial L3 A
REC3-077 35 Investigator [Myocarditis]
TUMOR BLEED WITH
CMUH111- 2024A2125 Blinded for
76. 2024/9/16 Initial HEMOPERITONEUM | 1,3 | A
REC3-077 40 Investigator
[Haemoperitoneum]
202409GL 1,3,
CMUH111- Blinded for
77. 2024/9/28 [ O011986C | Initial Myocarditis [Myocarditis] | 7:Oth| A
REC3-077 Investigator
A er
1,2,
CMUHI111- 2024A1867 Blinded for Hepatic Failure [Hepatic | 3,
78. 2024/8/15 Initial A
REC3-077 14 Investigator failure] 7:0th
er
1.DRUG INDUCED 1,2,
CMUH109- 2023A0480 |follow up| Blinded for |HEPATITIS (Drug-induced| 3,
79. 2023/2/23 A
REC3-160 45 3 Investigator liver injury) 7:0th
2.SEPSIS (Sepsis) er

113 # 11 % 14 p
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80.

CMUH109-
REC3-160

2022/6/18

2022A2294
99

follow up

9

Blinded for

Investigator

1.SUSPECTED
TRACHEO-
ESOPHAGEAL FISTULA
(Acquired 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)
6.PULMONARY
HEMORRHAGE
(Pulmonary haemorrhage)
7.PANCYTOPENIA

(Pancytopenia)

1,2,
3,7
Impor
tant
medic
al

event

81.

CMUH109-
REC3-160

2021/12/9

2022A0895
24

follow up

12

Blinded for

Investigator

HYPERGLYCEMIA
(Hyperglycaemia)

1,3

82.

CMUH109-
REC3-160

2021/12/9

2021A8686
36

follow up

1

Blinded for

Investigator

HEMATEMESIS DUE TO
ARTERIAL
PERFORATION

(Arterial perforation)

83.

CMUH109-
REC3-160

2023/10/18

2023A2401
75

follow up

1

Blinded for

Investigator

GASTROSTOMY TUBE
EXIT (NO MORE
INFORMATION)
(Gastrostomy tube

removal)

2,3,
4,7:
Impor
tant
medic
al

event

113 # 11 % 14 p
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CMUH109- 2023A2290|follow up| Blinded for PNEUMONIA
84. 2023/9/30 L3 A
REC3-160 77 4 Investigator (Pneumonia)
CMUH109- 2021A8492 |follow up| Blinded for
8b. 2021/9/27 ANEMIA (Anaemia) 2 A
REC3-160 84 5 Investigator
CMUH109- 2022A0114 [follow up| Blinded for | UNEXPLAINED DEATH
86. 2022/1/2 1 A
REC3-160 08 4 Investigator (Death)
1.ACUTE RESPIRATORY
FAILURE (Acute
respiratory failure)
2.ASPIRATION
PNEUMONIA (Pneumonia
aspiration)
3. HYPONATREMIA
CMUH109- 2022A1635 |follow up| Blinded for (Hyponatraemia)
87. 2022/4/23 L3 A
REC3-160 97 9 Investigator 4.UPPER AIRWAY
OBSTRUCTION (Upper
airway obstruction)
5.SEPSIS (Sepsis)
6.WORSENING
TRACHEOESOPHAGEA
L FISTULA (Tracheo-
oesophageal fistula)
1,2,
4,7:
FULMINANT Impor
CMUH109- 2022A1787 |follow up| Blinded for
88. 2022/6/13 HEMATEMESIS tant [ A
REC3-160 22 1 Investigator
(Haematemesis) medic
al
event
MYOCARDIAL
CMUH109- 2022A2023 |follow up| Blinded for 1,2,
89. 2022/5/17 INFARCTION A
REC3-160 69 8 Investigator 3
(Myocardial infarction)
113 # 11 * 14 p % 49 B - £ 59 |
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2,3,
7:
FEBRILE Impor
CMUH109- 2022A2820 |follow up| Blinded for
90. 2022/8/8 NEUTROPENIA (Febrile | tant | A
REC3-160 46 4 Investigator
neutropenia) medic
al
event
1.NEUTROPENIA
(Neutropenia)
CMUH109- 2022A1297 |follow up| Blinded for
91. 2022/3/28 2.PERFORED ISCHEMIC| 2,3 | A
REC3-160 99 2 Investigator
COLITIS (Colitis
ischaemic)
1.FEBRILE
NEUTROPENIA (Febrile
neutropenia) 2,3,
2.WHITE BLOOD CELL | 7:
DECREASED (White [Impor
CMUH109- 2022A1797 |follow up| Blinded for
92. 2022/5/4 blood cell tant [ A
REC3-160 62 2 Investigator
count decreased) medic
3.LYMPHOCYTE al
COUNT DECREASED |event
(Lymphocyte count
decreased)
1.HYPERNATREMIA
(Hypernatraemia)
2.AGGRAVATED TYPE 2
CMUH109- 2023A0735|follow up| Blinded for DIABETES (Type 2
93. 2023/3/26 2,3 A
REC3-160 42 3 Investigator diabetes
mellitus)
3.ARRHYTHMIA
(Arrhythmia)
BLINDED
202409GL
CMUHI112- AZD2936/
94, 2024/9/23 | O006231T | Initial Pneumonia [Pneumonia] | 2,3 | A
REC3-166 GEMCITABIN
W E

113 # 11 % 14 p
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BLINDED
202409GL
CMUH112- follow up| AZD2936/ 1,2,
95. 2024/9/23 | 0006231T Pneumonia [Pneumonia] A
REC3-166 1 GEMCITABIN 3
w
E
#1 ) MK-5684
#2)
DEXAMETHA
SONE adrenal insufficiency
CMUH112- 2408 TURO |Followup #3) [Adrenal insufficiency]
96. 2024/8/25 231 A
REC3-189 09319 13 FLUDROCORT| deep vein thrombosis
ISONE [Deep vein thrombosis]
#4)
HYDROCORTI
SONE
#1 ) MK-5684
#2)
FLUDROCORT bilateral pulmonary
CMUH112- 2405ISR00 |Followup
97. 2024/5/2 ISONE embolism [Pulmonary 2,3 A
REC3-189 3871 12
#3) embolism]
DEXAMETHA
SONE
#1 ) MK-5684
#2)
DEXAMETHA
SONE adrenal insufficiency
CMUH112- 2408 TURO |Followup #3) [Adrenal insufficiency]
98. 2024/8/25 231 A
REC3-189 09319 14 FLUDROCORT| deep vein thrombosis
ISONE [Deep vein thrombosis]
#4)
HYDROCORTI
SONE
113 # 11 * 14 p % 51 F > % 59 |
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#1) MK-5684
Intra-abdominal and
#2)
hepatic bleeding [Intra-
DEXAMETHA
CMUH112- 2410CANO abdominal haemorrhage]
99. 2024/10/14 Initial SONE 2 A
REC3-189 06575 #3) Intra-abdominal and
3
hepatic bleeding [Hepatic
FLUDROCORT
haemorrhage]
ISONE
#1 ) MK-5684
#2)
DEXAMETHA
CMUH112- 2410FRAO Subdural hematoma
100 2024/10/17 Initial SONE 2,3 A
REC3-189 08417 ) [Subdural haematoma]
FLUDROCORT
ISONE
#1 ) MK-5684
Intra-abdominal and
#2)
hepatic bleeding [Intra-
DEXAMETHA
CMUH112- 2410CANO [Followup abdominal haemorrhage]
101 2024/10/14 SONE 2 A
REC3-189 06575 1 ) Intra-abdominal and
hepatic bleeding [Hepatic
FLUDROCORT
haemorrhage]
ISONE
#1 ) MK-5684
#2)
DEXAMETHA
SONE adrenal insufficiency
CMUH112- 2408 TURO |Followup #3) [Adrenal insufficiency]
102 2024/8/25 2,3 A
REC3-189 09319 15 FLUDROCORT| deep vein thrombosis
ISONE [Deep vein thrombosis]
#4)
HYDROCORTI
SONE
113 # 11 * 14 p % 52 B> £ 59 |
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#1 ) MK-5684
#2)
CMUH112- 2410FRAO |Followup DEXAMETHA Subdural hematoma
103 2024/10/17 SONE 23| A
REC3-189 08417 1 #3) [Subdural haematoma]
FLUDROCORT
ISONE
#1 ) MK-5684
#2)
DEXAMETHA
CMUH112- 2410FRAO [Followup Subdural hematoma
104 2024/10/17 SONE 23| A
REC3-189 08417 2 ) [Subdural haematoma]
FLUDROCORT
ISONE
#1 ) MK-5684
#2)
DEXAMETHA adrenal insufficiency
SONE [Adrenal insufficiency]
CMUH112- 2408 TURO |Followup #3) fracture in right hip bone
105 2024/8/25 23| A
REC3-189 09319 16 FLUDROCORT [Hip fracture]
ISONE Septic shock [Septic
#4) shock]
HYDROCORTI
SONE
#1 ) MK-5684
#2)
DEXAMETHA Intra-abdominal and
SONE hepatic bleeding [Intra-
106 CMUH112- 5024/10/14 2410CANO [Followup #3) abdominal haemorrhage] 23 A
REC3-189 06575 2 FLUDROCORT Intra-abdominal and
ISONE hepatic bleeding [Hepatic
#4) haemorrhage]
HYDROCORTI
SONE
113 # 11 % 14 p % 53 F > # 59 F
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#1 ) MK-5684
#2)
CMUH112- 2410FRAO |Followup DEXAMETHA Subdural hematoma
107 2024/10/17 SONE 23| A
REC3-189 08417 3 #3) [Subdural haematoma]
FLUDROCORT
ISONE
#1 ) MK-5684
#2)
DEXAMETHA adrenal insufficiency
SONE [Adrenal insufficiency]
CMUH112- 2408 TURO |Followup #3) fracture in right hip bone
108 2024/8/25 23| A
REC3-189 09319 17 FLUDROCORT [Hip fracture]
ISONE Septic shock [Septic
#4) shock]
HYDROCORTI
SONE
#1 ) MK-5684
#2)
DEXAMETHA
CMUH112- 2410FRAO [Followup Subdural hematoma
109 2024/10/17 SONE 23| A
REC3-189 08417 4 ) [Subdural haematoma]
FLUDROCORT
ISONE
#1 ) MK-5684
#2)
DEXAMETHA adrenal insufficiency
SONE [Adrenal insufficiency]
CMUH112- 2408TURO |Followup #3) fracture in right hip bone
110 2024/8/25 23| A
REC3-189 09319 18 FLUDROCORT [Hip fracture]
ISONE Septic shock [Septic
#4) shock]
HYDROCORTI
SONE
113 # 11 % 14 p % 54 F > £ 59 F
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#1) MK-5684
#2)
DEXAMETHA Intra-abdominal and
SONE hepatic bleeding [Intra-
CMUH112- 2410CANO [Followup #3) abdominal haemorrhage]
111 2024/10/14 2 A
REC3-189 06575 3 FLUDROCORT Intra-abdominal and
ISONE hepatic bleeding [Hepatic
#4) haemorrhage]
HYDROCORTI
SONE
#1 ) MK-5684
#2)
DEXAMETHA adrenal insufficiency
SONE [Adrenal insufficiency]
CMUH112- 2408 TURO |Followup #3) fracture in right hip bone
112 2024/8/25 231 A
REC3-189 09319 19 FLUDROCORT [Hip fracture]
ISONE Septic shock [Septic
#4) shock]
HYDROCORTI
SONE
#1 ) MK-5684
) adrenal insufficiency
[Adrenal insufficiency]
DEXAMETHA
CMUH112- 2408TURO |Followup fracture in right hip bone
113 2024/8/25 SONE 2,3 A
REC3-189 09319 20 ) [Hip fracture]
Septic shock [Septic
FLUDROCORT
shock]
ISONE
#1 ) MK-5684
#2)
DEXAMETHA
CMUH112- 2410FRAO |Followup Subdural hematoma
114 2024/10/17 SONE 2,3 A
REC3-189 08417 5 4 [Subdural haematoma]
FLUDROCORT
ISONE
113 # 11 * 14 p % 55 F > £ B9 F
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CMUH112- 2411CZE00
REC3-189 0869

2024/10/15

#1 ) MK-5684
#2)
FLUDROCORT
increased]
Initial ISONE 271 A
AST elevation [Aspartate
#3)
DEXAMETHA
SONE

ALT elevation [Alanine

aminotransferase

aminotransferase

increased]
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CMUH110-REC3-049

I
|~
I

[ =% 2444 ]

1. Incyte INCMORO00208 SUSAR LL (31Jan2024 to
30Jul2024) w/ cover letter

*38% ¥ 5 L H - MOR208(Tafasitamab)

g rMAFLEF 12024 & 01 F 31 p 3 2024 & 07 ¥
30p
2. MOR208C310 DSUR No.12 Final blinded 19Sep24
*R% E P LA 0 MOR208(Tafasitamab)

* rMIFL PR 202307 7 31 p 3 2024 & 070
30 p

CMUHI107-REC3-161

\‘%\
uis
#

[B% X552 8 4]
*i A 1 1127957
*p Hp 12024 & 06 7 18 p

CMUH113-REC3-098 9 ARk

[ 2144 ]

*ERE P LA T MK-2870

A% PMAR A PR 12024 £ 027 22 p % 2024 # 08 ¢
21 p

CMUH107-REC3-004 | #8% f

[ 21474 ]

*:E 5% F 4 ¢4 : Durvalumab (MEDI4736)
*E pMHFLYEF Il E07Y 13 X 112F01 2 12
2

[z#= 244 ]

*:E ok # 4 ¢4 ° Durvalumab (MEDI4736)
*g PMFLHEF CII2£01 2 13 p 3 112 # 04 % 30
2

[z#= 244 ]

*#5% ¥ ¢4 Durvalumab (MEDI4736)
*E rMFLPEF CII2E052 01 p 3 112# 10 * 31
2

[z#= 244 ]

*5% ¥ ¢4 Durvalumab (MEDI4736)

113 # 11 % 14 p
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By *§ S LA FANE
g PMFLHEF CI2F11 2 0l p X 113 #0477 30
2
[ 2P ]
*3R% ¥ 5 AL Tremelimumab
g PMFLHEF I EO07TY 13p 2 112 #0017 12
2
[ % 2244 ]
*E% ¥ 4 AL Tremelimumab
*g MMEFLHEF 1122012 13p 3 112# 07 % 12
2
[ % 2p4p4]
*H% F 4 4L 1 Tremelimumab
g pMIFLDPF CII2E07 2 13 p 2 113 & 01 % 12
2
(2= 2144 ]
*H% F 4 4L 1 Tremelimumab
*E PMFLHEF CII3£01 2 13p 3 113 & 04 % 20
2
[z 2P42]
- *R% E P LA Milvexian
5. | CMUHI2REC3-204 | HFRIE | 4 4 () SSSR milvexian_Blinded 08Dec2023-07Jun2024
2 p #:2024/7/24, & F F B 2023/12/8-2024/6/7
(£¢]
FNE IS B A BRPAT 2024925 E1F E B AL %
L®9, PHEFHERTAKFT - ﬂ\%m&f#ai ¥
1139058224 & 3 » % }F B ER - M L A pé"k ot
AU R AR 4o
pé‘,%éi EREF R R A EZE Version 5.0 6% 44 &£ 37%
EiEiEe HAaEp o PRRATEE
% t42 % VIP-300 % = = /29 » # HBsAg k& & |
3 %5 200 [UAML » % {6 4 »
T - R E T A R0 B aE B E
% % Version 5.0 end{ {7 > gt - &
iﬁg—g AT T % 2 30 frdew RS A A R G a0l A
6. CMUHI111-REC3-118 T kL

d *?’5556? 34 3 Version 4.0 (11 September 2023) 2 #c 40 »
PR g o $op HBsAg kR
A4¢ 4 200 IU/mL mz"iﬁ—‘ﬁ (prigidd “A3r X E30 10 4r
o3 8 3 4,000 [U/mL” 13 #c &
"R E 10 foo] 2t E 20 200 IU/ML”) o d 30T g pE
Bk > Vi et 2o
HBsAg ik B g f s 4 ) FTREMBPHE - BHd3e
[A;\r;;fﬁ i Hop f'Z_ET;’:iF\)‘ 174 4%
é—'k PGl i’«;’:;é—‘ﬁ HBsAg 5&5‘.&1@ 200 IU/mL -
® B L REALE o fgéi’:éi
7 e HBsAg ik & 4238 200 TU/mL » rﬂtL A BEENE 2
MeFAG PF R o

ViR iﬁﬁi?"% B R AL AES% Part | B FTehE 2R
% » VTP-300 DSUR (01 August

113 # 11 % 14 p

% 57 F > £ 59 F
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3 ¢ FEP G

ERE= S

2024 5 FALE 0 p 1 18 June2024) *H 113 £ 8 7 15 p
# % 3 TFDA(® %
D 1139060512) » E M & § kP AR EITE BT
M2 E H VTP-300 x5 87 b "G 32 04
o AR P SRBRRF Y RE & ERA
AEFE S RN - AR A PR s (8 A e
FAF R
Wi TR EF A
132% B pE v B 39(20Sep2024) i Pt 22557 14 4y TR
aF it
1‘@‘1’*}51@1&7‘%§§EI
LR v B 51(20Sep2024)2.385% 1 3 A FiF 12 &
(18SEP2024)
33R% % - 3nA 3 A E 2L (27 August 2024)
455R 18 M A F 5 (11 Sep 2024)

[z % 282 ]

*#5% ¥4 ¢4 Finerenone

*E rMHFLYPREF 113 E03 2 01p 2 113 & 05 % 31
2

(% 21442 ]

*#5% ¥4 ¢4 Finerenone

*E rMHFLYPRF 113 E06 % 01p 2 113 & 08 * 31
P

o
B3

7. CMUH111-REC3-052 7%

[z 242 ]

R &Y L4 ipilimumab

*g PMHRLHF 02020F 04 % 04p F 2023 & 10 °
01 p

[ 2i24p4 ]

*H% P LA nivolumab

*E MMARLWF 12020 07 2 04 p 3 2024 & 07 *
03 p

(2]

*m % ! ipilimumab DSUR

LY 12020F 03 % 25 P 3 2024 & 03 " 24
[34)

*M % ! nivolumab DSUR

FLY R 12020F 07 % 04 P I 2022 & 07 % 03

ﬂ!‘ﬂ
*

8. CMUH108-REC3-169 B

[ % 2142 ]

*:#5% Z 4 ¢ A Nanatinostat

*g PMHRLHF 12023 2108 27 % 2024 £ 04 *
26 P

[ @3 2 379742 ]

*:#5% Z 4 ¢ A Nanatinostat

*g pMIFALHEF 2021 F 107 28 p % 2022 F 10 ?
27 p

*g MR LHF 02022 & 107 28 p % 2023 £ 10 *
27 p

e
\1_
&

9. CMUH110-REC3-209

[FhiFHs FELH 4]
*5 A& 1 CO42177 Layperson summary — Taiwan Chinese V1,
dated Sep-2024

|

f5:
&

10. CMUH109-REC3-081

113 # 11 % 14 p % 58 F > £ 59 F
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