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CMUH113- NVSC2024 [follow up| XXB750 or
1. 2024/5/8 rapid ventricular response | 2 A
REC1-043 US112939 5 Placebo
[Atrial fibrillation]
Atrial fibrillation with
CMUH113- NVSC2024 [follow up| XXB750 or
2. 2024/5/8 rapid ventricular response | 2 A
REC1-043 US112939 6 Placebo
[Atrial fibrillation]
7’ Eg:
4z
B iz
Lz
B
(Chan
ged
the
Atrial fibrillation with  [seriou
CMUH113- NVSC2024 [follow up| XXB750 or
3. 2024/5/8 rapid ventricular response |sness| A
REC1-043 US112939 7 Placebo
[Atrial fibrillation] criteri
aof
event
from
seriou
s to
non-
seriou
s)
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#1 ) MK-3475
(pembrolizumab
) Solution for
injection
Febrile neutropenia
#2)
[Febrile neutropenia]
SACITUZUMA
White blood cell decreased
B GOVITECAN
[White blood cell count
CMUH113- 2407CHNO |Followup (3471
4, 2024/7/27 decreased] 23 | A
REC1-046 15498 4 SOLUTION
Increased chest tightness
FOR
[Chest discomfort]
INJECTION
breathing difficulties
STUDY)
[Dyspnoea]
(SACITUZUM
AB
GOVITECAN)
Injection
#1 ) MK-3475
(pembrolizumab
) Solution for
injection
Febrile neutropenia
#2)
[Febrile neutropenial]
SACITUZUMA
White blood cell decreased
B GOVITECAN
[White blood cell count
CMUH113- 2407CHNO |Followup (3472
5. 2024/7/27 decreased] 23 | A
REC1-046 15498 5 SOLUTION
Increased chest tightness
FOR
[Chest discomfort]
INJECTION
breathing difficulties
STUDY)
[Dyspnoea]
(SACITUZUM
AB
GOVITECAN)
Injection
% 30 o 52 F
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#1 ) MK-3475
(pembrolizumab
) Solution for
injection
#2)
SACITUZUMA
B GOVITECAN| Autoimmune hepatitis
CMUH113- 2402POL00|Followup (3473 [Autoimmune hepatitis]
6. 2024/2/24 23 | A
REC1-046 8727 20 SOLUTION Cardiac tamponade
FOR [Cardiac tamponade]
INJECTION
STUDY)
(SACITUZUM
AB
GOVITECAN)
Injection
#1 ) MK-3475
(pembrolizumab
) Solution for
injection INCREASED PLEURAL
#2) EFFUSION [Pleural
SACITUZUMA effusion]
B GOVITECAN| WORSENING ATRIAL
CMUH113- 2402PHLOO|Followup (3474 FIBRILLATION [Atrial
7. 2024/2/14 13 ] A
REC1-046 8725 13 SOLUTION fibrillation]
FOR PRESUMED
INJECTION [MALIGNANT PLEURAL
STUDY) EFFUSION [Malignant
(SACITUZUM pleural effusion]
AB
GOVITECAN)
Injection
% 31 F > # 52 F
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#1 ) MK-3475
(pembrolizumab
) Solution for
injection INCREASED PLEURAL
#2) EFFUSION [Pleural
SACITUZUMA effusion]
B GOVITECAN| WORSENING ATRIAL
CMUH113- 2402PHLOO|Followup (3475 FIBRILLATION [Atrial
8. 2024/2/14 13| A
REC1-046 8725 14 SOLUTION fibrillation]
FOR PRESUMED
INJECTION |MALIGNANT PLEURAL
STUDY) EFFUSION [Malignant
(SACITUZUM pleural effusion]
AB
GOVITECAN)
Injection
#1 ) MK-3475
(pembrolizumab
) Solution for
injection
#2)
SACITUZUMA
interstitial pneumonia
B GOVITECAN
[Interstitial lung disease]
CMUH113- 24041TA00 |Followup (3476
9. 2024/4/10 pneumothorax 131 A
REC1-046 9309 15 SOLUTION
[Pneumothorax]
FOR
diarrhoea [Diarrhoea]
INJECTION
STUDY)
(SACITUZUM
AB
GOVITECAN)
Injection
% 32 F > # B2 |
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10.

CMUH113-
RECI1-046

2024/7/27

2407CHNO
15498

#1 ) MK-3475
(pembrolizumab
) Solution for
injection
#2)
SACITUZUMA
B GOVITECAN
(3477
SOLUTION
FOR
INJECTION
STUDY)
(SACITUZUM
AB
GOVITECAN)

Followup
6

Injection

Febrile neutropenia
[Febrile neutropenia]
White blood cell decreased
[White blood cell count
decreased]
Increased chest tightness
[Chest discomfort]
breathing difficulties
[Dyspnoea]

23

11.

CMUH113-
RECI1-046

2024/6/16

2406CHNO
06542

#1 ) MK-3475
(pembrolizumab
) Solution for
injection
#2)
SACITUZUMA
B GOVITECAN
(3478
SOLUTION
FOR
INJECTION
STUDY)
(SACITUZUM

AB
GOVITECAN)

Followup

9

Injection

hemoptysis [Haemoptysis]

23
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12.

CMUH113-
RECI1-046

2024/2/24

2402POL00
8727

Followup
21

#1 ) MK-3475
(pembrolizumab
) Solution for
injection
#2)
SACITUZUMA
B GOVITECAN
(3479
SOLUTION
FOR
INJECTION
STUDY)
(SACITUZUM
AB
GOVITECAN)

Injection

Autoimmune hepatitis

[Autoimmune hepatitis]

Cardiac tamponade

[Cardiac tamponade]

23

13.

CMUH113-
RECI1-046

2024/7/25

2407CANO
14994

Followup

6

#1 ) MK-3475
(pembrolizumab

) Solution for

injection

Colitis [Colitis]

23
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14.

CMUH113-
RECI1-046

2024/7/27

2407CHNO
15498

Followup

7

(pembrolizumab

B GOVITECAN

#1) MK-3475

) Solution for
injection
#2)
SACITUZUMA

(3479
SOLUTION
FOR
INJECTION
STUDY)
(SACITUZUM
AB
GOVITECAN)

Injection

Febrile neutropenia
[Febrile neutropenia]
White blood cell decreased
[White blood cell count
decreased]
Increased chest tightness
[Chest discomfort]
breathing difficulties
[Dyspnoea]

23

15.

CMUH113-
RECI1-046

2024/9/17

2409PER0O0O
7482

Initial

#1 ) MK-3475
(pembrolizumab
) Solution for
injection
#2)
SACITUZUMA
B GOVITECAN
(3480
SOLUTION
FOR
INJECTION
STUDY)
(SACITUZUM

AB
GOVITECAN)

Injection

NEUTROPENIA

[Neutropenia]

1.2.3.
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16.

CMUH113-
REC1-046

2024/7/25

2407CANO
14994

Followup
7

#1 ) MK-3475
(pembrolizumab
) Solution for

injection

Colitis [Colitis]

23

17.

CMUH113-
RECI1-046

2024/2/24

2402POL00
8727

Followup

22

#1 ) MK-3475
(pembrolizumab
) Solution for
injection
#2)
SACITUZUMA
B GOVITECAN
(3480
SOLUTION
FOR
INJECTION
STUDY)
(SACITUZUM
AB
GOVITECAN)

Injection

Autoimmune hepatitis

[Autoimmune hepatitis]

Cardiac tamponade

[Cardiac tamponade]

23
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#1 ) MK-3475
(pembrolizumab
) Solution for
injection
#2)
SACITUZUMA
B GOVITECAN
CMUH113- 2406CHNO |Followup (3481
18. 2024/6/16 hemoptysis [Haemoptysis] | 2.3 A
REC1-046 06542 10 SOLUTION
FOR
INJECTION
STUDY)
(SACITUZUM
AB
GOVITECAN)
Injection
#1 ) MK-7902 Acute upper
CMUHI111- 2404AUSO [Followup #2) gastrointestinal bleed
19. 2024/4/19 231 A
RECI1-135 10281 6 PEMBROLIZU | [Upper gastrointestinal
MAB haemorrhage]
#1)
Hematoma, subdural
CMUHI111- 2409USA0 PEMBROLIZU
20. 2024/8/29 Initial [Subdural haematoma] 13 ] A
RECI1-135 04892 MAB
Fall [Fall]
#2 ) MK-7902
#1)
Hematoma, subdural
CMUHI111- 2409USAO0 |Followup| PEMBROLIZU
21. 2024/8/29 [Subdural haematoma] 3] A
RECI1-135 04892 1 MAB
Fall [Fall]
#2 ) MK-7902
#1)
Hematoma, subdural
CMUH111- 2409USAOQ [Followup | PEMBROLIZU
22. 2024/8/29 [Subdural haematoma] | 1,3 | A
REC1-135 04892 2 MAB
Fall [Fall]
#2 ) MK-7902
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#1 ) MK-7902
CMUHI111- 2407CANO [Followup #2) Aspiration Pneumonia
23. 2024/7/5 1,3 A
RECI1-135 03752 6 PEMBROLIZU | [Pneumonia aspiration]
MAB
#1)
Hematoma, subdural
CMUHI111- 2409USAOQ |Followup | PEMBROLIZU
24, 2024/8/29 [Subdural haematoma] | 1,3 | A
RECI1-135 04892 3 MAB
Fall [Fall]
#2 ) MK-7902
#1)
CMUHI111- 2409FRAO PEMBROLIZU
25. 2024/9/24 Initial Death [Death] 1 A
RECI1-135 09704 MAB
#2 ) MK-7902
#1)
CMUHI111- 2409FRAO [Followup| PEMBROLIZU
26. 2024/9/24 Death [Death] 1 A
RECI1-135 09704 1 MAB
#2 ) MK-7902
#1)
CMUH111- 2409FRAO |Followup | PEMBROLIZU
217. 2024/9/24 Death [Death] 1 A
REC1-135 09704 2 MAB
#2 ) MK-7902
RESIQUIMOD,
CMUH112- 2024HUO00 | Follow Fistula [Fistula]
28. 2024/5/28 PEMBROLIZU 2,3 A
RECI1-193 5739 up 4 Fistula [Fistula]
MAB
113 # 11 * 06 p % 38 F £ 52 F
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#1 ) MK-7684A
Study (Code not
broken)
#2)
PACLITAXEL
(7684A-007
Drug-induced liver injury
STUDY)
CMUH111- 2407COLO |Followup (DILI/hepatic ECI) [Drug-
29. 2024/7/7 (paclitaxel) 23 A
REC1-019 09313 15 induced liver injury]
Injection
Pneumonitis [Pneumonitis]
#3)
CARBOPLATI
N (7684A-007
STUDY)
(carboplatin)
Injection
#1 ) MK-7684A
Study (Code not
broken)
Other Serious Criteria:
#2)
Medically Significant
PEMETREXED
Lymphocyte count
(7684A-007
decreased, worsened
STUDY)
CMUHI111- 2302DEUO |Followup [Lymphocyte count
30. 2023/1/19 (pemetrexed) 237 A
REC1-019 06876 32 decreased]
Injection
Acute Renal Failure [Acute
#3) Kidney injury]
idney injury
CARBOPLATI
Hyperkalemia
N (7684A-007
[Hyperkalaemia]
STUDY)
(carboplatin)
Injection
% 39 £ 52 F
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#1 ) MK-7684A
Study (Code not
broken)
#2)
PACLITAXEL
(7684A-007
Drug-induced liver injury
STUDY)
CMUH111- 2407COLO |Followup (DILI/hepatic ECI) [Drug-
31. 2024/7/7 (paclitaxel) 23 A
REC1-019 09313 16 induced liver injury]
Injection
Pneumonitis [Pneumonitis]
#3)
CARBOPLATI
N (7684A-007
STUDY)
(carboplatin)
Injection
#1 ) MK-7684A
Study (Code not
broken)
Other Serious Criteria:
#2)
Medically Significant
PEMETREXED
Lymphocyte count
(7684A-007
decreased, worsened
STUDY)
CMUHI111- 2302DEUO |Followup [Lymphocyte count
32. 2023/1/19 (pemetrexed) 237 A
REC1-019 06876 33 decreased]
Injection
Acute Renal Failure [Acute
#3) Kidney injury]
idney injury
CARBOPLATI
Hyperkalemia
N (7684A-007
[Hyperkalaemia]
STUDY)
(carboplatin)
Injection
% 40 F > £ 52 |
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33.

CMUHI111-
RECI-019

2024/7/7

2407COLO
09313

Followup

17

#1 ) MK-7684A
Study (Code not
broken)
#2)
PACLITAXEL
(7684A-007
STUDY)
(paclitaxel)
Injection
#3)
CARBOPLATI
N (7684A-007
STUDY)
(carboplatin)

Injection

Drug-induced liver injury
(DILI/hepatic ECI) [Drug-
induced liver injury]

Pneumonitis [Pneumonitis]

23

34.

CMUHI111-
RECI1-019

2023/8/26

2401BRAO
07593

Followup
6

#1 ) MK-7684A
Study (Code not
broken)
#2)
PACLITAXEL
(7684A-007
STUDY)
(paclitaxel)
Injection
#3)
CARBOPLATI
N (7684A-007
STUDY)
(carboplatin)

Injection

respiratory failure

[Respiratory failure]

pulmonary infection

[Pneumonia]

23
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#1 ) MK-3475
Multi-organ failure
(pembrolizumab
[Multiple organ
) Solution for
dysfunction syndrome]
CMUH110- 2210POLO00|Followup injection
35. 2022/10/6 Hashimoto disease 1,3 A
REC1-156 8468 17 #2 ) BCG LIVE
[Autoimmune thyroiditis]
(BCQG live)
Acute heart failure
Powder For
[Cardiac failure acute]
Instillation Fluid
#1 ) MK-3475
Multi-organ failure
(pembrolizumab
[Multiple organ
) Solution for
dysfunction syndrome]
CMUH110- 2210POLO00O|Followup injection
36. 2022/10/6 Hashimoto disease 1,3 ] A
REC1-156 8468 18 #2 ) BCG LIVE
[Autoimmune thyroiditis]
(BCG live)
Acute heart failure
Powder For
[Cardiac failure acute]
Instillation Fluid
1,2,
3,7
BLINDED other
Tumor with hemorrhage,
STUDY medic
CMUHI111- Severe malnutrition with
37. 2023/4/21 (9398582(7)] FU7 |MEDICATION( ally | A
RECI1-197 marasmus, Hypovolemic
BLINDED impor
shock
THERAPY) tant
condi
tion
1,2,
3,7
BLINDED other
Severe malnutrition with
STUDY medic
CMUHI111- marasmus, Hypovolemic
38. 2023/4/21 [9398582(8)| FU8 [MEDICATION( ally | A
REC1-197 shock, Tumor with
BLINDED impor
hemorrhage
THERAPY) tant
condi
tion
113 # 11 * 06 p ¥ 42 B £ 52 |
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17 29
3,7
BLINDED other
Severe malnutrition with
STUDY medic
CMUHI111- marasmus, Hypovolemic
39. 2023/4/21 (9398582(9)| FU9 |MEDICATION( ally [ A
RECI1-197 shock, Tumor with
BLINDED impor
hemorrhage
THERAPY) tant
condi
tion
1,2,
3,7
other
Severe malnutrition with
medic
CMUHI111- 9398582(18 marasmus, Hypovolemic
40. 2023/4/21 FUI8 | XEVINAPANT ally | A
REC1-197 ) shock, Tumor with
impor
hemorrhage
tant
condi
tion
CMUHI111- Unexplained death; Lung
41. 2024/3/25 202401764 FU1 | XEVINAPANT L3 A
RECI1-197 infection
9(1)
CMUHI111- Unexplained death; Lung
42. 2024/3/25 (202401764 | FU2 | XEVINAPANT L3 A
RECI1-197 infection
9(2)
CMUH111- Unexplained death; Lung
43. 2024/3/25 (202401764 | FU3 | XEVINAPANT L3 A
RECI-197 infection
903)
CMUHI111- Unexplained death; Lung
44, 2024/3/25 (202401764 | FU4 | XEVINAPANT L3 A
REC1-197 infection
9(4)
CMUHI111- Unexplained death; Lung
45, 2024/3/25 (202401764 | FUS5 | XEVINAPANT L3 A
REC1-197 infection
9(5)
CMUHI111- BLINDED Tumor rupture; Tumor
46. 2023/2/14 [9384638(7)| FU7 2 A
REC1-197 XEVINAPANT hemorrhage
113 # 11 * 06 p % 43 F > £ 52 |
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CMUHI111- Unexplained death; Lung
47. 2024/3/25 (202401764 FU6 | XEVINAPANT L3 A
REC1-197 infection
9(6)
CMUHI111- Unexplained death; Lung
48. 2024/3/25 202401764 FU7 | XEVINAPANT L3 A
REC1-197 infection
9(7)
CMUHI111- Unexplained death; Lung
49, 2024/3/25 202401764 FU8 |XEVINAPANT L3 A
RECI1-197 infection
9(8)
INTERSTITIAL
CMUHI11- 9365000(19 BLINDED
50. 2022/11/4 FU19 PNEUMONIA L3 A
RECI1-197 ) XEVINAPANT
WORSENING
INTERSTITIAL
CMUH111- 9365000020 BLINDED
51. 2022/11/4 FU20 PNEUMONIA L3 A
REC1-197 ) XEVINAPANT
WORSENING
1) HEMORRHAGIC
CMUH113- 2024- 1) BLINDED SHOCK 2~
52. 2024/9/16 Initial A
REC1-095 148257 CC-99282  |2) ALIMENTARY TRACT|3 ~ 7
HEMORRHAGE
1) HEMORRHAGIC
SHOCK
CMUH113- 2024- |follow up| 1) BLINDED 2~
53. 2024/9/16 2) HEMORRHAGE OF A
REC1-095 148257(1) 1 CC-99282 3~7
LOWER DIGESTIVE
TRACT
IL-
CMUH109- Follow- Worsening of bacteremia
54, 2024/5/30 | ABBVIE- ABBV-151 1,231 A
RECI1-100 up 5 due to E. Coli
5785788
113 # 11 * 06 p % 44 F > £ 52 |
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#1 ) MK-5684
(MK-5684)
Tablet
#2)
FLUDROCORT ) .-
type I respiratory failure
ISONE (5684-
[Respiratory failure]
004 STUDY)
CMUH112- 2410CHNO |Followup hypokalemia
55. 2024/9/18 (fludrocortisone) 2,3 A
RECI1-196 00284 4 [Hypokalaemia]
Tablet
hypokalemia
#3)
[Hypokalaemia]
DEXAMETHA
SONE (5684-
004 STUDY)
(dexamethasone
) Tablet
#1 ) MK-5684
(MK-5684)
Tablet
#2)
FLUDROCORT il
type I respiratory failure
ISONE (5684-
[Respiratory failure]
004 STUDY)
CMUH112- 2410CHNO [Followup hypokalemia
56. 2024/9/18 (fludrocortisone) 2,3 A
RECI1-196 00284 5 [Hypokalaemia]
Tablet Hvookalem
ypokalemia
#3)
[Hypokalaemia]
DEXAMETHA
SONE (5684-
004 STUDY)
(dexamethasone
) Tablet
113 # 11 % 06 p % 45 F > £ 52 |
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#1 ) MK-5684
(MK-5684)
Tablet
#2)
BILATERAL PLEURAL
DEXAMETHA
EFFUSION [Pleural
SONE (5684-
effusion]
004 STUDY)
CMUH112- 2407PRT00|Followup Pleural Effusion [Pleural
57. 2024/6/17 (dexamethasone L3 A
RECI1-196 3842 5 effusion]
) Tablet
Type 1 respiratory
#3)
insufficiency [Respiratory
FLUDROCORT
failure]
ISONE (5684-
004 STUDY)
(fludrocortisone)
Tablet
#1 ) MK-5684
(MK-5684)
Tablet
#2)
BILATERAL PLEURAL
DEXAMETHA
EFFUSION [Pleural
SONE (5684-
effusion]
004 STUDY)
CMUH112- 2407PRT00|Followup Pleural Effusion [Pleural
58. 2024/6/17 (dexamethasone L3 A
REC1-196 3842 6 effusion]
) Tablet Tvoe 1 )
ype 1 respiratory
#3)
insufficiency [Respiratory
FLUDROCORT
failure]
ISONE (5684-
004 STUDY)
(fludrocortisone)
Tablet
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#1 ) MK-5684
(MK-5684)
Tablet
#2)
BILATERAL PLEURAL
DEXAMETHA
EFFUSION [Pleural
SONE (5684-
effusion]
004 STUDY)
CMUH112- 2407PRT00|Followup Pleural Effusion [Pleural
59. 2024/6/17 (dexamethasone L3 A
RECI1-196 3842 7 effusion]
) Tablet
Type 1 respiratory
#3)
insufficiency [Respiratory
FLUDROCORT
failure]
ISONE (5684-
004 STUDY)
(fludrocortisone)
Tablet
#1 ) MK-5684
(MK-5684)
Tablet
#2)
BILATERAL PLEURAL
DEXAMETHA
EFFUSION [Pleural
SONE (5684-
effusion]
004 STUDY)
CMUH112- 2407PRT00|Followup Pleural Effusion [Pleural
60. 2024/6/17 (dexamethasone L3 A
REC1-196 3842 8 effusion]
) Tablet Tvoe 1 )
ype 1 respiratory
#3)
insufficiency [Respiratory
FLUDROCORT
failure]
ISONE (5684-
004 STUDY)
(fludrocortisone)
Tablet
BLINDED
STUDY
CMUH112- ONO-2024-
61. 2024/8/1 FU2 |MEDICATION(| Pneumonia Interstitial 1,3 A
REC1-204 026025
BLINDED
THERAPY)
113 # 11 * 06 p % 47 F > £ 52 |
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BLINDED
STUDY
CMUH112- ONO-2024-
62. 2024/8/1 FU3 |MEDICATION(| Pneumonia Interstitial 131 A
REC1-204 026025
BLINDED
THERAPY)
BLINDED
STUDY
CMUH112- ONO-2024-
63. 2024/8/1 FU4 |MEDICATION(| Pneumonia Interstitial | 1,3 | A
REC1-204 026025
BLINDED
THERAPY)
BLINDED
STUDY
CMUH112- ONO-2024-
64. 2024/8/1 FUS |MEDICATION(| Pneumonia Interstitial 131 A
REC1-204 026025
BLINDED
THERAPY)
BLINDED
STUDY
CMUH112- ONO-2024-
65. 2024/8/1 FU6 [MEDICATION(| Pneumonia Interstitial 131 A
REC1-204 026025
BLINDED
THERAPY)
BLINDED
STUDY
CMUH112- ONO-2024-
66. 2024/9/17 INI  |MEDICATION( Death 1 A
REC1-204 028202
BLINDED
THERAPY)
[Ax] B EFH -
Ry FHREEITARZR
o
% e
B 5 * € % o FEME
[z = 2144 ]
*E%E S LA T MK-7902
_ ~ _\y a 7 ¢ ‘P‘
1. | CMUHIO08-RECI-059 | k¥ ¥ pMAFA W 12024 #0200 13 p % 2024 &
08 * 12 p
2. | CMUHI108-REC1-125 | % @ja | [T % 21482 ]
113 & 11 7 06 p ¥ 48 F o £ 52 F
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*EB 4 LA 0 ASP-1929+PIT Light Illumination
*E rMFLHEF 1122057 01 p % 113 & 04
730 p

[(#%]

B SUSAR(Z7= & f5 2 4 f):

HFEHFAF: 13 £S5 1p 2 113£97 30FP
2024-00000693 Ini_08-Aug-2024_Final CIOMS
2024-00000693 FUP1 23-Sep-2024 Final CIOMS

3. | CMUHI113-REC1-043

[##]

*PF &L 42 i Early termination memo
(26Sep2024) > i Fr4 & AFEH % 2R G o HHK
% ;‘J’-—ﬁ AT R ¥k CXXB750A12201 5% - ¥
ErEN G AR ERLEVARS s A
BETEMRDELAHIT G ARLFEFR
Nis o KRR R TIRIERS L o

4. | CMUH110-RECI1-172

Nl

[DSMB -2 i 5]
*AZEEp g

Cohort 1: 2021 & 09 * 09 p
Cohort 2: 2021 & 10 * 12 p
Cohort 4: 2021 & 09 * 24 p
Cohort 6: 2022 & 04 * 05 p
Cohort 7: 2023 & 03 * 01 p
Cohort 9: 2021 & 09 * 10 p

5. | CMUHI111-REC1-197

[#p % 2i3p2 ]

*H% F 4 LA ¢ Xevinapant

*E pMARLHEF Il E8Y 1P
31 P

(2= 2iar2]

*R B 4L - Xevinapant

*g PMIRLHF 111 A 1P
31 F

[ 8% 2i3p2 ]

*H% ¥ LA ¢ Xevinapant

*E PMRLHEF CI2E8Y 1p 3 113 & 17
31 P

(2= 2iar2 ]

*H%k ¥4 LA Xevinapant

*E rMHFLHF I3 22 1p 3 113 ET
31 F

12«17

[

112 & 7°*

fen

6. | CMUHI109-REC1-100

(EEIEIEIEE S

*H% F 4 L4 ABBV-151 (Livmoniplimab)

*E rMIFLHEF 1132007 25p 3 113 & 07
v 24 p

7. | CMUHI104-RECI-116

P&

[ % 2R ]
1. Janssen Research & Development Blinded Line

113 # 11 % 06 p
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Listing of Suspected Unexpected Serious Adverse
Reactions (SUSARs) JINJ-56021927 (apalutamide)
PERIOD COVERED BY THIS REPORT: 14 February
2024 to 13 August 2024.

*EB E A LA 1 INJ-56021927 (apalutamide)

g p AR L B ¢ 14 February 2024 to 13 August
2024.

CMUHI08-REC1-030

LA

[ 2142 ]
1. Janssen Research & Development Blinded Line
Listing of Suspected Unexpected Serious Adverse
Reactions (SUSARSs) JNJ-73763989 PERIOD
COVERED BY THIS REPORT: 14 February 2024 to 13
August 2024.
R E Y LA INJ-56021927 (apalutamide)
g pM AR B ¢ 14 February 2024 to 13 August
2024.

CMUHI110-REC1-157

3 %P

*f2 30 p #) ¢ A $F A 230 Letter to Investigators,
Date: September 25, 2024

10.

CMUHI107-REC1-189

5E VAL

[z % 24p2]
WHE AR FHRFL TP 2 PUEF

WAR~ 2

1.SSR_Niraparib Blinded 01Nov2023-30Apr2024
*:#% ¥4 L Niraparib

*g PMARLHEF C112F 112 01 p 3 113 % 04
730

11.

CMUHI110-REC1-045

EeR

[+ 242 ]

*ik5% % 4 L MK-7902 LENVATINIB

A PHARL MR 12024 £ 027 13p 3 2024 &
08 " 12 p

12.

CMUH110-REC1-098

L
15
o

[z % 24p2]

*RE E L 4L ¢ Anifrolumab

g dMERLHEF 113 F 012 30p 1 113 & 07
729 p

13.

CMUH109-REC1-013

|+

e
&

(EEIEIEIEE S

*:R5% P 4L ¢ Fulvestrant (Faslodex)

*g PMAFLHEF Il AE04 2 260 3 112 # 04
125 p

(EEIEE LS |

*:5% F 4 4L © Fulvestrant (Faslodex)

g pMIFLGEF 112E204 0 260 3 113 & 04
125 p

(EEIEIEIEE S

*:#5% ¥ 4 L f © Fulvestrant (Faslodex)

*g PMAFLHEF CII0E 04 F 26 1 111 & 04
125 p
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[z % 22 ]

*H% ¥4 L ¢ Capivasertib (AZD5363)

g PMIFRLHEF CII0E 042 05 % 110 & 10
504 p

(2% 2R ]

*E % 4 L4 ¢ Capivasertib (AZD5363)

*E pMAFLHEF 111 E04 2 05p % 111 # 10
" 04 p

[z % 22 ]

*H%k ¥4 L ¢ Capivasertib (AZD5363)

g PMAFLHEF I E 102 05p 2 112 # 04
104 p

[ % 2papd]

*H5% F 4L ¢ Capivasertib (AZD5363)

*g PMIRLHEF 111 A 102 260 2 112 & 04
725 P

[ 2142 ]

*R5% P 4L ¢ Fulvestrant (Faslodex)

g PMAFLHEF CII0EF 102 26 p % 111 & 04
125 P

[z =% 2144 ]

* 5% ¥ ¢4 ¢ Fulvestrant (Faslodex)

*g PMIRLHF 111 E04 2 26p 2 111 & 10
725 P

[ 2142 ]

*E5 E P i ¢ Capivasertib (AZD5363)

*g PMAFLHEF CII0E 102 05pF % 111 & 04
v 04 p

14. | CMUHI111-RECI1-158

i
11_
B

[z = >4 ])

*:2 % % 4L Epcoritamab

*g dMEIRLHEF 113 F02% 01 p 3 113 & 07
531 p

15. | CMUHI111-REC1-218

[ % 2R ]
*:#H% ¥ L Epcoritamab
*E rMAFLHRE 12024 & 02 7 01 p 3 2024 & 07
" 31 p

+ Epcoritamab B-SUSAR Line Listing Medical
Analysis (01Feb2024-31Jul2024) dated 12Sep2024

+ Epcoritamab B-SUSAR Life threatening CIOMS AA
(01Feb2024-31Jul2024)

* =% i 3R 3% % % Epcoritamab p 2024 & 02 * 01
P 3 2024 & 07 * 31 p ¥ &F 2 SUSAR Line Listing
2o drdRd 0 B Y5 304 %2 A sk & M20-621 4p

113 # 11 % 06 p
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42 SUSAR # 7 ¢ scs 42 h'grcy ¥ 7 BI04
wRERE -

(2% 2442 ]

*#% ¥ L f¢  Epcoritamab

*E rMIFLHPF 1132027 01 p 3 113E07
7 31

16. | CMUH113-REC1-049

ki
\L.
k3

(2% 2R ]

*E5% # 4 L4 * Pozelimab(REGN3918) %
Cemdisiran(ALN-CC5)

*E rMHIFLHGEF 12024 2040 01 p I 2024 &
04 * 30p

[ % 2papd]

*R B 4L Pozelimab(REGN3918) %
Cemdisiran(ALN-CC5)

*E pMHIFLHGEF 12024 05 01 p I 2024 &
057 31p

[+ 242 ]

*R B 4L Pozelimab(REGN3918) %
Cemdisiran(ALN-CC5)

*E rMIFLHEF 120242067 01 p 3 2024 &
06 7 30 p

[ 242 ]

*R B L4 Pozelimab(REGN3918) %
Cemdisiran(ALN-CC5)

*E rMIFLHREF 12024207 7 01l p 3 2024 &
077 31p

[z =% 2144 ]

*R B E A 4L Pozelimab(REGN3918) %
Cemdisiran(ALN-CC5)

*E rMIFLHEF 12024 208" 01 p I 2024 &
08 * 31p

[z =% 2144 ]

*R B E A 4L Pozelimab(REGN3918) %
Cemdisiran(ALN-CC5)

g pMIFL B 12024 & 097 01 p % 2024 &
09 7 30 p

17. | CMUHI111-REC1-088

ki
\1_
k3

(k] B A Pd -
FRCREPEAFLEM)
i REER)
FRF - A (19204 )
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