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Other Serious Criteria:
#1 ) MK-3475
Congenital Anomaly,
CMUH113- 2406GBRO (pembrolizumab 2.4.5.
1. 2024/6/25 Initial Medically Significant A
REC1-046 09632 ) Solution for 7
Abnormal LFTs [Liver
injection
function test abnormal]
#1 ) MK-3475
(pembrolizumab
) Solution for
injection
#2)
SACITUZUMA
B GOVITECAN
CMUH113- 2406CHNO |Followup (3475
2. 2024/6/18 hemoptysis [Haemoptysis] | 2.3 A
REC1-046 06542 3 SOLUTION
FOR
INJECTION
STUDY)
(SACITUZUM
AB
GOVITECAN)
Injection
Other Serious Criteria:
#1 ) MK-3475
Congenital Anomaly,
CMUH113- 2406GBRO |Followup [ (pembrolizumab 2.4.5.
3. 2024/6/25 Medically Significant A
REC1-046 09632 1 ) Solution for 7
Abnormal LFTs [Liver
injection
function test abnormal]
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#1 ) MK-3475
(pembrolizumab
) Solution for
injection
#2)
SACITUZUMA
B GOVITECAN

CMUH113- 2406CHNO |Followup (3475 _
RECL.046 2024/6/18 06542 A SOLUTION hemoptysis [Haemoptysis] | 2.3
FOR
INJECTION
STUDY)
(SACITUZUM
AB
GOVITECAN)

Injection

#1 ) MK-3475
(pembrolizumab

) Solution for

injection
#2)
Other Serious Criteria:
SACITUZUMA
Medically Significant
B GOVITECAN
interstitial pneumonia
CMUH113- 24041TA00 |Followup (3475
2024/4/10 [Interstitial lung disease] | 1.3.7
REC1-046 9309 10 SOLUTION
pneumothorax
FOR
[Pneumothorax]
INJECTION
diarrhoea [Diarrhoea]
STUDY)
(SACITUZUM
AB
GOVITECAN)
Injection
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Respiratory failure
[Respiratory failure]
#1 ) MK-3475
Thromboembolic event
CMUH113- 2407TURO (pembrolizumab
6. 2024/6/13 Initial [Embolism] 2341 A
REC1-046 02303 ) Solution for
Demyelinating neuropathy
injection
[Demyelination]
Myositis [Myositis]
Respiratory failure
[Respiratory failure]
Thromboembolic event
#1 ) MK-3475
[Embolism]
CMUH113- 2407TURO |Followup [ (pembrolizumab
2024/6/13 Demyelinating 2341 A
REC1-046 02303 1 ) Solution for
polyneuropathy
injection
[Demyelinating
polyneuropathy]
Myositis [Myositis]
#1 ) MK-3475
(pembrolizumab
) Solution for
injection
#2)
Other Serious Criteria:
SACITUZUMA
Medically Significant
B GOVITECAN
interstitial pneumonia
CMUH113- 24041TA00 |Followup (3475
2024/4/10 [Interstitial lung disease] | 1.3.7| A
REC1-046 9309 11 SOLUTION
pneumothorax
FOR
[Pneumothorax]
INJECTION
diarrhoea [Diarrhoea]
STUDY)
(SACITUZUM
AB
GOVITECAN)
Injection
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#1 ) MK-3475
(pembrolizumab

) Solution for

injection
#2)
SACITUZUMA
B GOVITECAN| Autoimmune hepatitis
CMUH113- 2402POL00|Followup (3475 [Autoimmune hepatitis]
2024/2/24

231 A
REC1-046 8727 18 SOLUTION Cardiac tamponade

FOR [Cardiac tamponade]
INJECTION

STUDY)
(SACITUZUM
AB
GOVITECAN)

Injection

Respiratory failure

[Respiratory failure]
Thromboembolic event
#1 ) MK-3475
[Embolism]
CMUH113- 2407TURO |Followup [ (pembrolizumab
2024/6/13 Demyelinating 2341 A
REC1-046 02303 2 ) Solution for
polyneuropathy
injection
[Demyelinating
polyneuropathy]
Myositis [Myositis]
Respiratory failure
[Respiratory failure]
Thromboembolic event
#1 ) MK-3475
[Embolism]
CMUH113- 2407TURO [Followup | (pembrolizumab
2024/6/13 Demyelinating 234( A
REC1-046 02303 3 ) Solution for
polyneuropathy

injection
[Demyelinating

polyneuropathy]

Myositis [Myositis]
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#1 ) MK-3475
(pembrolizumab
) Solution for
injection
Other Serious Criteria:
#2)
Medically Significant
SACITUZUMA
Sepsis [Sepsis]
B GOVITECAN
Septic shock [Septic
CMUH113- 2405ROUQ |Followup (3475
12. 2024/5/13 shock] 237 A
REC1-046 04495 8 SOLUTION
Bronchopneumonia
FOR
[Pneumonia]
INJECTION
Acute respiratory failure
STUDY)
[Acute respiratory failure]
(SACITUZUM
AB
GOVITECAN)
Injection
Respiratory failure
[Respiratory failure]
Thromboembolic event
#1 ) MK-3475
[Embolism]
CMUH113- 2407TURO |Followup [ (pembrolizumab
13. 2024/6/13 Demyelinating 234| A
REC1-046 02303 4 ) Solution for
polyneuropathy
injection
[Demyelinating
polyneuropathy]
Myositis [Myositis]
113 #9 7 11 p ¥ 7 7
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#1 ) MK-3475
(pembrolizumab
) Solution for
injection
#2)
SACITUZUMA
B GOVITECAN
CMUH113- 2406CHNO |Followup (3475
14, 2024/6/16 hemoptysis [Haemoptysis] | 2.3 | A
REC1-046 06542 5 SOLUTION
FOR
INJECTION
STUDY)
(SACITUZUM
AB
GOVITECAN)
Injection
Respiratory failure
[Respiratory failure]
Thromboembolic event
#1 ) MK-3475
[Embolism]
CMUH113- 2407TURO |Followup [ (pembrolizumab
15. 2024/6/13 Demyelinating 234 A
REC1-046 02303 5 ) Solution for
polyneuropathy
injection
[Demyelinating
polyneuropathy]
Myositis [Myositis]
Respiratory failure
[Respiratory failure]
Pulmonary embolism
#1 ) MK-3475
[Pulmonary embolism]
CMUH113- 2407TURO [Followup | (pembrolizumab
16. 2024/6/13 Demyelinating 234 A
REC1-046 02303 6 ) Solution for
polyneuropathy
injection
[Demyelinating
polyneuropathy]
Myositis [Myositis]
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#1 ) MK-3475
(pembrolizumab

) Solution for
injection
#2)
SACITUZUMA
B GOVITECAN
CMUH113- 2406CHNO |Followup (3475 )
RECL.046 2024/6/16 06542 ‘ SOLUTION hemoptysis [Haemoptysis] | 2.3
FOR
INJECTION
STUDY)
(SACITUZUM
AB
GOVITECAN)

Injection

#1 ) MK-3475 Other Serious Criteria:

CMUH113- 2407CANO (pembrolizumab| Medically Significant
2024/7/25 Initial 2.3.7
REC1-046 14994 ) Solution for Dehydration - Severe
injection [Dehydration]
INTRA-ABDOMINAL
CMUH112- follow up
2024/1/2 | 3489024 R0O3208209 FLUID 13
REC1-071 1
ACCUMULATION
INTRA-ABDOMINAL
CMUH112- follow up
2024/1/2 | 3489024 RO7113755 FLUID 13
REC1-071 1
ACCUMULATION
CMUH112-
2024/2/23 | 3517552 initial RO3208209 DEATH 1
REC1-071
CMUHI112-
2024/2/23 | 3517552 initial RO7023677 DEATH 1
REC1-071
CMUH112- follow up
2024/2/23 | 3517552 RO7023677 DEATH 1
REC1-071 1
CMUH112- follow up
2024/2/23 | 3517552 R0O3208209 DEATH 1
REC1-071 1
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CMUH112- follow up

25. 2024/4/29 | 3569081 RO3208209 [FATAL LOW BACK PAIN|1:>3| A
REC1-071 1
CMUH112- follow up

26. 2024/4/29 | 3569081 RO7023677 |FATAL LOW BACK PAIN|1:3| A
REC1-071 1
CMUH110- Follow LIFE THREATENING

27. 2023/8/26 | 3405468 RO5541267 23] A
REC1-060 up 1 PANCREATITIS
CMUH110- LIFE THREATENING

28. 2023/10/19 | 3405469 | Initial RO5541267 2 A
REC1-060 LIVER FAILURE
CMUH110- LIFE THREATENING

29. 2023/10/19 | 3405470 | Initial R0O5304020 2 A
REC1-060 LIVER FAILURE
CMUH110- Follow LIFE THREATENING

30. 2023/10/19 | 3405471 R0O5541267 2 A
REC1-060 up 1 LIVER FAILURE
CMUH110- Follow LIFE THREATENING

31. 2023/10/19 | 3405472 R0O5304020 2 A
REC1-060 up 1 LIVER FAILURE
CMUH110- Follow LIFE THREATENING

32. 2023/10/19 | 3405473 R0O5304020 23] A
REC1-060 up 3 LIVER FAILURE
CMUH110- Follow LIFE THREATENING | 3 -

33. 2023/11/10 | 3405474 RO5541267 A
REC1-060 up 2 PNEUMONITIS 24
CMUH110- Follow LIFE THREATENING | 3 -

34. 2023/11/10 | 3405475 RO5541267 A
REC1-060 up 1 PNEUMONITIS 24
CMUH110- LIFE THREATENING

35. 2023/11/18 | 3405476 | Initial R0O5541267 2 3] A
REC1-060 ACUTE LUNG EDEMA

LIFE THREATENIG
ACUTE RESPIRATORY
DISTRESS
CMUHI110- Follow
36. 2023/11/17 | 3405477 RO5541267 SYNDROME, LIFE [2-3]| A
REC1-060 up 1
THREATENIG ACUTE
LUNG
EDEMA
CMUH110- LIFE THREATENING

37. 2023/11/18 | 3405478 | Initial R0O5304020 2 3] A

REC1-060 ACUTE LUNG EDEMA
113297 11 p 5 42 F > £ 52 F
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LIFE THREATENIG
ACUTE RESPIRATORY
DISTRESS
CMUHI110- Follow
38. 2023/11/17 | 3405479 RO5304020 SYNDROME, LIFE 231 A
REC1-060 up 1
THREATENIG ACUTE
LUNG
EDEMA
CMUHI110- Follow
39. 2023/11/10 | 3405480 RO5541267 | FATAL PNEUMONITIS [3-1| A
REC1-060 up 3
LIFE THREATENING
CMUH110- Follow
40. 2023/11/17 | 3405481 RO5541267 | ACUTE RESPIRATORY |3 -~2| A
REC1-060 up 2
DISTRESS SYNDROME
LIFE THREATENING
CMUH110- Follow
41. 2023/11/17 | 3405482 RO5304020 | ACUTE RESPIRATORY [3-~2| A
REC1-060 up 2
DISTRESS SYNDROME
CMUH110- Follow FATAL
42. 2023/11/29 | 3405483 RO5541267 1 A
REC1-060 up 1 HEPATOTOXICITY
CMUH110- Follow
43. 2023/11/10 | 3405484 RO5541267 |BRONCHOPNEUMONIA|1-~3]| A
REC1-060 up 4
CMUH110- Follow
44, 2023/11/10 | 3405485 RO5541267 |BRONCHOPNEUMONIA|[1-~3| A
REC1-060 up 5
CMUHI110- Follow
45, 2023/11/10 | 3405486 RO5304020 |BRONCHOPNEUMONIA|1-~3| A
REC1-060 up 4
CMUHI110- Follow
46. 2023/11/10 | 3405487 RO5304020 |BRONCHOPNEUMONIA|1-~3| A
REC1-060 up 5
CMUH110- Follow LIFE THREATENING
47. 2023/10/19 | 3405488 RO5304020 3-2| A
REC1-060 up 4 LIVER FAILURE
CMUH110-
48. 2023/9/11 | 3405489 | Initial RO5304020 | FATAL PNEUMONITIS |[1-~3| A
REC1-060
LIFE THREATENING
CMUH110-
49, 2024/3/25 | 3405490 | Initial RO5541267 PLATELET COUNT [2-~3]| A
REC1-060
DECREASED
LIFE THREATENING
CMUH110-
50. 2024/3/25 | 3405491 | Initial RO5304020 PLATELET COUNT [2-~3]| A
REC1-060
DECREASED
11329 11 p % 43 F > X 52 F
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LIFE THREATENING
CMUH110- Follow
51. 2024/3/25 | 3405492 RO5304020 PLATELET COUNT [3~2]| A
RECI1-060 up 1
DECREASED
CMUH110- Follow PLATELET COUNT
52. 2024/3/25 | 3405493 RO5541267 3~2( A
REC1-060 up 1 DECREASED
LIFE THREATENING
CMUH110- Follow
53. 2024/3/25 | 3405494 RO5304020 PLATELET COUNT 23| A
REC1-060 up 2
DECREASED
LIFE THREATENING
CMUH110- Follow
54, 2024/3/25 | 3405495 RO5541267 PLATELET COUNT 23| A
REC1-060 up 2
DECREASED
LIFE THREATENING
CMUH110- Follow
55. 2023/8/14 | 3405496 RO5541267 EPIDERMOLY SIS 32 | A
RECI1-060 up 3
BULLOSA
CMUH113- NVSC2024 XXB750 or
56. 2024/7/26 Initial Symptomatic hypotension | 2 A
REC1-043 US154289 Placebo
#1 ) MK-7902
Hypoadrenal function with
CMUH110- 2210CHNO [Followup Study
57. 2022/9/24 hyponatremia [Adrenal | 2,3 | A
REC1-045 00663 16 #2)
insufficiency]
EPIRUBICIN
#1 ) MK-7902
Hypoadrenal function with
CMUH110- 2210CHNO [Followup Study
58. 2022/9/24 hyponatremia [Adrenal | 2,3 [ A
RECI1-045 00663 17 #2)
insufficiency]
EPIRUBICIN
113 #9 7 11 p ¥ 44 F > 2 52 F
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59.

CMUH112-
REC1-193

2024/4/10

2024HU00
5739

Follow

up 1

RESIQUIMOD,
PEMBROLIZU
MAB

Fistula [Fistula]
Fistula [Fistula]
Fistula [Fistula]
Abscess [Abscess]
ATL level rise [Alanine
aminotransferase
increased]

AST level rise [Aspartate
aminotransferase
increased]
Increase in potassium level
[Blood potassium

increased]

Pain [Pain]

2,3,6

60.

CMUH112-
RECI-193

2024/4/10

2024HU00
5739

Follow

up 2

RESIQUIMOD,

PEMBROLIZU
MAB

Fistula [Fistula]
Fistula [Fistula]
Fistula [Fistula]
ATL level rise [Alanine
aminotransferase
increased]

AST level rise [Aspartate
aminotransferase
increased]
Increase in potassium level
[Blood potassium
increased]

Pain [Pain]

2,3

61.

CMUH112-
REC1-051

2024/3/22

2024A0459
18

Fup # 1

Asundexian vs.

Placebo

Adult failure to thrive;
Cardiac failure;

Respiratory distress

1,3

62.

CMUH112-
REC1-051

2024/5/7

2024A0682
96

Initial

Asundexian vs.

Placebo

Subdural haematoma

2,3

63.

CMUH112-
REC1-051

2024/5/7

2024A0682
96

Fup # 1

Asundexian vs.

Placebo

Subdural haematoma

2,3
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CMUH112- 2024A0710 Asundexian vs.
64. 2024/4/8 Initial Cerebral haemorrhage L3] A
RECI1-051 86 Placebo
CMUH112- 2024A0682 Asundexian vs.
65. 2024/5/7 Fup # 2 Subdural haematoma | 2,3 [ A
REC1-051 96 Placebo
CMUH112- 2024A0410 Asundexian vs. Duodenal ulcer
66. 2024/2/19 Fup # 1 2,3 A
RECI-051 68 Placebo haemorrhage
CMUH112- 2024A0350 Asundexian vs. 2,3,
67. 2024/3/6 Fup # 1 Brain stem haemorrhage A
REC1-051 55 Placebo 4
CMUH112- 2024A0710 Asundexian vs.
68. 2024/4/8 Fup #1 Cerebral haemorrhage | 1,3 | A
REC1-051 86 Placebo
CMUH112- 2024A0624 Asundexian vs. | Dysphagia, Haemorrhagic
69. 2024/4/18 Fup # 2 2,3 A
REC1-051 74 Placebo transformation stroke
CMUH112- 2024A0757 Asundexian vs.
70. Unk Initial Death 1 A
REC1-051 22 Placebo
CMUH112- 2024A0231 Asundexian vs. Haemorrhagic 2,3,
71. 2024/2/9 Fup #3 A
REC1-051 23 Placebo transformation stroke 4
CMUH112- 2024A0792 Asundexian vs. Respiratory failure;
72. 2024/5/29 Initial 2,3 A
RECI1-051 37 Placebo Haemoptysis
CMUH112- 2024A0866 Asundexian vs.
73. 2024/6/14 Initial Cerebral haemorrhage 2 A
REC1-051 03 Placebo
CMUH112- 2024A0866 Asundexian vs.
74. 2024/6/14 Fup #1 Cerebral haemorrhage 1 A
REC1-051 03 Placebo
"Haemorrhagic
CMUH112- 2024A0290 Asundexian vs.
75. 2024/2/23 Fup #2 transformation stroke; | 2,3 | A
REC1-051 71 Placebo
Brain oedema"
Intra-abdominal
CMUHI112- 2024A0251 Asundexian vs. haematoma; 1,2,
76. 2024/2/5 Fup #3 A
REC1-051 86 Placebo Gastric ulcer perforation; 3
Shock haemorrhagic
Gastrointestinal
CMUHI112- 2024A0906 Asundexian vs.
77. 2024/6/20 Initial haemorrhage; Blood loss | 2,3 | A
RECI1-051 72 Placebo
anaemia
CMUH112- 2024A0866 Asundexian vs.
78. 2024/6/14 Fup #2 Cerebral haemorrhage 1 A
REC1-051 03 Placebo
113 #9172 11 p % 46 F o= 52 F
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CMUH112- 2024A0792 Asundexian vs. Respiratory failure;
79. 2024/5/29 Fup # 1 2,3 A
REC1-051 37 Placebo Bronchial haemorrhage
Respiratory failure;
CMUH112- 2024A0792 Asundexian vs. | Bronchial haemorrhage; | 2, 3,
80. 2024/5/29 Fup #2 A
REC1-051 37 Placebo Abdominal wall 7
haematoma
Respiratory failure;
CMUH112- 2024A0792 Asundexian vs. | Bronchial haemorrhage; | 2, 3,
81. 2024/5/29 Fup #3 A
RECI1-051 37 Placebo Abdominal wall 7
haematoma
CMUH112- 2024A0682 Asundexian vs.
82. 2024/5/7 Fup #3 Subdural haematoma 2,3 A
RECI1-051 96 Placebo
CMUH112- 2023A1279 Asundexian vs.
83. 2023/9/4 Fup#5 Atrial thrombosis L7 A
REC1-051 79 Placebo
CMUH112- 2023A1703 Asundexian vs.
84. 2023/11/16 Fup #3 Pneumonia 1 A
REC1-051 79 Placebo
CMUH110- 100000298
85. 2024/7/14 Initial TAMOXIFEN DEATH 1 A
REC1-215 28
CMUH109- FATAL INFECTIOUS
86. 2023/10/8 | 3443219 Initial RO4897779 311 A
REC1-084 PNEUMONIA
CMUH109- FATAL INFECTIOUS
87. 2023/10/8 | 3443219 Initial RO7197597 311 A
REC1-084 PNEUMONIA
CMUH109- FATAL INFECTIOUS
88. 2023/10/8 | 3443219 Initial RO4991855 311 A
REC1-084 PNEUMONIA
CMUH109- COLONIC
89. 2023/7/13 | 3392188 | Initial | RO4897779 1-2] A
REC1-084 OBSTRUCTION
CMUH109- COLONIC
90. 2023/7/13 | 3392188 | Initial | RO7197597 1-2] A
REC1-084 OBSTRUCTION
CMUH109- COLONIC
91. 2023/7/13 | 3392188 Initial R0O4991855 1~2| A
REC1-084 OBSTRUCTION
CMUH109-
92. 2024/4/15 | 3550099 Initial RO4897779 DEATH 1 A
REC1-084
CMUH109-
93. 2024/4/15 | 3550099 Initial RO7197597 DEATH 1 A
REC1-084
113 # 92 11 p % A7 F - ¥ 52 F
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CMUH109-
REC1-084

2024/4/15

3550099 | Initial

RO4991855

DEATH

95.

CMUH109-
REC1-084

2024/5/21

3568955 Initial

RO7197597

LIFE THREATENING
THROMBOEMBOLIC
EVENT (PULMONARY
EMBOLISM)

96.

CMUH109-
REC1-084

2024/5/21

Follow
3568955
up 1

ROA4897779

LIFE THREATENING
THROMBOEMBOLIC
EVENT (DEEP VEIN
THROMBOSIS)

97.

CMUH109-
RECI1-084

2024/5/21

Follow
3568955
up 1

RO7197597

LIFE THREATENING
THROMBOEMBOLIC
EVENT
(DEEP VEIN
THROMBOSIS), LIFE
THREATENING
THROMBOEMBOLIC
EVENT (PULMONARY
EMBOLISM)

98.

CMUH109-
RECI1-084

2024/5/21

Follow
3568955
up 2

RO4897779

LIFE THREATENING
THROMBOEMBOLIC
EVENT (DEEP VEIN
THROMBOSIS)

99.

CMUH109-
REC1-084

2024/5/21

Follow
3568955
up 2

RO7197597

LIFE THREATENING
THROMBOEMBOLIC
EVENT (PULMONARY
EMBOLISM), LIFE
THREATENING
THROMBOEMBOLIC
EVENT
(DEEP VEIN

THROMBOSIS)
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Fistula [Fistula]
Fistula [Fistula]
ATL level rise [Alanine
aminotransferase
increased]
RESIQUIMOD,
CMUH112- 2024HUO00 | Follow AST level rise [Aspartate
100 2024/4/10 PEMBROLIZU 231 A
RECI1-193 5739 up 3 aminotransferase
MAB
increased]
Increase in potassium level
[Blood potassium
increased]
Pain [Pain]
#1)
CMUHI111- 2407CANO [Followup| PEMBROLIZU Respiratory Failure
101 2024/7/5 1,31 A
RECI1-135 03752 4 MAB [Respiratory failure]
#2 ) MK-7902
#1)
CMUH111- 2405FRAO [Followup| PEMBROLIZU Biliary peritonitis
102 2024/5/3 231 A
RECI1-135 01921 8 MAB [Chemical peritonitis]
#2 ) MK-7902
#1)
CMUHI111- 2407CANO |Followup| PEMBROLIZU | Aspiration Pneumonia
103 2024/7/5 L3 A
REC1-135 03752 5 MAB [Pneumonia aspiration]
#2 ) MK-7902
(k] FATIH -
QR #T" f# }i‘ i 1 IE % ﬁ
%
F %5 * g S B FaAPF
ER i
(GEIEIETCE 2
*EB E 4 L4 ¢ Selinexor
g e | FEDPIFLBHF 2023 £ 037 25 T 2024 &
1. | CMUHII3-RECI-048 | Ed 3 |« EHAE s
06 % 27 p
*uhp oy
1) SUSAR Gap Packet (25Mar2023-27Jun2024)
2. | CMUH109-REC1-183 | 3%+ & | [®# % 242474 ]
113 #9 7 11 p % 49 F > x 52 F
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*E% # 4 L4 0 SATRALIZUMAB
*E 2 PARL R
DSUR:2023 # 06 * 01 p-2024 & 05 * 31 p

CMUHI113-REC1-043

[z 2144 ]

FRER B LA

1. LCZ696

2. XXB750

*X 2 MFLYE

1.L112&# 10" 01 p % 113 & 037" 31p
2.112&# 107 01 p 2 113 %#03% 31p

CMUHI112-REC1-048

L2

[ DSMB i+ &)

ARz pH i 112# 127 18P

(2% 24p2]

*:#% ¥ L F¢ © Dupikumab

*E PMELHPFI112E2030 2998 3 113 # 03
128 p

CMUHI111-REC1-191

[DSMB ik i )
Ak p Hp 12024 & 06 7 25 P
DSMB Meeting and Recommendation (Meeting date:
07-Jun-2024) [25-Jun-2024]

CMUH107-RECI1-101

v AR

[ 242 ]
*R% F 5 L L Zolbetuximab
*E pMAFLEE 12023 2050 07 p 3 2024 &
05 % 06 p
¥ 1% 325 # % Zolbetuximab 2. T H & > A4
1. Blinded SUSAR Line Listing Zolbetuximab
07MAY2023-06NOV2023
2. Blinded SUSAR Line Listing Zolbetuximab
07NOV2023- 06MAY2024
3. Zolbetuximab (ASP8951) DSUR 07May2023-
06May2024

CMUHI111-REC1-010

[ 8% 2i3p2 ]

*2 % % ¢4 : Efavaleukin Alfa

*g 2MEIRLHE 2024 £ 01 F 01 p 3 2024 & 6
30 F

CMUHI111-REC1-046

v AR

(EE R LT |

*E % 4 L4 : Bemarituzumab

*g pMIFL B 12024 & 01 7 01 p F 2024 & 6
530 p

CMUHI112-REC1-163

LI

[ 244r2 ]

*H%k ¥4 L ¢ Sotorasib

* MMIFL W 12024 & 01 % 01 p 3 2024 F 6
#30pp

10.

CMUHI113-REC1-038

FR¥E I

(2% 244r 2]
*#5% ¥4 L Baxdrostat
*E rMIFLYRF 11212 % 13 p 3 113 & 06

113 #9711 p
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P12 p

*H% ¥4 L Dapagliflozin

* rAMFLYPF 112F 122 20p X 113 & 06
P19 p

11.

CMUHI109-REC1-100

\;‘\
gm
#

[z 2p4p2]

*E % 4 L4 © budigalimab

*E PMHAFLHF 112204 19p 3 112 # 10
P18 p &112# 10 19p 3 113 &# 047" 18 p

12.

CMUHI10-RECI1-114

ki
\1_
k3

(EETEIEJEE LS

R E Y L4 CC-99282 6M SUSAR LL

*E rMAFLHEF 1132017 16 p I 113 & 07
P15 p

13.

CMUHI111-REC1-061

+ SLLIa?J

[z 2H42]

*iR5% F o AL 1 LT3001

* MMAFLWE C112£ 05 260 3 113 & 05
125 p

14.

CMUHI111-REC1-102

L
=
ok

[ % 2447 ]

*iR5% B 2 AL 0 INJ-80202135 (nipocalimab)

*SSR nipocalimab_Blinded 290c¢t2023-28 Apr2024
*E rMIFLHEF 2023 2107 29 p 3 2024 &
04 7 28 p

*EB 4 4L 0 INJ-80202135 (nipocalimab)
*DSUR_nipocalimab_Blinded 29Apr2023-28 Apr2024
*E rMIFLEEF 20232047 29 p 3 2024 &
04 % 28 p

15.

CMUHI111-REC1-225

v AR

(< 2pap2 ]

*R% F LA Rilvegostomig (AZD2936)

*E pMHIFLHEF 13 E00 2 06 p 2 113 F 07
105 p

16.

CMUHI110-REC1-147

EH

[z =% 2144 ]

Rk E e L AL T AZDAR3]

*E XPHLYF II2E067 17p 3 112 & 12
116

(2= 2iar2]

RSB DAL T AZDAS3]

2P LYFI2E 120 17p 3 113 £ 06
116 B

17.

CMUHI109-REC1-136

i
¢
e

(e 2142 ]
*385% ¥ 4 ¢ 4L : Tildrakizumab
1. Tildrakizumab DSUR #13 Investigator Submission
Package signed
2.20240430 6 monthly line listing 090ct23 to
08Apr24 Investigator alert letter

18.

CMUHI113-REC1-058

[ % 242ap4 ]
*385% ¥ 4~ ¢ 4L  Balcinrenone/Dapagliflozin
g PMIFLHEF CII2E 127 12 p % 113 & 06

113 #9711 p
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