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9. 2024/3/22 1 A
REC3-104 97 1 Investigator CAUSE (Death)
1,2,
3,
1.PNEUMONIA
7:Imp
CMUH109- 2024A0769 |follow up| Blinded for (Pneumonia)
10. 2024/3/29 ortant| A
REC3-104 94 1 Investigator 2.LFT (Suspected drug-
medic
induced liver injury) |
a
event
1,2,
3,
1.PNEUMONIA
7:Imp
CMUH109- 2024A0769 |follow up| Blinded for (Pneumonia)
11. 2024/3/29 ortant| A
REC3-104 94 2 Investigator 2.LFT (Suspected drug-
medic
induced liver injury) |
a
event
1,2,
1.INCREASED OF
35
LIVER FUNCTION
7:Imp
CMUH109- 2024A0769 |follow up| Blinded for |TESTS (Liver function test
12. 2024/3/29 ortant| A
REC3-104 94 3 Investigator increased)
medic
2.PNEUMONIA |
a
(Pneumonia)
event
2,3,
1.PULMONARY FOCUS |7:Imp
CMUH109- 2024A0994 Blinded for SEPSIS (Sepsis) ortant
13. 2023/9/6 Initial A
REC3-104 29 Investigator 2.HYPOKALEMIA  |medic
(Hypokalaemia) al
event

113 # 057" 30 p




ﬂﬂ?# §%ﬁ£§hpiﬁﬂiﬁg¥3$§iﬁg

—

A-LZE2R¥>XF 4 ERES(C K
B X 2HF | FEH
eSS | FAp TRER A 5k |
B 2 5 &
Datopotamab
CMUHI111- DSJ-2023- | Follow deruxtecan,
14. 2023/11/29 Dyspnoea 2 A
REC3-190 149818 up 6 |Pembrolizumab,
Carboplatin
HEPATIC
CMUHI111- 2024A0283 |follow up| Blinded for
15. 2024/2/1 ENCEPHALOPATHY L3 ] A
REC3-077 20 1 Investigator
(Hepatic encephalopathy)
CMUHI111- 2024A0024 |follow up| Blinded for MYOCARDITIS
16. 2023/12/22 L3 A
REC3-077 35 3 Investigator (Myocarditis)
CMUH111- 2023A2290|follow up| Blinded for | THROMBOCYTOPENIA
17. 2023/9/29 2,31 A
REC3-077 74 5 Investigator (Thrombocytopenia)
1,7:
IMMUNE CHECKPOINT |Impor
CMUHI11- 2024A0467 [follow up| Blinded for INHIBITOR INDUCED | tant
18. 2024/2/19 A
REC3-077 90 1 Investigator HEPATITIS (Immune- |mede
mediated hepatitis) cal
event
LIVER DYSFUNCTION
CMUH111- 2023A1484 |follow up| Blinded for
19. 2023/6/25 (Hepatic function 2,31 A
REC3-077 90 3 Investigator
abnormal)
CMUHI11- 2023A2622 (follow up| Blinded for LUNG INFECTION
20. 2023/11/16 2 A
REC3-077 51 3 Investigator (Pneumonia)
1, 7:
IMMUNE CHECKPOINT [Impor
CMUHI111- 2024A0467 |follow up| Blinded for INHIBITOR INDUCED | tant
21. 2024/2/19 A
REC3-077 90 2 Investigator HEPATITIS (Immune- |mede
mediated hepatitis) cal
event
1.HYPOPHYSITIS
CMUH111- 2024A0596 |follow up| Blinded for (Hypophysitis)
22. 2024/2/28 2,31 A
REC3-077 49 1 Investigator 2.HYPONATREMIA
(Hyponatraemia)
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1.HYPONATREMIA
CMUHI111- 2024A0508 Blinded for (Hyponatraemia)
23. 2024/2/28 Initial 2,3 A
REC3-077 98 Investigator 2.HYPOPHYSITIS
(Hypophysitis)
1,7:
Impor
HEPATOBILLARY
CMUHI111- 2024A0467 |follow up| Blinded for tant
24, 2024/2/19 DISORDER, HEPATITIS A
REC3-077 90 3 Investigator mede
(Hepatitis)
cal
event
LIVER DYSFUNCTION
CMUHI111- 2023A1484 |follow up| Blinded for
25, 2023/6/25 (Hepatic function 2,3 A
REC3-077 90 4 Investigator
abnormal)
HEPATOBILLARY
CMUHI111- 2024A0467 |follow up| Blinded for
26. 2024/2/19 DISORDER, HEPATITIS | 2,3 | A
REC3-077 90 4 Investigator
(Hepatitis)
HEPATOBILLARY
CMUHI111- 2024A0467 |follow up| Blinded for
27. 2024/2/19 DISORDER, HEPATITIS | 2,3 | A
REC3-077 90 5 Investigator
(Hepatitis)
SEPTIC-LIKE SHOCK
ASSOCIATED WITH
CMUH111- 2024A0667 Blinded for
28. 2024/3/17 Initial FEBRILE 2,31 A
REC3-077 39 Investigator
NEUTROPENIA (Septic
shock)
1.NEUTROPENIA
(Neutropenia)
CMUHI11- 2024A0557 [follow up| Blinded for 2.ENCEPHALOPATHY
29. 2024/3/4 2,3 A
REC3-077 77 1 Investigator (Encephalopathy)
3.PANCREATITIS
(Pancreatitis)
CMUH111- 2024A0586|follow up| Blinded for SEPTIC SHOCK (Septic
30. 2024/3/9 L3 A
REC3-077 40 3 Investigator shock)
INFECTIOUS
CMUHI111- 2023A1838|follow up| Blinded for
31. 2023/7/26 PNEUMONIA 2,3 A
REC3-077 39 4 Investigator
(Pneumonia)
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32.

CMUH111-
REC3-077

2024/3/4

2024A0557
77

follow up

2

Blinded for

Investigator

1.DISTRESS DUE TO
RESPIRATORY
PNEUMONIA
(Pneumonia)
2.ENCEPHALOPATHY
(Encephalopathy)
3.NEUTROPENIA
(Neutropenia)
4.PANCREATITIS

(Pancreatitis)

2,3

33.

CMUHI111-
REC3-077

2024/3/4

2024A0557
717

follow up

3

Blinded for

Investigator

1.NEUTROPENIA
(Neutropenia)
2.HYPOXEMIC
PNEUMONIA
(Pneumonia)
3.ENCEPHALOPATHY (E
XCLUDED
PANCREATIC
ENCEPHALOPATHY
(Encephalopathy)
4 PANCREATITIS

(Pancreatitis)

2,3

34.

CMUHI111-
REC3-077

2023/5/7

2023A1123
78

follow up

7

Blinded for

Investigator

COLITIS (Colitis)

1,2,

35.

CMUHI111-
REC3-077

2024/3/8

2024A0588
04

follow up

1

Blinded for

Investigator

URINARY TRACT
INFECTION (Urinary tract

infection)

1,3

36.

CMUHI111-
REC3-077

2023/5/7

2023A1123
78

follow up

8

Blinded for

Investigator

COLITIS (Colitis)

2,3

37.

CMUHI111-
REC3-077

2024/3/17

2024A0667
39

follow up

1

Blinded for

Investigator

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

neutropenia)

2,3
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CMUHI111- 2024A0586 |follow up| Blinded for SEPTIC SHOCK (Septic
38. 2024/3/9 L3 A
REC3-077 40 4 Investigator shock)
CMUH107- 2024A0187|follow up| Blinded for PNEUMONITIS
39. 2024/1/22 2,3 A
REC3-175 55 2 Investigator (Pneumonitis)
CMUH107- 2024A0187|follow up| Blinded for PNEUMONITIS
40. 2024/1/22 2,3 A
REC3-175 55 3 Investigator (Pneumonitis)
CMUH109- 2023A2911 [follow up| Blinded for HOARSE VOICE
41. 2023/12/20 L3 A
REC3-160 90 2 Investigator (Dysphonia)
1.LHYPOTENSION
(Hypotension)
CMUH109- 2023A1538|follow up| Blinded for
42. 2023/7/3 2.ESOPHAGOPLEURAL | 2,3 | A
REC3-160 08 6 Investigator
FISTULA
(Oesophagopleural fistula)
1.AGGRAVATED TYPE 2
DIABETES (Type 2
diabetes mellitus)
CMUH109- 2023A0735|follow up| Blinded for
43. 2023/3/26 2.HYPERNATREMIA | 2,3 | A
REC3-160 42 5 Investigator
(Hypernatraemia)
3.ARRHYTHMIA
(Arrhythmia)
CMUH109- 2022A0895 [follow up| Blinded for |[ESOPHAGEAL FISTULA
44, 2022/2/1 L3 A
REC3-160 03 9 Investigator (Oesophageal fistula)
BILATERAL
CMUH109- 2023A2401 |follow up| Blinded for BACTERIAL
45, 2023/10/16 L3 A
REC3-160 28 4 Investigator [PNEUMONIA (Pneumonia
bacterial)
CMUH109- 2024A0148 |follow up| Blinded for
46. 2024/1/7 DEATH (Death) 1 A
REC3-160 39 1 Investigator
CMUH109- 2024A0027 |follow up| Blinded for SEPTICOPYEMIA
47. 2024/1/3 L2 A
REC3-160 50 1 Investigator (Sepsis)
1.NEUTROPENIA
(Neutropenia)
CMUH109- 2022A1297|follow up| Blinded for
48. 2022/3/28 2.PERFORED ISCHEMIC| 2,3 | A
REC3-160 99 3 Investigator
COLITIS (Colitis
ischaemic)
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49,

CMUH109-
REC3-160

2022/6/18

2022A2278
97

follow up

7

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)
6.PULMONARY
HEMORRHAGE
(Pulmonary haemorrhage)
7.PANCYTOPENIA

(Pancytopenia)

1,2,

50.

CMUH109-
REC3-160

2022/2/1

2022A0895
03

follow up

10

Blinded for

Investigator

ESOPHAGEAL FISTULA
(Oesophageal fistula)

1,3

51.

CMUH109-
REC3-160

2023/8/10

2023A2029
62

follow up

3

Blinded for

Investigator

ESOPHAGEAL FISTULA
(Oesophageal fistula)

2,3

52.

CMUH109-
REC3-160

2024/3/21

2024A0697
57

Initial

Blinded for

Investigator

HYPOKALEMIA
(Hypokalaemia)

2,3

53.

CMUH109-
REC3-160

2023/6/12

2023A1387
26

follow up

2

Blinded for

Investigator

1.UNEXPLAINED
DEATH (Death)
2.ESOPHAGEAL
FISTULA (Oesophageal

fistula)

54.

CMUH109-
REC3-160

2023/9/9

2024A0034
08

follow up

1

Blinded for

Investigator

UNEXPLAINED DEATH
(Death)
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1. HYPOKALEMIA
CMUH109- 2021A8010|follow up| Blinded for (Hypokalaemia)
55. 2021/11/7 2,3 A
REC3-160 62 9 Investigator 2.HYPONATREMIA
(Hyponatraemia)
CMUH109- 2023A2290|follow up| Blinded for PNEUMONIA
56. 2023/9/30 L3 A
REC3-160 77 3 Investigator (Pneumonia)
CMUH109- 2023A2029 [follow up| Blinded for [ESOPHAGEAL FISTULA
57. 2023/8/9 2,3 A
REC3-160 62 4 Investigator (Oesophageal fistula)
1,3,
7:
INTERSTITIAL LUNG |Impor
CMUH109- | 2023/9/UN (2023A2059 |follow up| Blinded for
58. DISEASE (Interstitial lung| tant | A
REC3-160 K 55 4 Investigator
disease) medic
al
event
CMUH109- 2024A0697 |follow up| Blinded for HYPOKALEMIA
59. 2024/3/21 2,3 A
REC3-160 57 1 Investigator (Hypokalaemia)
CMUH109- 2022A0895 [follow up| Blinded for [ESOPHAGEAL FISTULA
60. 2022/2/1 L3 A
REC3-160 03 11 Investigator (Oesophageal fistula)
GI Distress [Abdominal
Blinded discomfort]
Semaglutide | C6- C7 Cord compression
CMUH111-
61. 2022/12/15 | 1015661 Initial | (Placebo Tablet) [Cervical cord 2,3 A
REC3-091
Tablet, 3, 7, 14 compression]|
mg metastatic prostate cancer
[Prostate cancer metastatic]
1) IMMUNE MEDIATED
CMUH109- 2022- RELATLIMAB;
62. 2022/11/20 follow up MYASTHENIA GRAVIS | 2.3 A
REC3-185 142914 NIVOLUMAB
2) MYOPATHY
1) PULMONARY FOCUS
LAZERTINIB SEPSIS
CMUH109- 202208650 [follow up
63. 2022/7/26 AMIVANTAM 2) RESPIRATORY 23 A
REC3-168 40(35) 35
AB( FAILURE
3) PNEUMONIA
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1) IN-HOSPITAL
PNEUMONIA
CMUH109- 202306566 [follow up| LAZERTINIB 2) PNEUMONIA
64. 2023/6/22 1231 A
REC3-168 70(12) 12 OSIMERTINIB | 3) THROMBOEMBOLIC
EVENT
4) DYSPNEA
PEMBROLIZU
MAB,
CMUHI111- DSJ-2023-| Follow Acute renal failure [Acute
65. 2023/12/16 CARBOPLATI 1 A
REC3-190 152209 up 4 kidney injury]
N,
PEMETREXED
PEMBROLIZU
MAB,
CMUHI111- DSJ-2023-| Follow Pneumonia [Pneumonia]
66. 2023/12/26 CARBOPLATI 1 A
REC3-190 153579 up 6 Pneumonitis [Pneumonitis]
N,
PEMETREXED
DATOPOTAMA
B
CMUH111- DSJ-2024- DERUXTECAN]| Interstitial pneumonitis
67. 2024/5/14 Initial 2,3 A
REC3-190 121395 , CISPLATIN, | [Interstitial lung disease]
PEMBROLIZU
MAB

113 # 057" 30 p
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#1)
PEMBROLIZU
MAB
(pembrolizumab
) Solution for
injection
#2 ) MK-7902
(lenvatinib
mesylate)
CMUH110- 2401THAO |Followup Capsule Acute gastroenteritis
2024/1/2
REC3-102 01037 8 #3) [Gastroenteritis]
CISPLATIN
(7902 STUDY)
(Cisplatin)
Injection
#4)5-
FLUOROURAC
IL (7902
STUDY) (5-

Fluorouracil)

Injection
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69.

CMUH110-
REC3-102

2024/3/5

2403KOR0
02724

Followup

#1)
PEMBROLIZU
MAB
(pembrolizumab
) Solution for
injection
#2 ) MK-7902
(lenvatinib
mesylate)
Capsule
#3)
OXALIPLATIN
(7902 STUDY)
(oxaliplatin)
Injection
#4)
LEUCOVORIN
(7902 STUDY)
(Leucovorin)
Injection
#5)5-
FLUOROURAC
IL (7902
STUDY) (5-
Fluorouracil)

Injection

neutropenia]

Neutropenic fever [Febrile

Septic shock [Septic

shock]

2,3

113 # 057" 30 p




ﬂm?% §%ﬁ&§hpiﬁﬂiﬁg¥3$§1ﬁg
ERFAXFREREE( PR

—

P~

* ¢ ¥

el

% AR
2 ¥

S

5]

"rﬁ
e

i

F A

Rt
*ﬂ

e

70.

CMUH110-
REC3-102

2024/1/2

2401THAO
01037

Followup
9

#1)
PEMBROLIZU
MAB
(pembrolizumab
) Solution for
injection
#2 ) MK-7902
(lenvatinib
mesylate)
Capsule
#3)
CISPLATIN
(7902 STUDY)
(Cisplatin)
Injection
#4)5-
FLUOROURAC
IL (7902
STUDY) #4 )
(5-Fluorouracil)

Injection

Acute gastroenteritis

[Gastroenteritis]

2,3

71.

CMUH110-
REC3-102

2023/12/20

2401JPNOO
7621

Followup
7

#1 ) MK-7902
(lenvatinib
mesylate)

Capsule
#2)
PEMBROLIZU
MAB
(pembrolizumab
) Solution for

injection

Colitis [Colitis]

2,3
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72.

CMUH110-
REC3-102

2024/3/5

2403KOR0
02724

Followup

#1)
PEMBROLIZU
MAB
(pembrolizumab
) Solution for
injection
#2 ) MK-7902
(lenvatinib
mesylate)
Capsule
#3)
OXALIPLATIN
(7902 STUDY)
(oxaliplatin)
Injection
#4)
LEUCOVORIN
(7902 STUDY)
(Leucovorin)
Injection
#5)5-
FLUOROURAC
IL (7902
STUDY) (5-
Fluorouracil)

Injection

neutropenia]

Neutropenic fever [Febrile

Septic shock [Septic

shock]

2,3
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#1)
PEMBROLIZU
MAB
(pembrolizumab

) Solution for
injection
#2)
CMUH110- 2404CHNO Hyperglycemia
2024/3/28 Initial | PACLITAXEL
REC3-102 00799 [Hyperglycaemia]
(7902 STUDY)
(paclitaxel)
Injection
#3)
CISPLATIN
(7902 STUDY)
(Cisplatin)

Injection
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74.

CMUH110-
REC3-102

2024/3/5

2403KOR0
02724

Followup

#1)
PEMBROLIZU
MAB
(pembrolizumab
) Solution for
injection
#2 ) MK-7902
(lenvatinib
mesylate)
Capsule
#3)
OXALIPLATIN
(7902 STUDY)
(oxaliplatin)
Injection
#4)
LEUCOVORIN
(7902 STUDY)
(Leucovorin)
Injection
#5)5-
FLUOROURAC
IL (7902
STUDY) (5-
Fluorouracil)

Injection

neutropenia]

Neutropenic fever [Febrile

Septic shock [Septic

shock]

2,3
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75.

CMUH110-
REC3-102

2023/12/20

2401JPNOO
7621

Followup

8

#1 ) MK-7902
(lenvatinib
mesylate)

Capsule
#2)
PEMBROLIZU
MAB
(pembrolizumab
) Solution for

injection

Colitis [Colitis]

2,3

76.

CMUH110-
REC3-102

2023/12/20

2401JPNOO
7621

Followup
9

#1 ) MK-7902
(lenvatinib
mesylate)

Capsule
#2)
PEMBROLIZU
MAB
(pembrolizumab
) Solution for

injection

Colitis [Colitis]

2,3
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#1)
PEMBROLIZU
MAB
(pembrolizumab
) Solution for
injection
#2)
CMUH110- 2404CHNO |Followup Hyperglycemia
77. 2024/3/27 PACLITAXEL 23| A
REC3-102 00799 2 [Hyperglycaemia]

(7902 STUDY)
(paclitaxel)
Injection
#3)
CISPLATIN
(7902 STUDY)
(Cisplatin)

Injection
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78.

CMUH110-
REC3-102

2024/2/4

2402ARGO
01997

Followup

7

#1 ) MK-7902
(lenvatinib
mesylate)

Capsule
#2)
PEMBROLIZU
MAB
(pembrolizumab

) Solution for
injection

#3)
OXALIPLATIN
(7902 STUDY)
(oxaliplatin)
Injection
#4)
LEUCOVORIN

(7902 STUDY)

(Leucovorin)
Injection

#5)5-
FLUOROURAC
IL (7902
STUDY) (5-

Fluorouracil)

Injection

dehydration [Dehydration]

1,3
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79.

CMUH110-
REC3-102

2022/11/20

2212CHLO
03745

Followup

19

#1)
PEMBROLIZU
MAB
(pembrolizumab
) Solution for
injection
#2)
LEUCOVORIN
(7902 STUDY)
(Leucovorin)
Injection
#3)
OXALIPLATIN
(7902 STUDY)
(oxaliplatin)
Injection
#4) 5-
FLUOROURAC
IL (7902
STUDY) (5-
Fluorouracil)
Injection
#5)
PREDNISONE
(PREDNISONE

)

Respiratory insufficiency
[Respiratory failure]
Pneumonitis [Pneumonitis]
Sepsis [Sepsis]
Nosocomial pneumonia

[Pneumonia]

1,3
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80.

CMUH110-
REC3-102

2024/3/5

2403KOR0
02724

Followup

10

#1)
PEMBROLIZU
MAB
(pembrolizumab
) Solution for
injection
#2 ) MK-7902
(lenvatinib
mesylate)
Capsule
#3)
OXALIPLATIN
(7902 STUDY)
(oxaliplatin)
Injection
#4)
LEUCOVORIN
(7902 STUDY)
(Leucovorin)
Injection
#5)5-
FLUOROURAC
IL (7902
STUDY) (5-
Fluorouracil)

Injeciton

neutropenia]

Neutropenic fever [Febrile

Septic shock [Septic

shock]

2,3

113 # 057" 30 p
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#1 ) MK-7902
(lenvatinib
mesylate)
Capsule Immune-mediated hepatitis
CMUH110- 2311CHNO |Followup
81. 2023/11/15 #2) [Immune-mediated 2,3 A
REC3-102 08626 13
PEMBROLIZU hepatitis]
MAB
(pembrolizumab
) Solution for
injection
113 #05 % 30 p % 48 F > £ 56 |
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CMUH110-
REC3-102

2024/3/5

2403KOR0
02724

Followup

11

#1)
PEMBROLIZU
MAB
(pembrolizumab
) Solution for
injection
#2 ) MK-7902
(lenvatinib
mesylate)
Capsule
#3)
OXALIPLATIN
(7902 STUDY)
(oxaliplatin)
Injection
#4)
LEUCOVORIN
(7902 STUDY)
(Leucovorin)
Injection
#5)5-
FLUOROURAC
IL (7902
STUDY) (5-
Fluorouracil)

Injeciton

neutropenia]

Neutropenic fever [Febrile

Septic shock [Septic

shock]

2,3

113 # 057" 30 p
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A-LZ2R%AX2EEHREEC 2R
B X 2HF | FEH
eSS | FAp TRER A 5k |
B 2 5 &
#1)
PEMBROLIZU
MAB
(pembrolizumab
) Solution for
injection
#2)
CMUH110- 2404CHNO |Followup Hyperglycemia
83. 2024/3/27 PACLITAXEL 23| A
REC3-102 00799 3 [Hyperglycaemia]

(7902 STUDY)
(paclitaxel)
Injection
#3)
CISPLATIN
(7902 STUDY)
(Cisplatin)

Injection

113 # 057" 30 p
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84.

CMUH110-
REC3-102

2023/2/3

2302JPNO0O
1685

Followup
35

#1)
PEMBROLIZU
MAB
(pembrolizumab
) Solution for
injection
#2 ) MK-7902
(lenvatinib
mesylate)
Capsule
#3)
OXALIPLATIN
(7902 STUDY)
(oxaliplatin)
Injection
#4)
LEVOLEUCOV
ORIN (7902
STUDY)
(levoleucovorin)
Injection
#5)5-
FLUOROURAC
IL (7902
STUDY) (5-
Fluorouracil)

Injection

intestine perforation]

Septic shock [Septic

shock]
Lung infection

[Pneumonia]

Colonic perforation [Large

2,3

113 # 057" 30 p
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CMUH110-
REC3-102

2023/12/20

2401JPNOO
7621

Followup

10

#1 ) MK-7902
(lenvatinib
mesylate)

Capsule
#2)
PEMBROLIZU
MAB
(pembrolizumab
) Solution for

injection

Colitis [Colitis]

2,3 A

86.

CMUH110-
REC3-102

2024/3/27

2404CHNO
00799

Followup
4

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

Injection

Hyperglycemia
[Hyperglycaemia]

2,3 A

87.

CMUH107-
REC3-139

2023/8/8

2023A1843
80

follow up

4

CISPLATIN/
GEMCITABIN
E

ACUTE MYELOID
LEUKEMIA (Acute

myeloid leukaemia)

1,2,
3,
7:Imp
ortant| A
Medi

cal

Event

113 # 057" 30 p
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CMUH107- 2023A2623 |follow up| DURVALUMA BACTEREMIA
88. 2023/11/11 2,3,
REC3-139 06 1 B (Bacteraemia)
CMUH107- 2023A2623 [follow up| DURVALUMA BACTEREMIA
89. 2023/11/11 2,3,
REC3-139 06 2 B (Bacteraemia)
CMUH107- 2023A2623 [follow up| DURVALUMA BACTEREMIA
90. 2023/11/11 2,3,
REC3-139 06 3 B (Bacteraemia)
(3R] P& FH -
R FEEwEAREL
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[z % 2382 ]
1. CMUHI112-REC3-189 T RET | *RRESF L MK-5684
*E rMIFLPRE 1202387 8p 3 2024&2% TR
QAR |
Notification of Potential Serious Breach, v 1.0 930219584
issued by BMS on 24 February 2024
. *Eap o113 #0200 24
2. CMUH107-REC3-114 ¥ = iy f],; F,; g
i 5]
Dear Investigator Letter (Alimentiv PII Potential Serious
Breach) [18-APR-2024]
*ESp 113047 18 p
L 5]
Notification of Potential Serious Breach, v 1.0 930219584
issued by BMS on 24 February 2024
¥R dp o113 & 02 % 24
3. CMUHIO07-REC3-112 | # =i | "o "

(s 5]
Dear Investigator Letter (Alimentiv PII Potential Serious
Breach) [18-APR-2024]
*Eap g 113 #0407 18 F

CMUH107-REC3-113 Rz

[Fef maw ]
Notification of Potential Serious Breach, v 1.0 930219584
issued by BMS on 24 February 2024
*Edop 113 #0270 24 p

LA 5]
Dear Investigator Letter (Alimentiv PII Potential Serious
Breach) [18-APR-2024]
*Eap 113 & 047 18 p

5. CMUH112-REC3-166

o A8k

(% 2pap2 ]

*Eok F 4 LA ¢ Rilvegostomig (AZD2936)
*E AMAFLHDEF 112E£ 077 06 2
f

6. CMUHI109-REC3-131

[## % 2432 ]
*iRok F 4 AL ¢ Tiragolumab
g 2L 2023 F 47 22 p 2023 & 10 *

£
=L

113 # 057" 30 p

% B3 F > £ 56 F
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*H%E P LA Atezolizumab

*g MMHIRLHF 12023 #5718 p 1 2023 & 11 °
17 P

CMUH111-REC3-155

—
d—
-
S

[DSMB ii-3%:d ++])

*AGRE A pE 12023 #0800 11 p

(EEIEIESELE

*H% F P ¢ 0 mRNA-1010 vaccine

*E pMAFL BT 12023 2060 25p 3 2023 & 12!
24 p

(a2 2pdpr]

*H% F P ¢ ' mRNA-1010 vaccine

*E rMIFL PR 2022 F 127 25 p 3 2023 & 067
24 p

[z %282 ]

*H% E P LA 0 mRNA-1010 vaccine

*E DM AFL R 120222067 25p 3 2022 & 12 °°
24 p

CMUH109-REC3-111

W
|-
ﬂ

[##]
RAFAE S
AbbVie's Navitoclax Clinical Development Program Letter,
dated 29 April 2024
M20-178 Study Activities for Study Discontinuation Letter,
dated 30 April 2024

CMUH111-REC3-100

[Larasrc2p]

*5 A&t Version 5.0

*Pp 2023 & 127 06 P

[ 242 ]

Development Safety Update Report #03, Period covered:
280ct2022-270ct2023

#3256 ¥4 L0 SGNI

*E PMAFLHF 2022107 28 p 3 2023 & 10
27 p

[z#= 2142 ]

Development Safety Update Report #03, Period covered:
280ct2022-270ct2023 — Executive Summary

R ES LA SGNI

*E MM AFLHRF 12022107 28p 3 2023 & 10 *
27 B

[ 2142 ]

Monthly Safety Report, reporting period: 01Jan2024-
31Jan2024

*HHEES LA SGNI

*E PMAFLHF 12024 2007 01 p 2 2024 & 01
31 p

[ 2papd]

Monthly Safety Report, reporting period: 01Feb2024-
29Feb2024

*#5% 4 4 1 SGNI

*E rMAFLHRF 12024027 0l p 3 2024 & 02 *
29 p

113 # 057" 30 p
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Monthly Safety Report, reporting period: 01Mar2024-
31Mar2024
*:#% ¥ £4f 0 SGNI
*E pMAFL BT 120242030 01l p 3 2024 & 03
31 p
(2]
hE
(1) SAE line listing Mar2024
(2) AESI CIOMS_Chinese version
(3) AESI CIOMS English version

10.

CMUHI111-REC3-148

M B

[z % 2142]

*5% F 4 ¢4 Faricimab

g pMIFLDPEF 2023 F09% 19p % 2024 F 03 *
18 P

11.

CMUHI111-REC3-091

VES A

[z %282 ]

*% E P AL oral semaglutide

*E rMAFLHF 12024 & 01 % 0l p 3 2024 & 03 ¥
31p

12.

CMUH105-REC3-121

v AR

[BF5%452 5 4)

*#2% A 1 CLINICAL STUDY REPORT

*poHp 12022 & 120 16 p

[ 545245 4)

*1% & : CLINICAL STUDY REPORT: FINAL
ASSESSMENT

*p 12023 & 030 31 p

13.

CMUH112-REC3-026

W
2

[z#= 242 ]

*H5% F P AL Nemvaleukin Alfa

*E PMAFLHF 120222040 22 p 3 2023 & 04
21 p

EXD

*i % D IDMC ¢ &% % _17Jul2023

[#&]

*i % IDMC ¢ &% % _30Aug2023

[##]

*m % : Beneficial and Risk Assessment+6MLL 22-Oct-2022
to 21-Apr-2023

(35 ]

*p % © Beneficial and Risk Assessment+6MLL  22-Apr-
2023 to 21-Oct-2023

14.

CMUH112-REC3-018

wht
il
*

[z % 22 ]

*RE E L+ GSK4406371A/Measles, Mumps, Rubella,
and Varicella (Oka/RIX 4600 strain) Vaccine, Live
(MMRVNS vaccine)

*E MMAFL R 12022107 21 p 3 2023 & 10 *
23 p

[IDMC /43 i &)

*AGRG A pH 12022020 10 R

15.

CMUH108-REC3-034

T
\1_
e

[ 7o)
*5 & Dear Investigator Letter  COLUMVI (glofitamab):
New important identified risk of Neurologic Toxicity

113 # 057" 30 p

% b5 F > £ 56 F
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including Immune Effector Cell Associated Neurotoxicity
(ICANS) with associated risk minimization measures, dated
07-May-2024

*pgp 12024 & 50 7p

16. CMUH112-REC3-046 v AR

[ 2iap ]

*E% & AL * Brigimadlin (BI 907828)
g pMIFLHF I3 £022 14p 3
2

113 & 04 * 26

17. CMUHI111-REC3-128

ot
|~
I

[{#7ai812p]
PF-06863135 (Elranatamab) Investigator’s Brochure, Version
9.0, April 2024

\‘;\
uis
#

18. CMUHI111-REC3-077

[z 24 2]

*H5% F P ¢4 1 Tremelimumab

o rPAFLYEF C112E000 13p 2
2

[z 248 2]

*H% F 4L Tremelimumab

*E pMHFLYPEF CN12E07 2 13p 2 113 E 017 12
2

[z % 214 ]

*#5% F 4 ¢4 Durvalumab (MEDI4736)

*E rMHFLYPREF 112EF05% 01p 2 112 # 10 % 31
p

112 # 07 * 12

19. CMUHI111-REC3-061 9 ARk

CTEEE T

2ok E L AL 1 NGMT07
*PSLL_% 2472 9 :
716 p
*DSUR_%
04 % 15 p

11 =#10* 17 p % 112 # 10

DHFLHPEF 11 E042 16 2 112 &

20. | CMUHI110-REC3-217 L@y

[z % 2P4FE]

*#% ¥4 ¢ TRODELVY

* PR LPF 2023 &40 22p 3
21 p

2023 & 10 *

(k] FRPE -
FR-FEFEFALR (%)
< TeRE R (%)
BR 4k (18pE55)

e

#3
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113 # 057" 30 p




