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Tablet
#2)
DEXAMETHA
BILATERAL PLEURAL
SONE
EFFUSION [Pleural
(5684-004 )
effusion]
STUDY)
CMUH112- 2407PRTO00|Followup Pleural Effusion [Pleural
1. 2024/6/17 (dexamethasone ] 1,3 A
REC1-196 3842 10 effusion]
) Tablet Tvoe 1 )
ype 1 respiratory
#3) R .
insufficiency [Respiratory
FLUDROCORT
failure]
ISONE
(5684-004
STUDY)
(fludrocortisone)
Tablet
#1) MK-5684
(MK-5684)
Tablet
#2)
BILATERAL PLEURAL
DEXAMETHA
EFFUSION [Pleural
SONE )
effusion]
(5684-004 N
Acute tracheobronchitis
STUDY) - 1,
CMUH112- 2407PRTO00|Followup [Tracheobronchitis]
2. 2024/6/17 (dexamethasone ) 2,3, A
REC1-196 3842 11 Pleural Effusion [Pleural
) Tablet ) 4
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e 1 respirator
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DEXAMETHA
EFFUSION [Pleural
SONE )
effusion]
(5684-004
Acute tracheobronchitis
STUDY)
CMUH112- 2407PRTO00|Followup [Tracheobronchitis]
3. 2024/6/17 (dexamethasone ) 1,3 A
REC1-196 3842 12 Pleural Effusion [Pleural
) Tablet )
effusion]
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ype 1 respiratory
FLUDROCORT| fici [Respi
insufficiency [Respirator
ISONE Y P Y
failure]
(5684-004
STUDY)
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MEDI5752/
CMUH111- 2023A0657 UNKNOWN CAUSE OF
5. 2023/3/1 Initial |CAPECITABIN 1 A
REC1-225 13 . DEATH [Death]
AZD2936/ 2,3,
CMUH111- 2023A2235 N CHEST PAIN-CARDIAC
6. 2023/9/28 Initial | 5-FLUOROUR ) ) 7:0th[ A
REC1-225 65 [Angina pectoris]
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#1) MK-7684A
Study (Code not
broken)
#2)
PEMETREXED
(7684A-007
STUDY) liver failure [Hepatic
CMUH111- 2404CHNO |Followup )
7. 2024/4/10 (pemetrexed) failure] 1.23] A
REC1-019 10839 27 o ) )
Injection Pneumonia [Pneumonia]
#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)
CMUH111- 2302DEUO |Followup [Lymphocyte count
8. 2023/1/19 (pemetrexed) 2371 A
REC1-019 06876 34 o decreased]
Injection )
Acute Renal Failure [Acute
#3) ) o
kidney injury]
CARBOPLATI
Hyperkalemia
N (7684A-007 _
[Hyperkalaemia]
STUDY)
(carboplatin)
Injection
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broken)
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PACLITAXEL
(7684A-007
STUDY)
(paclitaxel)
Injection
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N (7684A-007
STUDY)
(carboplatin)

Injection

Hypontaremia

[Hyponatraemia]
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Followup
3

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

STUDY)

(carboplatin)

Injection
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Back Pain [Back pain]
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#1) MK-7684A
Study (Code not
broken)
#2)
PACLITAXEL
(7684A-007
STUDY)
(paclitaxel)
Injection
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N (7684A-007
STUDY)
(carboplatin)

Injection

Back Pain [Back pain]

neutropenial
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STUDY)
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Injection

Interstitial nephropathy

[Nephropathy]
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7

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

Injection

unknown cause of death

[Death]

Neutropenic fever [Febrile

neutropenia]
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broken)
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#1) MK-7684A
Study (Code not
broken)
#2)
PACLITAXEL
(7684A-007
unknown cause of death
STUDY)
CMUH111- 2412TURO |Followup ) [Death]
15. 202411212 (paclitaxel) _ 113 A
REC1-019 01452 8 o Neutropenic fever [Febrile
Injection .
neutropenia]
#3)
CARBOPLATI
N (7684A-007
STUDY)
(carboplatin)
Injection
Haemorrhagic
CMUH112- 2024A0290 Asundexian vs. ]
16. 2024/2/23 Fup # 3 transformation stroke; 2,31 A
REC1-051 71 Placebo )
Brain oedema
Respiratory failure;
CMUH112- 2024A0792 Asundexian vs. | Bronchial haemorrhage; | 2, 3,
17. 2024/5/29 Fup#4 A
REC1-051 37 Placebo Abdominal wall 7
haematoma
CMUH112- 20240866 Asundexian vs.
18. 2024/6/14 Fup #3 Cerebral haemorrhage 1 A
REC1-051 03 Placebo
CMUH112- 2024A1203 N Asundexian vs. )
19. 2024/8/20 Initial Pancytopenia 2,31 A
REC1-051 94 Placebo
CMUH112- 2024A1203 Asundexian vs. ) 1,2,
20. 2024/8/20 Fup #1 Pancytopenia A
REC1-051 94 Placebo 3
CMUH112- 2024A0733 Asundexian vs.
21. 2024/4/2 Fup#1 Mania 2 A
REC1-051 80 Placebo
Respiratory failure
CMUH112- 2024A0792 Asundexian vs. Abdominal wall 2,3,
22. 2024/5/29 Fup #5 A
REC1-051 37 Placebo haematoma 7
Bronchial haemorrhage
114 #232 5¢p % 43 F % 75 F
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CMUH112- 2024A0906 Asundexian vs. Gastrointestinal
23. 2024/6/20 Fup#1 2,3 A
REC1-051 72 Placebo haemorrhage
CMUH112- 2024A1365 . Asundexian vs. . 2,3,
24, 2024/9/22 Initial Subarachnoid haemorrhage A
REC1-051 62 Placebo 4
CMUH112- 2024A0624 Asundexian vs. Haemorrhagic
25. 2024/4/18 Fup #3 2,3 A
REC1-051 74 Placebo transformation stroke
CMUH112- 2024A0906 Asundexian vs. Gastrointestinal
26. 2024/6/20 Fup # 2 2,3 A
REC1-051 72 Placebo haemorrhage
Duodenal ulcer
CMUH112- 2024A1454 - Asundexian vs. 2,3,
27. 2024/9/2 Initial haemorrhage A
REC1-051 53 Placebo 4
Humerus fracture™
CMUH112- 2024A1365 Asundexian vs. ] 2,3,
28. 2024/9/22 Fup#1 Subarachnoid haemorrhage A
REC1-051 62 Placebo 4
Traumatic intracranial
CMUH112- 2024A1123 Asundexian vs. haematoma
29. 2024/7/16 Initial ) 13 A
REC1-051 56 Placebo Subarachnoid haemorrhage
Subdural haemorrhage
CMUH112- 2024A1565 - Asundexian vs.
30. 2024/11/1 Initial Thalamus haemorrhage | 1,2 | A
REC1-051 40 Placebo
CMUH112- 2024A1565 Asundexian vs.
31. 2024/11/1 Fup#1 Thalamus haemorrhage | 1,2 | A
REC1-051 40 Placebo
BLINDED
STUDY
CMUH112- ONO-2024-
32. 2024/10/1 INI  |MEDICATION( Gastric stenosis 2 A
REC1-204 028993
BLINDED
THERAPY)
BLINDED
STUDY
CMUH112- ONO-2024- ) )
33. 2024/10/1 FU1 [MEDICATION( Gastric stenosis 2 A
REC1-204 028993
BLINDED
THERAPY)
114 #2*» 5p % 44 F o2 75 |
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BLINDED
STUDY
CMUH112- ONO-2024- ) )
34, 2024/10/1 FU2 |MEDICATION( Gastric stenosis 2 A
REC1-204 028993
BLINDED
THERAPY)
BLINDED
STUDY
CMUH112- ONO-2024-
35. 2024/10/1 FU3 |MEDICATION( Gastric stenosis 2 A
REC1-204 028993
BLINDED
THERAPY)
BLINDED
STUDY
CMUH112- ONO-2024-
36. 2024/9/17 FU1 |MEDICATION(| Pneumonia Interstitial 13| A
REC1-204 028202
BLINDED
THERAPY)
BLINDED
STUDY
CMUH112- ONO-2024-
37. 2024/9/17 FU2 [MEDICATION( Death 1 A
REC1-204 028202
BLINDED
THERAPY)
BLINDED
STUDY
CMUH112- ONO-2024-
38. 2024/9/17 FU3 |MEDICATION( Death 1 A
REC1-204 028202
BLINDED
THERAPY)
BLINDED
STUDY
CMUH112- ONO-2024-
39. 2024/9/17 FU4 [MEDICATION( Death 1 A
REC1-204 028202
BLINDED
THERAPY)
BLINDED
STUDY
CMUH112- ONO-2024-
40. 2024/9/17 FU5 [MEDICATION( Death 1 A
REC1-204 028202
BLINDED
THERAPY)
114 #2*» 5p % 45 F - % 75 |
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41.

CMUH112-
REC1-204

2024/9/17

ONO-2024-
028202

FUG6

BLINDED
STUDY
MEDICATION(
BLINDED
THERAPY)

Death

42.

CMUH112-
REC1-204

2024/9/17

ONO-2024-
028202

FU7

BLINDED
STUDY
MEDICATION(
BLINDED
THERAPY)

Death

43.

CMUH113-
REC1-046

2024/11/1

2411BRA0
01250

Followup
8

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

Injection

Febrile neutropenia
[Febrile neutropenia]
Infectious
tracheobronchitis

[Tracheobronchitis]

2.3

114 &2 5p
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Pulmonary embolism
[Pulmonary embolism]
Respiratory failure
Respiratory failure
#1) MK-3475 [ p. Y ) ]
Respiratory failure
CMUH113- 2407TURO |Followup | (pembrolizumab ) ) 1.2.3.
44, 2024/6/13 [Respiratory failure] A
REC1-046 02303 24 ) Solution for o 4
S Demyelinating
injection
polyneuropathy
[Demyelinating
polyneuropathy]
Myositis [Myositis]
#1) MK-3475
(pembrolizumab
) Solution for
injection
#2)
SACITUZUMA
B GOVITECAN
CMUH113- 2411CHNO |Followup (3475 o -
45, 2024/11/16 Pneumonitis [Pneumonitis]| 2.3 | A
REC1-046 06560 3 SOLUTION
FOR
INJECTION
STUDY)
(SACITUZUM
AB
GOVITECAN)
Injection
114 #2*» 5p % 47 F > % 75 F




PRFRAFENRFIALIRELREF-FLLR ¢
- F-LlrERY-XBREREE(C RKR)
B % AR (AR L
AE S (F AP V5B 3 AF @ ¥R
g |6 EX T N
#1) MK-3475
(pembrolizumab
) Solution for
injection
#2)
SACITUZUMA
B GOVITECAN
CMUH113- 2411TURO |Followup (3475 Leukopenia [Leukopenia]
46. 2024/11/13 _ 123 A
REC1-046 05940 4 SOLUTION |[Neutropenia [Neutropenia]
FOR
INJECTION
STUDY)
(SACITUZUM
AB
GOVITECAN)
Injection
Pulmonary embolism
[Pulmonary embolism]
Respiratory failure
[Respiratory failure]
#1) MK-3475 ) ]
) Respiratory failure
CMUH113- 2407TURQO [Followup | (pembrolizumab ) ] 1.2.3.
47. 2024/6/13 _ [Respiratory failure] A
REC1-046 02303 25 ) Solution for o 4
L Demyelinating
injection
polyneuropathy
[Demyelinating
polyneuropathy]
Myositis [Myositis]
114 #2*» 5p % 48 7 % 75 |
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#1) MK-3475
(pembrolizumab
) Solution for
injection
#2) Suspected Cytokine release
SACITUZUMA| syndrome [Cytokine
B GOVITECAN release syndrome]
CMUH113- 2411JPNOO |Followup (3475 Suspected
48. 2024/11/18 _ 23| A
REC1-046 7424 2 SOLUTION Haemophagocytic
FOR syndrome
INJECTION [Haemophagocytic
STUDY) lymphohistiocytosis]
(SACITUZUM
AB
GOVITECAN)
Injection
#1) MK-3475
(pembrolizumab
) Solution for
injection
#2)
SACITUZUMA
Febrile neutropenia
B GOVITECAN _ _
[Febrile neutropenia]
CMUH113- 2411BRAO [Followup (3475 )
49. 2024/11/1 Infectious 23| A
REC1-046 01250 9 SOLUTION N
tracheobronchitis
FOR o
[Tracheobronchitis]
INJECTION
STUDY)
(SACITUZUM
AB
GOVITECAN)
Injection
114 #2715 p % 49 F > 75 F
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#1) MK-3475
(pembrolizumab
) Solution for
injection
#2)
MUCOSISTIS [Mucosal
SACITUZUMA
inflammation]
B GOVITECAN ] ]
Neutropenia [Neutropenia]
CMUH113- 2410PEROO|Followup (3475
50. 2024/10/8 Stroke [Cerebrovascular |1.2.3| A
REC1-046 5406 13 SOLUTION ]
accident]
FOR ]
High blood pressure
INJECTION ing [H fon]
worsening [Hypertension
STUDY)
(SACITUZUM
AB
GOVITECAN)
Injection
Pulmonary embolism
[Pulmonary embolism]
Respiratory failure
[Respiratory failure]
#1) MK-3475 ) ]
) Respiratory failure
CMUH113- 2407TURO [Followup | (pembrolizumab ) ] 1.2.3.
51. 2024/6/13 ) [Respiratory failure] A
REC1-046 02303 26 ) Solution for o 4
L Demyelinating
injection
polyneuropathy
[Demyelinating
polyneuropathy]
Myositis [Myositis]
114 #2715 p % 50 F % 75 F
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52.

CMUH113-
REC1-046

2024/10/19

2410THAOQ
10109

Followup
6

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

Injection

Myositis [Myositis]
Elevate liver enzyme

[Hepatic enzyme

increased]

Bacterial Pneumonia

[Pneumonia bacterial]

1.

2.3

53.

CMUH113-
REC1-046

2024/11/16

2411CHNO
06560

Followup
4

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

Injection

Pneumonitis [Pneumonitis]

2.3

114 & 2

955




TRFFAREARFRALRELAE Y- FELR ¢
- F-trERF -G A ERELE(L PR

s

£ 5 3 AE 2

-

NE YL |F AP s
% 2 5o )

#1) MK-3475
(pembrolizumab
) Solution for
injection
#2)
SACITUZUMA
B GOVITECAN

MUCOSISTIS [Mucosal
inflammation]

Neutropenia [Neutropenia]

CMUH113- 2410PERO0O|Followup (3475

2024/10/8 Stroke [Cerebrovascular |1.2.3

REC1-046 5406 14 SOLUTION
FOR

INJECTION
STUDY)

(SACITUZUM

AB

GOVITECAN)

accident]
High blood pressure

worsening [Hypertension]

Injection

#1) MK-3475
(pembrolizumab
) Solution for
injection
#2)
SACITUZUMA
B GOVITECAN

CMUH113- 2411TURO |Followup (3475 ) )
2024/11/13 Neutropenia [Neutropenia] | 2.3
REC1-046 05940 5 SOLUTION
FOR
INJECTION
STUDY)

(SACITUZUM
AB

GOVITECAN)

Injection

114 &2 5p % 52 F > % 75 F
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56.

CMUH113-
REC1-046

2024/11/1

2411BRA0
01250

Followup
10

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

Injection

Febrile neutropenia

[Febrile neutropenia]

Infectious

tracheobronchitis

[Tracheobronchitis]

2.3

S57.

CMUH113-
REC1-046

2024/12/4

2412CHNO
01864

Initial

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

Injection

consciousness]

leukopenia [Leukopenia]

unconsciousness [Loss of

2.3

114 & 2
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58.

CMUH113-
REC1-046

2024/11/16

2411CHNO
06560

Followup
5

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

Injection

Pneumonitis [Pneumonitis]

2.3

59.

CMUH113-
REC1-046

2024/12/3

2412DEU0
01507

Initial

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

Injection

Epiglottis abscess

[Epiglottic abscess]

Neutropenia [Neutropenia]

2.3

114 & 2

955
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#1) MK-3475
(pembrolizumab
) Solution for
injection
#2) Suspected Cytokine release
SACITUZUMA| syndrome [Cytokine
B GOVITECAN release syndrome]
60, CMUH113- 2024/11/18 2411JPNOO |Followup (3475 Suspected 23 A
REC1-046 7424 3 SOLUTION Haemophagocytic
FOR syndrome
INJECTION [Haemophagocytic
STUDY) lymphohistiocytosis]
(SACITUZUM
AB
GOVITECAN)
Injection
#1) MK-3475
(pembrolizumab
) Solution for
injection
#2)
SACITUZUMA
B GOVITECAN
CMUH113- 2412CHNO |Followup (3475 leukapenia [Leukopenia]
61. 2024/12/3 unconsciousness [Lossof | 2.3 [ A
REC1-046 01864 1 SOLUTION ]
FOR consciousness]
INJECTION
STUDY)
(SACITUZUM
AB
GOVITECAN)
Injection
114 #2 7 5 p % 55 F > x 75 F
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#1) MK-3475
(pembrolizumab
) Solution for
injection
#2)
SACITUZUMA
B GOVITECAN
leukopenia [Leukopenia]
62. CMURLLS 2024/12/3 2412CHNO Followup (3475 unconsciousness [Lossof | 2.3 [ A
REC1-046 01864 2 SOLUTION
consciousness]
FOR
INJECTION
STUDY)
(SACITUZUM
AB
GOVITECAN)
Injection
#1) MK-3475
(pembrolizumab
) Solution for
injection
#2) Suspected Cytokine release
SACITUZUMA| syndrome [Cytokine
B GOVITECAN release syndrome]
63, CMUH113- 2024/11/18 2411JPNOO |Followup (3475 Suspected 23| A
REC1-046 7424 4 SOLUTION Haemophagocytic
FOR syndrome
INJECTION [Haemophagocytic
STUDY) lymphohistiocytosis]
(SACITUZUM
AB
GOVITECAN)
Injection
114 #2 7 5 p % 56 F > x 75 F
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64.

CMUH113-
REC1-046

2024/10/27

2411DEU0
00387

Followup
4

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

Injection

neutropenia]

Febrile neutropenia

febrile neutropenia [Febrile

[Febrile neutropenia]

2.3

65.

CMUH113-
REC1-046

2024/11/13

2411TURO
05940

Followup
6

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

Injection

Neutropenia [Neutropenia]

2.3

114 & 2

955
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#1) MK-3475
(pembrolizumab
) Solution for
injection
#2)
SACITUZUMA
B GOVITECAN

leukopenia [Leukopenia]
CMUH113- 2412CHNO |Followup (3475

RECL.046 2024/12/3 01864 3 SOLUTION unconsciousness [Loss of
FOR
INJECTION
STUDY)
(SACITUZUM
AB

GOVITECAN)

consciousness]

Injection

#1) MK-3475
(pembrolizumab
) Solution for
injection
#2)
SACITUZUMA
B GOVITECAN

Febrile neutropenia

[Febrile neutropenia]

CMUH113- 2411BRAO [Followup (3475
2024/11/1 Infectious
REC1-046 01250 11 SOLUTION

tracheobronchitis

FOR
INJECTION

STUDY)
(SACITUZUM
AB
GOVITECAN)

[Tracheobronchitis]

Injection

114 &2 5p % 58 7 X
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68.

CMUH113-
REC1-046

2024/11/16

2411CHNO
06560

Followup
6

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

Injection

Pneumonitis [Pneumonitis]

2.3

69.

CMUH113-
REC1-046

2024/12/3

2412CHNO
01864

Followup
4

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

Injection

infect [Infection]

consciousness]

leukopenia [Leukopenia]

unconsciousness [Loss of

1.2.3

114 & 2

955
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70.

CMUH113-
REC1-046

2024/4/10

24041TAQO
9309

Followup
20

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

Injection

interstitial pneumonia

pneumothorax

[Pneumothorax]

[Interstitial lung disease]

diarrhoea [Diarrhoea]

1.3

71.

CMUH113-
REC1-046

2024/11/16

2411CHNO
06560

Followup
7

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

Injection

Pneumonitis [Pneumonitis]

2.3

114 & 2
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72.

CMUH113-
REC1-046

2024/10/27

2411DEU0
00387

Followup
5

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

Injection

febrile neutropenia [Febrile

Febrile neutropenia

[Febrile neutropenia]

neutropenia)

1.23

73.

CMUH113-
REC1-046

2024/10/8

2410PEROQO
5406

Followup
15

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

Injection

MUCOSISTIS [Mucosal
inflammation]
Neutropenia [Neutropenia]
Stroke [Cerebrovascular
accident]

High blood pressure

worsening [Hypertension]

1.2.3

114 &2 5p
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74.

CMUH113-
REC1-046

2024/10/19

2410THAO
10109

Followup
7

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

Injection

Bacterial Pneumonia

Myositis [Myositis]

[Hepatic enzyme

increased]

[Pneumonia bacterial]

Elevate liver enzyme

1.

2.3

75.

CMUH113-
REC1-046

2024/12/3

2412DEU0
01507

Followup
1

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

Injection

Epiglottis abscess

Neutropenia [Neutropenia]

[Epiglottic abscess]

2.3

114 & 2
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76.

CMUH113-
REC1-046

2024/10/19

2410THAOQ
10109

Followup
8

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

Injection

Myositis [Myositis]
Elevate liver enzyme
[Hepatic enzyme
) 1.2.3
increased]
Bacterial Pneumonia

[Pneumonia bacterial]

77.

CMUH113-
REC1-046

2024/12/3

2412CHNO
01864

Followup
5

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

Injection

leukopenia [Leukopenia]
infect [Infection]

) 1.2.3

unconsciousness [Loss of

consciousness]

114 & 2

955
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78.

CMUH113-
REC1-046

2024/10/8

2410PEROO

5406

Followup
16

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

Injection

Neutropenia [Neutropenia]

worsening [Hypertension]

MUCOSISTIS [Mucosal

inflammation]

Stroke [Cerebrovascular
accident]

High blood pressure

1.23

79.

CMUH113-
REC1-046

2024/12/3

2412CHNO
01864

Followup
6

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

Injection

infection [Infection]
leukopenia [Leukopenia]
unconsciousness [Loss of

consciousness]

1.2.3

114 & 2
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CMUH113-
REC1-046

2024/11/16

2411CHNO
06560

Followup
8

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

Injection

Pneumonitis [Pneumonitis]

2.3

81.

CMUH113-
REC1-046

2024/11/13

2411TURO
05940

Followup
7

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

Injection

Neutropenia [Neutropenia]

2.3
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#1) MK-3475
(pembrolizumab
) Solution for
injection
#2)
MUCOSISTIS [Mucosal
SACITUZUMA ]
inflammation]
B GOVITECAN ] ]
Neutropenia [Neutropenia]
CMUH113- 2410PEROO|Followup (3475
82. 2024/10/8 Stroke [Cerebrovascular [1.2.3| A
REC1-046 5406 17 SOLUTION ]
accident]
FOR ]
High blood pressure
INJECTION ing [H fon]
worsening [Hypertension
STUDY)
(SACITUZUM
AB
GOVITECAN)
Injection
#1) MK-3475
(pembrolizumab
) Solution for
injection
#2)
SACITUZUMA Myositis [Myositis]
B GOVITECAN| Elevate liver enzyme
CMUH113- 2410THAO [Followup (3475 [Hepatic enzyme
83. 2024/10/19 ) 1.23] A
REC1-046 10109 9 SOLUTION increased]
FOR Bacterial Pneumonia
INJECTION [Pneumonia bacterial]
STUDY)
(SACITUZUM
AB
GOVITECAN)
Injection
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#1) MK-5684
(MK-5684)
Tablet
#2)
BILATERAL PLEURAL
DEXAMETHA
EFFUSION [Pleural
SONE )
effusion]
(5684-004
Acute tracheobronchitis
STUDY)
CMUH112- 2407PRTO00|Followup [Tracheobronchitis]
84. 2024/6/17 (dexamethasone _ 1,3 A
REC1-196 3842 13 Pleural Effusion [Pleural
) Tablet )
effusion]
#3) Tvoe 1 ]
ype 1 respiratory
FLUDROCORT| ici [Respi
insufficiency [Respirator
ISONE y P Y
failure]
(5684-004
STUDY)
(fludrocortisone)
Tablet
#1) MK-5684
(MK-5684)
Tablet
#2)
DEXAMETHA
SONE
(5684-004 ) o
Other Serious Criteria:
STUDY) ) o
CMUH112- 2501USA0 . Medically Significant
8b. 2025/1/9 Initial | (dexamethasone _ 2,7 A
REC1-196 03068 pulmonary embolism
) Tablet )
[Pulmonary embolism]
#3)
FLUDROCORT
ISONE
(5684-004
STUDY)

(fludrocortisone)

Tablet
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86.

CMUH112-
REC1-196

2024/6/17

2407PRT00
3842

Followup
14

#1) MK-5684
(MK-5684)
Tablet
#2)
DEXAMETHA
SONE
(5684-004
STUDY)
(dexamethasone
) Tablet
#3)
FLUDROCORT
ISONE
(5684-004
STUDY)
(fludrocortisone)

Tablet

BILATERAL PLEURAL
EFFUSION [Pleural
effusion]

Acute tracheobronchitis
[Tracheobronchitis]
Pleural Effusion [Pleural
effusion]

Type 1 respiratory
insufficiency [Respiratory

failure]

1,3

87.

CMUH112-
REC1-196

2024/11/28

2501USA0
06299

Initial

#1 ) MK-5684
(MK-5684)
Tablet
#2)
DEXAMETHA
SONE
(5684-004
STUDY)
(dexamethasone
) Tablet
#3)
FLUDROCORT
ISONE
(5684-004
STUDY)

(fludrocortisone)

Tablet

Other Serious Criteria:
Congenital Anomaly
Edema Limbs (Right).
[Oedema peripheral]
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#1) MK-5684
(MK-5684)
Tablet
#2)
BILATERAL PLEURAL
DEXAMETHA
EFFUSION [Pleural
SONE )
effusion]
(5684-004
Acute tracheobronchitis
STUDY)
CMUH112- 2407PRTO00|Followup [Tracheobronchitis]
88. 2024/6/17 (dexamethasone ) 1,3 A
REC1-196 3842 15 Pleural Effusion [Pleural
) Tablet )
effusion]
#) Type 1 i
ype 1 respiratory
FLUDROCORT| fici [Respi
insufficiency [Respirator
ISONE y P Y
failure]
(5684-004
STUDY)
(fludrocortisone)
Tablet
#1) MK-5684
(MK-5684)
Tablet
#2)
BILATERAL PLEURAL
DEXAMETHA
EFFUSION [Pleural
SONE )
effusion]
(5684-004 N
Acute tracheobronchitis
STUDY) N
CMUH112- 2407PRTO00|Followup [Tracheobronchitis]
89. 2024/6/17 (dexamethasone ) L,3| A
REC1-196 3842 16 Pleural Effusion [Pleural
) Tablet )
effusion]
") Type 1 i
e 1 respirator
FLUDROCORT | f:? l; _y
insufficiency [Respirator
ISONE -y P Y
failure]
(5684-004
STUDY)
(fludrocortisone)
Tablet
114 #2715 p % 69 F % 75 F
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#1)
ABIRATERON
E ACETATE
(5684 STUDY)
(abiraterone
CMUH112- 25011TAQO |Followup stroke [Cerebrovascular
90. 2025/1/15 acetate) Tablet _ 1,3 A
REC1-196 7050 1 accident]
#2)
PREDNISONE
(5684 STUDY)
(prednisone)
Tablet
#1) MK-5684
(MK-5684)
Tablet
#2)
BILATERAL PLEURAL
DEXAMETHA
EFFUSION [Pleural
SONE )
effusion]
(5684-004 o
Acute tracheobronchitis
STUDY) N
CMUH112- 2407PRTO00|Followup [Tracheobronchitis]
91. 2024/6/17 (dexamethasone ) L,3| A
REC1-196 3842 17 Pleural Effusion [Pleural
) Tablet )
effusion]
#3) Tvoe 1 )
ype 1 respiratory
FLUDROCORT| _
insufficiency [Respiratory
ISONE
failure]
(5684-004
STUDY)
(fludrocortisone)
Tablet
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92.

CMUH112-
REC1-196

2025/1/15

25011TAQO
7050

Followup

2

#1)
ABIRATERON
E ACETATE
(5684 STUDY)
(abiraterone
acetate) Tablet
#2)
PREDNISONE
(5684 STUDY)
(prednisone)
Tablet

stroke [Cerebrovascular | 1, 2,

accident]
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MPS | Registry

Announcement

CMUH110-REC1-175
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[ 8% 2444 ]
*:kok ¥ 4 240 © ABLOOL

*% 2 ML YT 2023 & 040 01 p

730 p
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*E pHEELHGREF
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- Epcoritamab B-SUSAR Line Listing Medical Analysis
(01Aug2024-21Sep2024) dated 08Nov2024

- Epcoritamab B-SUSAR Life threatening CIOMS AA
(01Aug2024-21Sep2024)

* =x il #F 2% % 5 Epcoritamab p 2024 # 08 * 01
p i 2024 & 09 " 21 p # fF 2. SUSAR Line Listing
2 trdRE o H P 5 148 2 & ARk k M20-621 4p B
ISUSAR & 60 12 % 16 G| 7~ Bl 4R o ) P 97 4 2.
SUSAR I 7 ¢ :x %3 %2 b ' d ¥ 2 B E AR
Kt o

CMUH111-REC1-158

[ 8% 2444 ]

*iE5k ¥ 4 ¢ : Epcoritamab

*E ML YPF 1132082 01 p 2 113 & 09
121 P

CMUH112-REC1-148

[z 242 )

*RB B L AL T VAYT36

*F PPAFAWEF 113 £04 0 01 p I 113 # 09
" 30 p

CMUH103-REC1-110

(%525 4]
*2 A 1 Version 1
*pHp 11057 9% 20 p

CMUH103-REC1-097

|+
(v
&

[z =% 21454 ]

*E5% ¥4 AL © Abemaciclib (LY2835219)

*g pMHIR2 HRE2023 097 29 p 3 2024 & 03
128 p

[{araiFr=p ]

*ux A~ @ Abemaciclib LY2835219 Investigator's
Brochure_Approval Date 04Dec2024

*pdp 12024 & 12 % 04 p
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v Ak
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MOR00208_DSUR_No.12_2023-07-31 to
2024-07-30_ES
*:RER B 4L 1 MOR00208
* MM ARA P RFI2023 &2 07 % 31 p % 2024 & 07
130

[ x# % > 482 ] MOR00208SMOR00208
DSUR_No.12_2023-07-31 to 2024-07-30_Line listing
SRR E S AL
*% ML 2023 & 070 31 p % 2024 & 07
130

[ # % >1+4r2 ] MOR00208_3-month Line
Listing_01May2024 - 30Jul2024
*:25% % ¢4 © MOR00208
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[ =# % > 1472 ) Post-marketing serious adverse
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CMUH112-REC1-093

B i

[ DSUR#01]
a. Annual Safety Report DSUR_01 Jun 2022-31 May
2023 _Report body 13 Jul 2023
*#% ¥ ¢ # ENERGI-F703 GEL
*E rMEL R £06" 01p 211250 31
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[ DSUR#02]
a. Annual Safety Report DSUR_02 Jun 2023-31 May
2024_18 Jul 2024
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1) ALX148 Biannual SUSAR Line Listing_19Jan2024
to 18Jul2024
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[ 5%F2 5 4]
*ux &~ I version 1.0
*p Hp 12024 £ 08 % 08 p
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CMUH112-REC1-051
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*iE5% ¥ 4 © ASUNDEXIAN
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*ix A& Budigalimab Investigator Brochure Edition
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