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#1) Death [Death
RALUDOTATU (10011906)*]
CL- G septic shock [Septic shock
CMUH114- Followup 1.2.3.
1. 2025/6/9 1009507513- DERUXTECAN (10040070)*] A
REC1-060 3 4.7
2295062 Injection Pancytopenia
(raludotatug [Pancytopenia
deruxtecan) (10033661)*]
#1) Death [Death
RALUDOTATU (10011906)*]
CL- G septic shock [Septic shock
CMUH114- Followup 1.2.3.
2. 2025/6/9 [009507513- DERUXTECAN (10040070)*] A
REC1-060 4 7
2295062 Injection Pancytopenia
(raludotatug [Pancytopenia
deruxtecan) (10033661)*]
#1)
RALUDOTATU
CL- G
CMUH114- Followup septic shock [Septic shock
3. 2025/6/9 [009507513- DERUXTECAN 13 ] A
REC1-060 5 (10040070)*]
2295062 Injection
(raludotatug
deruxtecan)
#1)
RALUDOTATU
CL- G
CMUH114- Followup Septick Shock [Septic
4. 2025/6/6 |009507513- DERUXTECAN 131 A
RECI1-060 6 shock (10040070)*]
2295062 Injection
(raludotatug
deruxtecan)
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#1)
RALUDOTATU
CL- G
CMUH114- Followup Fever syndrome [Fever
5. 2025/6/24 [009507513- DERUXTECAN 1.3 A
REC1-060 2 (10016558)*]
2300522 Injection
(raludotatug
deruxtecan)
#1)
RALUDOTATU
CL- G Neutropenic sepsis
CMUH114- Followup
6. 2025/6/24 [009507513- DERUXTECAN [Neutropenic sepsis 1.3 A
REC1-060 3
2300522 Injection (10049151)*]
(raludotatug
deruxtecan)
#1)
RALUDOTATU
CL- G
CMUH114- Followup Septick Shock [Septic
7. 2025/6/6 {009507513- DERUXTECAN 1.3 A
REC1-060 7 shock (10040070)*]
2295062 Injection
(raludotatug
deruxtecan)
CMUH109- 100002918 [follow up
8. 2023/11/14 RO4897779 FATAL DYSPNOEA L2 A
RECI1-084 48 2
BLINDED UPPER LIMB
CMUHI110- 2023A1900 |follow up 2,3,
9. 2023/8/17 ANASTROZOL HOMOLATERAL A
RECI1-004 95 1 4
E/ Palbociclib | CELLULITE [Cellulite]
BLINDED
CMUH110- 2024A1857 |follow up] ANASTROZOL Bilateral pneumonia
10. 2024/8/13 2,31 A
REC1-004 83 2 E/ [Pneumonia]
PALBOCICLIB
BLINDED
202508GL Disease progression
CMUHI110- [ UNK/UNK/ ANASTROZOL
11. 0005128C | Initial [Malignant neoplasm 1 A
REC1-004 UNK E/
L progression]
PALBOCICLIB
114 # 09 * 17 p % 34 F > £ 82 F
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CMUH113- DS-2025- N .
12. 2025/3/6 FU4 DS-7300a Interstitial lung disease | 1,3 | A
RECI1-122 129644-KR
Acute respiratory distress
CMUH113- DS-2025- )
13. 2025/3/14 FUI Lurbinectedin syndrome 2,31 A
RECI1-122 130928-KR )
Neutrophil count decreased
Acute respiratory distress
CMUH113- DS-2025- )
14, 2025/3/14 FU2 | Lurbinectedin syndrome 2,3 A
RECI1-122 130928-KR )
Neutrophil count decreased
CMUHI113- DS-2025-
15. 2025/3/24 FU6 Topotecan Septic shock L3 A
RECI1-122 133041-FR
CMUH113- DS-2025-
16. 2025/3/24 FU7 Topotecan Septic shock L3 A
RECI1-122 133041-FR
CMUH113- DS-2025-
17. 2025/3/24 FUS8 Topotecan Septic shock L3 ] A
RECI1-122 133041-FR
CMUH113- DS-2025-
18. 2025/3/24 FU9 Topotecan Septic shock L3 A
RECI1-122 133041-FR
Pneumonitis
CMUH113- DS-2025- Community acquired
19. 2025/4/6 FU2 DS-7300a 1,3 A
RECI1-122 134991-AU pneumonia
Pulmonary embolism
Pneumonitis
CMUH113- DS-2025- Community acquired
20. 2025/4/6 FU3 DS-7300a 1,3 A
RECI1-122 134991-AU pneumonia
Pulmonary embolism
CMUH113- DS-2025- Pneumonitis
21. 2025/4/8 INI DS-7300a 1,3 A
RECI1-122 136973-AU Pulmonary embolism
CMUH113- DS-2025- Pneumonitis
22. 2025/4/8 FUI1 DS-7300a 1,3 A
REC1-122 136973-AU Pulmonary embolism
CMUHI113- DS-2025-
23. 2025/4/29 INT DS-7300a Pneumonia 2,3 A
RECI1-122 138808-TW
CMUHI113- DS-2025-
24. 2025/4/29 FU1 DS-7300a Pneumonia 2,3 A
RECI1-122 138808-TW
CMUH113- DS-2025-
25. 2025/4/29 FU2 DS-7300a Pneumonia 2,3 A
RECI1-122 138808-TW
114 # 09 * 17 p % 35 F £ 82 T
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CMUH113- DS-2025-
26. 2025/4/29 FU3 DS-7300a Pneumonia 2,3 A
RECI1-122 138808-TW
CMUH113- DS-2025-
27. 2025/4/29 FU4 DS-7300a Pneumonia 2.3 A
RECI1-122 138808-TW
CMUH113- DS-2025-
28. 2025/4/29 FUS DS-7300a Pneumonia 2,3 A
REC1-122 138808-TW
CMUH113- DS-2025-
29. 2025/4/29 FU6 DS-7300a Pneumonia 2,3 A
REC1-122 138808-TW
CMUH113- DS-2025-
30. 2025/4/29 FU7 DS-7300a Pneumonia 2,3 A
RECI1-122 138808-TW
Other Serious Criteria:
CMUH113- DS-2025-
31. 2025/5/20 INI DS-7300a IME L3 ] A
REC1-122 142192-BE
Pneumonitis
Other Serious Criteria:
CMUH113- DS-2025-
32. 2025/5/20 FU1 DS-7300a IME L3 ] A
REC1-122 142192-BE
Pneumonitis
CMUH113- DS-2025-
33. 2025/6/6 INI DS-7300a interstitial pneumonia 2 A
RECI1-122 146611-CN
CMUH113- DS-2025-
34. 2025/6/6 FUI DS-7300a interstitial pneumonia 2 A
RECI1-122 146611-CN
BLINDED
STUDY
CMUH112- ONO-2024-
35. 2024/9/13 FU8 |MEDICATION( Hepatitis 1,3 A
RECI1-204 028202
BLINDED
THERAPY)
BLINDED
STUDY Pneumonia;Gastroenteritis;
CMUH112- ONO-2024-
36. 2024/3/8 FU19 |[MEDICATION(| Enterocolitis;General 1,231 A
REC1-204 017770
BLINDED Weakness;Pneumonia
THERAPY)
BLINDED
STUDY Pneumonia;Gastroenteritis;
CMUH112- ONO-2024-
37. 2024/3/8 FU20 [MEDICATION(| Enterocolitis;General 1,231 A
REC1-204 017770
BLINDED Weakness;Pneumonia
THERAPY)
114 & 09 * 17 p % 36 F % 82 F
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BLINDED
STUDY Pneumonia;Gastroenteritis;
CMUH112- ONO-2024-
38. 2024/3/8 FU21 [MEDICATION(| Enterocolitis;General |1,23| A
REC1-204 017770
BLINDED Weakness;Pneumonia
THERAPY)
BLINDED
STUDY Pneumonia;Gastroenteritis;
CMUH112- ONO-2024-
39. 2024/3/8 FU22 [MEDICATION(| Enterocolitis;General |1,2,3| A
REC1-204 017770
BLINDED Weakness;Pneumonia
THERAPY)
BLINDED
STUDY Pneumonia;Gastroenteritis;
CMUH112- ONO-2024- .
40. 2024/3/8 FU23 |[MEDICATION(| Enterocolitis;General 1,23 A
REC1-204 017770
BLINDED Weakness;Pneumonia
THERAPY)
BLINDED
STUDY Pneumonia;Gastroenteritis;
CMUH112- ONO-2024-
41. 2024/3/8 FU24 |[MEDICATION(| Enterocolitis;General |1,23| A
REC1-204 017770
BLINDED Weakness;Pneumonia
THERAPY)
BLINDED
STUDY
CMUH112- ONO-2024- PNEUMONIA,
42. 2024/11/14 FU7 |MEDICATION( 2,3 A
REC1-204 031330 Gastric ulcer
BLINDED
THERAPY)
BLINDED
STUDY
CMUH112- ONO-2024- PNEUMONIA,
43. 2024/11/14 FUS |MEDICATION( 2,3 A
REC1-204 031330 Gastric ulcer
BLINDED
THERAPY)
BLINDED
STUDY
CMUH112- ONO-2024- PNEUMONIA,
44, 2024/11/14 FU9 |MEDICATION( 2,3 A
REC1-204 031330 Gastric ulcer
BLINDED
THERAPY)
114 # 09 * 17 p % 37 F - 82 F
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BLINDED
STUDY
CMUH112- ONO-2024- PNEUMONIA,
45, 2024/11/14 FUI0 [MEDICATION( 2.3 A
REC1-204 031330 Gastric ulcer
BLINDED
THERAPY)
BLINDED
STUDY
CMUH112- ONO-2024- PNEUMONIA,
46. 2024/11/14 FU1l |MEDICATION( 23| A
REC1-204 031330 Gastric ulcer
BLINDED
THERAPY)
BLINDED
STUDY
CMUH112- ONO-2024- PNEUMONIA,
47. 2024/11/14 FU12 |MEDICATION( 23| A
REC1-204 031330 Gastric ulcer
BLINDED
THERAPY)
BLINDED
STUDY
CMUH112- ONO-2024- PNEUMONIA,
48. 2024/11/14 FU13 |MEDICATION( 2,3 A
REC1-204 031330 Gastric ulcer
BLINDED
THERAPY)
BLINDED
STUDY
CMUH112- ONO-2024- PNEUMONIA,
49, 2024/11/14 FU14 [MEDICATION( 2,3 A
REC1-204 031330 Gastric ulcer
BLINDED
THERAPY)
BLINDED
STUDY
CMUH112- ONO-2024- PNEUMONIA,
50. 2024/11/14 FU15 [MEDICATION( 2,3 A
REC1-204 031330 Gastric ulcer
BLINDED
THERAPY)
114 # 09 *» 17 p % 38 F - 82 F
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51.

CMUH113-
RECI1-046

2024/1/18

BR-
009507513~
2402BRA0

01283

Followup
23

#1)
PEMBROLIZU
MAB Solution

for injection
(pembrolizumab
)

#2)
SACITUZUMA
B GOVITECAN

(3475
SOLUTION
FOR
INJECTION
STUDY)
Injection
(SACITUZUM

AB
GOVITECAN)

(10035664)*]

pneumonia

(10006469)*]

pneumonia [Pneumonia

bronchial infecction /

[Bronchopneumonia

1.23
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52.

CMUH113-
RECI1-046

2024/1/18

BR-
009507513~
2402BRA0

01283

Followup
24

#1)
PEMBROLIZU
MAB Solution

for injection
(pembrolizumab
)

#2)
SACITUZUMA
B GOVITECAN

(3475
SOLUTION
FOR
INJECTION
STUDY)
Injection
(SACITUZUM

AB
GOVITECAN)

(10035664)*]

pneumonia

(10006469)*]

pneumonia [Pneumonia

bronchial infecction /

[Bronchopneumonia

1.23
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53.

CMUH113-
RECI1-046

2024/1/18

BR-
009507513~
2402BRA0

01283

Followup
25

#1)
PEMBROLIZU
MAB Solution

for injection
(pembrolizumab
)

#2)
SACITUZUMA
B GOVITECAN

(3475
SOLUTION
FOR
INJECTION
STUDY)
Injection
(SACITUZUM

AB
GOVITECAN)

(10035664)*]

pneumonia

(10006469)*]

pneumonia [Pneumonia

bronchial infecction /

[Bronchopneumonia

1.23

114 # 09 * 17 p




TRFFAREARFRFALRELAEF-FELR ¢

~F-trERLXGEERESEC R

; 4 47
;}*ﬁ%%m%iﬂwfjgigﬁ;% v RE reke  |gxlEe
#1)
Vibostolimab
) Immune-mediated
pembrolizumab | pneumonitis [Immune-
VS. mediated pneumonitis
Pembrolizumab (10082452)*]
(rAE) Pulmonary
#2) Prednisone thromboembolism
(Prednisone) [Pulmonary
CL- (prednisone) thromboembolism
CMUHI11- 009507513-|Followup #3) (10037436)*]
54, 2024/1/22 131 A
REC1-019 2401CHLO 36 PEMETREXED Sepsis [Sepsis
14576 (7684A-007 (10040047)*]
STUDY) Acute myocardial
Injection infarction [Acute
(Pemetrexed) myocardial infarction
#4) (10000891)*]
CARBOPLATI Pneumonia bacterial
N (7684A-007 [Pneumonia bacterial
STUDY) (10060946)*]
Injection
(carboplatin)
114 # 09 * 17 p % 42 F > £ 82 F
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#1) MK-5684
Tablet
(opevesostat
tosylate)
#2) PNEUMONIA [Pneumonia
FLUDROCORT (10035664)*]
ISONE (5684- HYPONATREMIA
0 004 STUDY) [Hyponatraemia
g5, | MUTE | a5y [P0 [Follow (10021036)*] S I
RECI1-196 2501COLO 14 3
(fludrocortisone)] BRAIN VASCULAR
3 #3) ACCIDENT
DEXAMETHA | [Cerebrovascular accident
SONE (5684- (10008190)*]
004 STUDY)
Tablet
(dexamethasone
)
#1) MK-5684
Tablet
(opevesostat
tosylate) Worsening of COPD
#2) [Chronic obstructive
DEXAMETHA pulmonary disease
SONE (5684- |exacerbation (10077773)*]
r 004 STUDY) Hypoadrenalism
CMUHI112- 009507513-|Followup
56. 2024/10/31 Tablet [Hypoadrenalism 2,3 A
RECI1-196 24111TA00 10
Lo41 (dexamethasone (10020936)*]
) worsening of COPD
#3) [Chronic obstructive
FLUDROCORT pulmonary disease
ISONE (5684- |exacerbation (10077773)*]
004 STUDY)
Tablet
(fludrocortisone)
114 # 09 * 17 p ¥ 43 F > £ 82 F
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#1) MK-5684
Tablet
(opevesostat
tosylate)
#2)
FLUDROCORT
ISONE (5684-
004 STUDY) | Glucocorticoids increased
57. CMUHT2- 2025/722 | 2313979 Followup Tablet [Increased steroid activity | 2 A
RECI1-196 2
(fludrocortisone) (10021684)*]
#3)
DEXAMETHA
SONE (5684-
004 STUDY)
Tablet
(dexamethasone
)
Acute heart failure
[Cardiac failure acute
#1) (10007556)*]
ENZALUTAMI Pulmonary
CMUH112- Followup| DE (5684 Thromboembolism
58. 2025/5/22 | 2290506 2,31 A
RECI1-196 12 STUDY) [Pulmonary
Capsule thromboembolism
(enzalutamide) (10037436)*]
Pneumonia [Pneumonia
(10035664)*]
114 # 09 * 17 p % 44 F > £ 82 F
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#1) MK-5684
Tablet
(opevesostat
tosylate)
#2)
Drug-Induced interstitial
DEXAMETHA
Pneumonitis [Interstitial
SONE (5684-
pneumonitis (10022618)*]
004 STUDY)
Drug-induced interstitial
Tablet
pneumonitis aggravated
CMUH112- Followup | (dexamethasone
2025/472 | 2273903 [Interstitial pneumonitis
REC1-196 13 )
(10022618)*]
#3)
malignant neoplasm
FLUDROCORT
progression [Malignant
ISONE (5684-
neoplasm progression
004 STUDY)
(10051398)*]
Tablet
(fludrocortisone)
#4) Xtandi
(Enzalutamide) -
MPID: 2507766
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#1) MK-5684
Tablet
(opevesostat
tosylate)
#2) HYPONATREMIA
FLUDROCORT [Hyponatraemia
ISONE (5684- (10021036)*]
0 004 STUDY) [PNEUMONIA [Pneumonia
60, | VUL Sgpsypy (0007 Followupl et (10035664)*] S I
RECI1-196 2501COLO 15 3
(fludrocortisone)] BRAIN VASCULAR
3 #3) ACCIDENT
DEXAMETHA | [Cerebrovascular accident
SONE (5684- (10008190)*]
004 STUDY)
Tablet
(dexamethasone
)
Acute heart failure
[Cardiac failure acute
#1) (10007556)*]
ENZALUTAMI Pulmonary
CMUH112- Followup| DE (5684 Thromboembolism
61. 2025/5/22 | 2290506 2,31 A
RECI1-196 13 STUDY) [Pulmonary
Capsule thromboembolism
(enzalutamide) (10037436)*]
Pneumonia [Pneumonia
(10035664)*]
114 # 09 * 17 p ¥ 46 F > £ 82 F
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#1) MK-5684
Tablet
(opevesostat HYPOKALEMIA
tosylate) [Hypokalaemia
#2) (10021015)*]
FLUDROCORT AECOPD [Chronic
ISONE (5684- | obstructive pulmonary
CMUHL 12 Followup 004 STUDY) disease exacerbation
62. 2025/6/11 | 2296974 Tablet (10077773)*] 2,31 A
RECI1-196 9
(fludrocortisone) ADRENAL CRISIS
#3) [Adrenal crisis
DEXAMETHA (10001346)*]
SONE (5684- ACUTE KIDNEY
004 STUDY) | INJURY [Acute kidney
Tablet injury (10069339)*]
(dexamethasone
)
#1) MK-5684
Tablet
(opevesostat
tosylate)
#2)
DEXAMETHA
SONE (5684-
004 STUDY) | Glucocorticoids increased
CMUH112- Followup
63. 2025/7/22 | 2313979 Tablet [Drug overdose 2 A
RECI1-196 3
(dexamethasone (10068719)*]
)
#3)
FLUDROCORT
ISONE (5684-
004 STUDY)
Tablet
(fludrocortisone)
114 # 09 * 17 p % 47 F > £ 82 F
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#1) MK-5684
Tablet
(opevesostat
tosylate)
#2)
FLUDROCORT
ISONE (5684-
Pulmonary
004 STUDY)
CMUH112- Followup thromboembolic event
64. 2025/7/27 | 2314867 Tablet L3 A
RECI1-196 1 [Pulmonary embolism
(fludrocortisone)
(10037377)*]
#3)
DEXAMETHA
SONE (5684-
004 STUDY)
Tablet
(dexamethasone
)
#1) MK-5684
Tablet
(opevesostat
ADRENAL CRISIS
tosylate)
[Adrenal crisis
#2)
(10001346)*]
FLUDROCORT
AECOPD [Chronic
ISONE (5684-
obstructive pulmonary
004 STUDY)
CMUH112- Followup disease exacerbation
65. 2025/6/11 | 2296974 Tablet 2,3 A
REC1-196 10 (10077773)*]
(fludrocortisone)
HYPOKALEMIA
#3)
[Hypokalaemia
DEXAMETHA
(10021015)*]
SONE (5684-
PNEUMONIA [Pneumonia
004 STUDY)
(10035664)*]
Tablet
(dexamethasone
)
114 # 09 * 17 p % 48 7o £ 82 T
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66.

CMUH112-
RECI-196

2025/4/14

2284071

Followup

#1) MK-5684
Tablet
(opevesostat
tosylate)
#2)
HYDROCORTI
SONE (5684-
004 STUDY)
Tablet
(hydrocortisone)
#3)
FLUDROCORT
ISONE (5684-
004 STUDY)
Tablet
(fludrocortisone)
#4)
DEXAMETHA
SONE (5684-
004 STUDY)
Tablet

(dexamethasone

)

Hypokalemia
[Hypokalaemia
(10021015)*]

the lower extremities

[Venous reflux

(10068703)*]

Venous reflux disorder of

2,3

114 # 09 * 17 p
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#1) MK-5684
Tablet
(opevesostat
tosylate)
#2)
FLUDROCORT
ISONE (5684-
004 STUDY)
CMUH112- Death [Death
67. 2025/7/31 | 2316806 | Initial Tablet 1 A
REC1-196 (10011906)*]
(fludrocortisone)
#3)
DEXAMETHA
SONE (5684-
004 STUDY)
Tablet
(dexamethasone
)
Acute heart failure
[Cardiac failure acute
#1) (10007556)*]
ENZALUTAMI Pulmonary
CMUH112- Followup| DE (5684 Thromboembolism
68. 2025/5/22 | 2290506 2,31 A
RECI1-196 14 STUDY) [Pulmonary
Capsule thromboembolism
(enzalutamide) (10037436)*]
Pneumonia [Pneumonia
(10035664)*]
114 # 09 * 17 p % 50 F > # 82 F
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69.

CMUH112-
RECI-196

2025/7/27

2314867

Followup

2

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

(dexamethasone

)

Pulmonary

thromboembolic event

[Pulmonary embolism

(10037377)*]

1,2,

70.

CMUH112-
2025/7/31
RECI1-196

2316806

Followup
1

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

(dexamethasone

)

Death [Death
(10011906)*]

114 # 09 * 17 p
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#1) MK-5684
Tablet
(opevesostat
tosylate)
#2)
Drug-Induced interstitial
DEXAMETHA
Pneumonitis [Interstitial
SONE (5684-
pneumonitis (10022618)*]
004 STUDY)
Drug-induced interstitial
Tablet
pneumonitis aggravated
CMUH112- Followup | (dexamethasone
2025/472 | 2273903 [Interstitial pneumonitis
REC1-196 14 )
(10022618)*]
#3)
malignant neoplasm
FLUDROCORT
progression [Malignant
ISONE (5684-
neoplasm progression
004 STUDY)
(10051398)*]
Tablet
(fludrocortisone)
#4) Xtandi
(Enzalutamide) -
MPID: 2507766

114 # 09 * 17 p % 52 F &
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#1) MK-5684
Tablet
(opevesostat
ADRENAL CRISIS
tosylate)
[Adrenal crisis
#2)
(10001346)*]
FLUDROCORT
HYPOKALEMIA
ISONE (5684-
[Hypokalaemia
004 STUDY)
CMUH112- Followup (10021015)*]
72. 2025/6/11 | 2296974 Tablet 2,3 A
REC1-196 11 AECOPD [Chronic
(fludrocortisone)
) obstructive pulmonary
disease exacerbation
DEXAMETHA
(10077773)*]
SONE (5684-
PNEUMONIA [Pneumonia
004 STUDY)
(10035664)*]
Tablet
(dexamethasone
)
#1) MK-5684
Tablet
(opevesostat
disseminated hemorrhagic
tosylate)
) intravascular coagulation
[Disseminated
FLUDROCORT
intravascular coagulation
ISONE (5684-
(10013442)*]
004 STUDY)
CMUH112- Followup intracranial subdural
73. 2025/4/18 | 2278904 Tablet L3 A
REC1-196 24 hematoma [Intracranial
(fludrocortisone)
) subdural hematoma
(10055374)*]
DEXAMETHA
Adrenal insufficiency
SONE (5684-
[Adrenal insufficiency
004 STUDY)
(10001367)*]
Tablet
(dexamethasone
)
114 # 09 * 17 p % 53 F > #£ 82 F
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74.

CMUH112-
RECI-196

2025/7/27

2314867

Followup

3

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

(dexamethasone

)

Pulmonary

thromboembolic event

[Pulmonary embolism

(10037377)*]

1,2,

75.

CMUH112-
2025/7/27
RECI1-196

2314867

Followup
4

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

(dexamethasone

)

Pulmonary

thromboembolic event

[Pulmonary embolism

(10037377)*]

]‘5 2’
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#1) MK-5684
Tablet
(opevesostat
tosylate)
#2)
FLUDROCORT
ISONE (5684-
Malignant neoplasm
004 STUDY)
CMUH112- Followup progression [Malignant
76. 2025/7/31 | 2316806 Tablet 1 A
RECI1-196 2 neoplasm progression
(fludrocortisone)
(10051398)*]
#3)
DEXAMETHA
SONE (5684-
004 STUDY)
Tablet
(dexamethasone
)
#1) MK-5684
Tablet
(opevesostat
disseminated hemorrhagic
tosylate)
) intravascular coagulation
[Disseminated
FLUDROCORT
intravascular coagulation
ISONE (5684-
(10013442)*]
004 STUDY)
CMUH112- Followup Adrenal insufficiency
77. 2025/4/18 | 2278904 Tablet L3 A
RECI1-196 25 [Adrenal insufficiency
(fludrocortisone)
(10001367)*]
#3)
intracranial subdural
DEXAMETHA
hematoma [Intracranial
SONE (5684-
subdural haematoma
004 STUDY)
(10050165)*]
Tablet
(dexamethasone
)
114 # 09 * 17 p % 55 F £ 82 T
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Acute heart failure
[Cardiac failure acute
#1) (10007556)*]
ENZALUTAMI Pulmonary
CMUHI112- Followup DE (5684 Thromboembolism 1,2,
78. 2025/5/22 | 2290506 A
RECI1-196 15 STUDY) [Pulmonary 3
Capsule thromboembolism
(enzalutamide) (10037436)*]
Pneumonia [Pneumonia
(10035664)*]
#1) MK-5684
Tablet
(opevesostat
tosylate)
#2)
DEXAMETHA
SONE (5684-
004 STUDY) Adrenal insufficiency
79. CMUHTL2- 2025/1/10 | 2248411 Followup Tablet [Adrenal insufficiency 2,31 A
RECI1-196 16
(dexamethasone (10001367)*]
)
#3)
FLUDROCORT
ISONE (5684-
004 STUDY)
Tablet
(fludrocortisone)
114 # 09 * 17 p % 56 F > £ 82 F
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#1) MK-5684
Tablet
(opevesostat
tosylate)
#2)
FLUDROCORT
ISONE (5684-
CMUH112- Followup 004 STUDY) progression [Malignant

2025/7/31 | 2316806 Tablet
RECI1-196 3 neoplasm progression

(fludrocortisone)
(10051398)*]
#3)
DEXAMETHA
SONE (5684-
004 STUDY)
Tablet

Malignant neoplasm

(dexamethasone

)
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#1) MK-5684
Tablet
(opevesostat
tosylate)
#2)
Drug-Induced interstitial
DEXAMETHA
Pneumonitis [Interstitial
SONE (5684-
pneumonitis (10022618)*]
004 STUDY)
Drug-induced interstitial
Tablet
pneumonitis aggravated
CMUH112- Followup | (dexamethasone
2025/472 | 2273903 [Interstitial pneumonitis
REC1-196 15 )
(10022618)*]
#3)
malignant neoplasm
FLUDROCORT
progression [Malignant
ISONE (5684-
neoplasm progression
004 STUDY)
(10051398)*]
Tablet
(fludrocortisone)
#4) Xtandi
(Enzalutamide) -
MPID: 2507766

114 # 09 * 17 p ¥ 58 F %
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#1) MK-5684
Tablet
(opevesostat
tosylate)
#2)
DEXAMETHA
Adrenal insufficiency
SONE (5684-
[Adrenal insufficiency
004 STUDY)
CMUH112- (10001367)*]
82. 2025/8/10 | 2319037 Initial Tablet 2,3 A
RECI1-196 Bronchial infection
(dexamethasone
) [Bronchial infection
(10055078)*]
#3)

FLUDROCORT

ISONE (5684-

004 STUDY)

Tablet
(fludrocortisone)
114 & 09 * 17 p % 59 B % 82 T
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83.

CMUH112-
RECI-196

2025/4/14

2284071

Followup

#1) MK-5684
Tablet
(opevesostat
tosylate)
#2)
HYDROCORTI
SONE (5684-
004 STUDY)
Tablet
(hydrocortisone)
#3)
FLUDROCORT
ISONE (5684-
004 STUDY)
Tablet
(fludrocortisone)
#4)
DEXAMETHA
SONE (5684-
004 STUDY)
Tablet
(dexamethasone
)

#5) Acarbose
(Acarbose)
(Acarbose) -
MPID: 4748044

Hypokalemia
[Hypokalaemia
(10021015)*]

the lower extremities

[Venous reflux

(10068703)*]

Venous reflux disorder of

2,3

114 # 09 * 17 p
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#1) MK-5684
Tablet
(opevesostat
ADRENAL CRISIS
tosylate)
[Adrenal crisis
#2)
(10001346)*]
FLUDROCORT
AECOPD [Chronic
ISONE (5684-
obstructive pulmonary
004 STUDY)
CMUH112- Followup disease exacerbation
84. 2025/6/11 | 2296974 Tablet 2,3 A
REC1-196 12 (10077773)*]
(fludrocortisone)
HYPOKALEMIA
#3)
[Hypokalaemia
DEXAMETHA
(10021015)*]
SONE (5684-
PNEUMONIA [Pneumonia
004 STUDY)
(10035664)*]
Tablet
(dexamethasone
)
#1) MK-5684
Tablet
(opevesostat
tosylate)
#2)
DEXAMETHA
Adrenal insufficiency
SONE (5684-
[Adrenal insufficiency
004 STUDY)
CMUH112- Followup (10001367)*]
85. 2025/8/10 | 2319037 Tablet 2,3 A
RECI1-196 1 Bronchial infection
(dexamethasone
) [Bronchial infection
(10055078)*]
#3)
FLUDROCORT
ISONE (5684-
004 STUDY)
Tablet
(fludrocortisone)
114 # 09 * 17 p % 61 F > # 82 F
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Acute heart failure
[Cardiac failure acute
#1) (10007556)*]
ENZALUTAMI Pulmonary
CMUHI112- Followup DE (5684 Thromboembolism 1,2,
86. 2025/5/22 | 2290506 A
REC1-196 16 STUDY) [Pulmonary 3
Capsule thromboembolism
(enzalutamide) (10037436)*]
Pneumonia [Pneumonia
(10035664)*]
#1) MK-5684
Tablet
(opevesostat
tosylate)
#2)
DEXAMETHA
SONE (5684-
004 STUDY)
Adrenal insufficiency
Tablet
[Adrenal insufficiency
(dexamethasone
) (10001367)*]
CMUH112- Followup Bronchial infection
87. 2025/8/8 | 2319037 #3) 2,3 A
REC1-196 2 [Bronchial infection
FLUDROCORT
(10055078)*]
ISONE (5684-
skin ulceration [Skin ulcer
004 STUDY)
(10040943)*]
Tablet
(fludrocortisone)
#4)
HYDROCORTI
SONE (5684-
004 STUDY)
Tablet
(hydrocortisone)
114 # 09 * 17 p % 62 F > &£ 82 F
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#1) MK-5684
Tablet
(opevesostat
tosylate)
#2) Adrenal insufficiency
DEXAMETHA | [Adrenal insufficiency
SONE (5684- (10001367)*]
004 STUDY) Bronchial infection
CMUH112- Followup
88. 2025/8/8 | 2319037 Tablet [Bronchial infection 2,3 A
REC1-196 3
(dexamethasone (10055078)*]
) Soft tissue infection [Soft
#3) tissue infection
FLUDROCORT (10062255)*]
ISONE (5684-
004 STUDY)
Tablet
(fludrocortisone)
#1) MK-5684
Tablet
(opevesostat
ADRENAL CRISIS
tosylate)
[Adrenal crisis
#2)
(10001346)*]
FLUDROCORT
AECOPD [Chronic
ISONE (5684-
obstructive pulmonary
004 STUDY)
CMUH112- Followup disease exacerbation
89. 2025/6/11 | 2296974 Tablet 2,3 A
REC1-196 13 (10077773)*]
(fludrocortisone)
HYPOKALEMIA
#3)
[Hypokalaemia
DEXAMETHA
(10021015)*]
SONE (5684-
PNEUMONIA [Pneumonia
004 STUDY)
(10035664)*]
Tablet
(dexamethasone
)

114 # 09 * 17 p
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#1) MK-5684
Tablet
(opevesostat
tosylate)
#2) Adrenal insufficiency

DEXAMETHA | [Adrenal insufficiency

SONE (5684- (10001367)*]

CMUHL 12 Followup 004 STUDY) Bronchial infection
90. 2025/8/8 | 2319037 Tablet [Bronchial infection 2,3 A
REC1-196 4
(dexamethasone (10055078)*]
) Soft tissue infection [Soft
#3) tissue infection

FLUDROCORT (10062255)*]

ISONE (5684-

004 STUDY)

Tablet
(fludrocortisone)
114 # 09 * 17 p % 64 £ 82 |
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#1) MK-5684
Tablet
(opevesostat
tosylate)
#2)
FLUDROCORT ADRENAL CRISIS
ISONE (5684- [Adrenal crisis
004 STUDY) (10001346)*]
Tablet HYPOKALEMIA
(fludrocortisone) [Hypokalaemia
#3) (10021015)*]
CMUH112- Followup
91. 2025/6/11 | 2296974 DEXAMETHA ACUTE KIDNEY 2,31 A
REC1-196 14
SONE (5684- | INJURY [Acute kidney
004 STUDY) injury (10069339)*]
Tablet AECOPD [Chronic
(dexamethasone | obstructive pulmonary
) disease exacerbation
#4) (10077773)*]
HYDROCORTI
SONE (5684-
004 STUDY)
Tablet
(hydrocortisone)
114 # 09 * 17 p % 65 F > % 82 F
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#1) MK-5684
Tablet
(opevesostat
tosylate)
#2)
DEXAMETHA
SONE (5684-
Drug-Induced interstitial
004 STUDY)
Pneumonitis [Interstitial
Tablet
pneumonitis (10022618)*]
CMUH112- Followup | (dexamethasone
92. 2025/4/2 2273903 malignant neoplasm L3] A
REC1-196 16 )
#3) progression [Malignant
neoplasm progression
FLUDROCORT
(10051398)*]
ISONE (5684-
004 STUDY)
Tablet
(fludrocortisone)
#4) Xtandi
(Enzalutamide) -
MPID: 2507766
114 # 09 * 17 p % 66 F - £ 82 T




RFFAFEURFRAIGRELREF-FALR 4
~F-trERLXGEERESEC R

, £ MR (IR L A
*E |2 P "

5 3 AT

g

" 5

Rt
%\‘_;
&
£

#1) MK-5684
Tablet
(opevesostat
tosylate)
#2)
FLUDROCORT
ISONE (5684-
CMUH112- Followup 004 STUDY) progression [Malignant

2025/7/31 | 2316806 Tablet
RECI1-196 4 neoplasm progression

(fludrocortisone)
(10051398)*]
#3)
DEXAMETHA
SONE (5684-
004 STUDY)
Tablet

Malignant neoplasm

(dexamethasone

)

#1) MK-5684
Tablet
(opevesostat
tosylate)

#2) Adrenal insufficiency
DEXAMETHA | [Adrenal insufficiency
SONE (5684- (10001367)*]
004 STUDY) Bronchial infection
CMUH112- Followup
2025/8/8 | 2319037 Tablet [Bronchial infection
RECI1-196 5
(dexamethasone (10055078)*]
) Soft tissue infection [Soft
#3) tissue infection
FLUDROCORT (10062255)*]
ISONE (5684-
004 STUDY)
Tablet

(fludrocortisone)

114 # 09 * 17 p % 67 F % 82
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#1) MK-5684
Tablet
(opevesostat
tosylate) Worsening of COPD
#2) [Chronic obstructive
DEXAMETHA pulmonary disease
SONE (5684- [exacerbation (10077773)*]
IT-
004 STUDY) Hypoadrenalism
CMUH112- 009507513-|Followup
95. 2024/11/1 Tablet [Hypoadrenalism 2,3 A
REC1-196 2411ITA00 11
(dexamethasone (10020936)*]
1941
) Worsening of COPD
#3) [Chronic obstructive
FLUDROCORT pulmonary disease
ISONE (5684- |exacerbation (10077773)*]
004 STUDY)
Tablet
(fludrocortisone)
114 # 09 * 17 p % 68 F > £ 82 F
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#1) MK-5684
Tablet
(opevesostat
tosylate)
#2)
FLUDROCORT ADRENAL CRISIS
ISONE (5684- [Adrenal crisis
004 STUDY) (10001346)*]
Tablet HYPOKALEMIA
(fludrocortisone) [Hypokalaemia
#3) (10021015)*]
CMUH112- Followup
96. 2025/6/11 | 2296974 DEXAMETHA ACUTE KIDNEY 2,3 A
REC1-196 15
SONE (5684- | INJURY [Acute kidney
004 STUDY) injury (10069339)*]
Tablet AECOPD [Chronic
(dexamethasone | obstructive pulmonary
) disease exacerbation
#4) (10077773)*]
HYDROCORTI
SONE (5684-
004 STUDY)
Tablet
(hydrocortisone)
ES-
CMUH113- (1)Epcoritamab
97. 2024/8/6 | ABBVIE- | Initial Cytokine release syndrome| 1,3 [ A
REC1-049 (2)Rituximab
5870286
ES-
CMUH113- Follow | (1)Epcoritamab
98. 2024/8/6 | ABBVIE- Cytokine release syndrome| 1,3 [ A
REC1-049 up 1 (2)Rituximab
5870286 - 1
ES-
CMUH113- Follow | (1)Epcoritamab | (1)WORSENING CRS
99. 2024/8/6 | ABBVIE- L3 A
REC1-049 up 2 (2)Rituximab (2)CRS
5870286 - 2
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(1)WORSENING
CYTOKINE RELEASE
S SYNDROME
ES-
CMUH113- Follow | (1)Epcoritamab ASSOCIATTED TO
100 2024/8/6 | ABBVIE- L3 A
REC1-049 up 3 (2)Rituximab macrophage activation
5870286 - 3
syndrome
(2)Cytokine Release
Syndrome
(1)WORSENING
CYTOKINE RELEASE
SYNDROME
ES-
CMUH113- Follow | (1)Epcoritamab ASSOCIATTED TO
101 2024/8/6 | ABBVIE- L3 A
REC1-049 up 4 (2)Rituximab macrophage activation
5870286 - 4
syndrome
(2)Cytokine Release
Syndrome
ES-
CMUH113- Follow | (1)Epcoritamab (1)Acute lung edema
102 2024/8/15 | ABBVIE- 2,3 A
REC1-049 up 1 |(2)Lenalidomide| (2)Distributive shock
5884294 - 1
ES-
CMUH113- Follow | (1)Epcoritamab (1)Acute lung edema
103 2024/8/15 | ABBVIE- 2,3 A
REC1-049 up 2 |(2)Lenalidomide| (2)Distributive shock
5884294
ES-
CMUH113- Follow [ (1)Epcoritamab (1)Acute lung edema
104 2024/8/15 | ABBVIE- 2,3 A
REC1-049 up 3 |(2)Lenalidomide| (2)Distributive shock
5884294
ES-
CMUH113- (D)Epcoritamab
105 2024/9/26 | ABBVIE- | Initial septic shock 2,31 A
REC1-049 (2)Rituximab
5944712
ES-
CMUH113- Follow | (1)Epcoritamab
106 2024/9/26 | ABBVIE- septic shock 2,31 A
REC1-049 up 1 (2)Rituximab
5944712 - 1
ES-
CMUH113- Follow | (1)Epcoritamab
107 2024/9/26 | ABBVIE- septic shock 2,3 A
REC1-049 up 2 (2)Rituximab
5944712 -2
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2,3,
7 (not
recov
US- ered/
CMUH113- (1)Epcoritamab
108 2024/10/8 | ABBVIE- | Initial Cytokine release syndrome| not | A
REC1-049 (2)Lenalidomide
5956723 resolv
ed/on
going
)
2,3,
7 (not
recov
US- ered/
CMUH113- Follow | (1)Epcoritamab
109 2024/10/8 | ABBVIE- Cytokine release syndrome| not | A
REC1-049 up 1 |(2)Lenalidomide
5956723 - 1 resolv
ed/on
going
)
2,3,
7 (not
recov
US- ered/
CMUH113- Follow | (1)Epcoritamab
110 2024/10/8 | ABBVIE- Cytokine release syndrome| not | A
REC1-049 up 2 |(2)Lenalidomide
5956723 resolv
ed/on
going
)
US-
CMUH113- Follow | (1)Epcoritamab
111 2024/10/8 | ABBVIE- Cytokine release syndrome| 2,3 [ A
REC1-049 up3 [(2)Lenalidomide
5956723 -3
US-
CMUH113- Follow | (1)Epcoritamab
112 2024/10/8 | ABBVIE- Cytokine release syndrome| 2,3 | A
REC1-049 up4 |(2)Lenalidomide
5956723 - 4
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US-
CMUH113- Follow | (1)Epcoritamab
113 2024/10/8 | ABBVIE- Cytokine release syndrome| 2,3 | A
REC1-049 up 5 |(2)Lenalidomide
5956723 - 1
FR-
CMUH113- (1)Epcoritamab
114 2024/10/11 | ABBVIE- | Initial pulmonary embolism 2 A
REC1-049 (2)Lenalidomide
5961949
FR-
CMUH113- Follow | (1)Epcoritamab
115 2024/10/11 | ABBVIE- pulmonary embolism 2 A
REC1-049 up 1 |(2)Lenalidomide
5961949 - 1
FR-
CMUH113- Follow | (1)Epcoritamab
116 2024/10/11 | ABBVIE- pulmonary embolism 2,3 A
REC1-049 up 2 |(2)Lenalidomide
5961949
FR-
CMUH113- Follow [ (1)Epcoritamab
117 2024/10/11 | ABBVIE- pulmonary embolism 2,3 A
REC1-049 up 3 [(2)Lenalidomide
5961949
2,3,
7
GR-
CMUH113- (1)Epcoritamab PULMONARY (reco
118 2024/11/6 | ABBVIE- | Initial A
REC1-049 (2)Lenalidomide EMBOLISM verin
5993946
g/reso
lving)
2,3,
7
GR-
CMUH113- Follow | (1)Epcoritamab PULMONARY (reco
119 2024/11/6 | ABBVIE- A
REC1-049 up 1 |(2)Lenalidomide EMBOLISM verin
5993946
g/reso
lving)
GR-
CMUH113- Follow | (1)Epcoritamab PULMONARY
120 2024/11/6 | ABBVIE- 2,3 A
REC1-049 up2 [(2)Lenalidomide EMBOLISM
5993946
GR-
CMUH113- Follow | (1)Epcoritamab PULMONARY
121 2024/11/6 | ABBVIE- 2,3 A
REC1-049 up3 [(2)Lenalidomide EMBOLISM
5993946
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JP- (1)Epcoritamab
CMUH113- Stevens-Johnson
122 2024/12/6 | ABBVIE- | Initial |(2)Obinutuzuma 2,3 A
REC1-049 Syndrome
6044923 b
2,3,
7 (not
recov
JP- (1)Epcoritamab ered/
CMUH113- Follow Stevens-Johnson
123 2024/12/6 | ABBVIE- (2)Obinutuzuma not [ A
REC1-049 up 1 Syndrome
6044923 -2 b resolv
ed/on
going
)
2,3,
7
JP- (1)Epcoritamab (1)Stevens-Johnson
CMUH113- Follow (reco
124 2024/12/6 | ABBVIE- (2)Bendamustin Syndrome A
RECI1-049 up 2 verin
6044923 - 3 e (2)Colon perforation
g/reso
lving)
2,3,
7
JP- (1)Epcoritamab (1)Stevens-Johnson
CMUH113- Follow (reco
125 2024/12/6 | ABBVIE- (2)Bendamustin Syndrome A
REC1-049 up 3 vered
6044923 - 4 e (2)Colon perforation
/resol
ved)
ES-
CMUH113- (D)Epcoritamab
126 2025/2/20 | ABBVIE- | Initial Neutropenia 2 A
REC1-049 (2)Rituximab
6145238
ES-
CMUH113- Follow | (1)Epcoritamab
127 2025/2/20 | ABBVIE- Neutropenia 2 A
REC1-049 up 1 (2)Rituximab
6145238 - 1
ES-
CMUH113- Follow | (1)Epcoritamab
128 2025/2/20 | ABBVIE- Neutropenia 2 A
RECI1-049 up 2 (2)Rituximab
6145238 -2
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ES-
CMUH113- Follow [ (1)Epcoritamab
129 2025/2/17 | ABBVIE- Neutropenia 2 A
REC1-049 up 3 (2)Rituximab
6145238
ES-
CMUH113- Follow | (1)Epcoritamab
130 2025/2/17 | ABBVIE- Neutropenia 2 A
REC1-049 up 4 (2)Rituximab
6145238
CN-
CMUH113- (1)Epcoritamab
131 2025/5/23 | ABBVIE- | Initial MI(myocardial infarction) | 2 A
REC1-049 (2)Rituximab
6300349
CN-
CMUH113- Follow | (1)Epcoritamab
132 2025/5/23 | ABBVIE- MI(myocardial infarction) | 2,3 | A
REC1-049 up 1 (2)Rituximab
6300349
CN-
CMUH113- Follow [ (1)Epcoritamab
133 2025/5/23 | ABBVIE- Myocardial infarction | 2,3 [ A
RECI1-049 up 2 (2)Rituximab
6300349
CN-
CMUH113- Follow [ (1)Epcoritamab
134 2025/5/23 | ABBVIE- Myocardial infarction | 2,3 [ A
RECI1-049 up 3 (2)Rituximab
6300349
CN-
CMUH113- Follow [ (1)Epcoritamab
135 2025/5/23 | ABBVIE- Myocardial infarction | 2,3 [ A
RECI1-049 up 4 (2)Rituximab
6300349
CN-
CMUH113- Follow | (1)Epcoritamab
136 2025/5/23 | ABBVIE- Myocardial infarction | 2,3 | A
REC1-049 up 5 (2)Rituximab
6300349
CN-
CMUH113- Follow | (1)Epcoritamab
137 2025/5/23 | ABBVIE- Myocardial infarction | 2,3 [ A
REC1-049 up 6 (2)Rituximab
6300349
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2,3,
7 (not
recov
US- ered/
CMUH113- (1)Epcoritamab
138 2025/6/27 | ABBVIE- | Initial Cardiac arrest not [ A
REC1-049 (2)Lenalidomide
6349948 resolv
ed/on
going
)
US- 1,2,
CMUH113- (1)Epcoritamab
139 2025/6/27 | ABBVIE- | Initial Cardiac arrest 3,71 A
REC1-049 (2)Lenalidomide
6349948 (fatal)
US- 1,2,
CMUH113- Follow | (1)Epcoritamab
140 2025/6/27 | ABBVIE- Cardiac arrest 3,71 A
REC1-049 up 1 |(2)Lenalidomide
6349948 (fatal)
US- 1,2,
CMUH113- Follow | (1)Epcoritamab
141 2025/6/27 | ABBVIE- Cardiac arrest 3,71 A
REC1-049 up 2 |(2)Lenalidomide
6349948 (fatal)
1,2,
US- 3,7
CMUH113- Follow [ (1)Epcoritamab (1)Cardiac arrest
142 2025/6/27 | ABBVIE- (fatal,] A
REC1-049 up 3 |(2)Lenalidomide (2)Dyspnea
6349948 unkn
own)
1,2,
US- 3,7
CMUH113- Follow [ (1)Epcoritamab (1)Cardiac arrest
143 2025/6/27 | ABBVIE- (fatal,] A
REC1-049 up4 |(2)Lenalidomide (2)Dyspnea
6349948 unkn
own)
(1)Increased pulmonary
infection
CN- (2)Pulmonary infection
CMUH113- Follow | (1)Epcoritamab 1,2,
144 2025/7/8 | ABBVIE- (3)Gastrointestinal A
REC1-049 up 1 |(2)Lenalidomide 3
6362531 bleeding

(4)Worsening pulmonary

infection
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(1)Increased pulmonary
infection
CN- (2)Pulmonary infection
CMUH113- Follow [ (1)Epcoritamab 1,2,
145 2025/7/8 | ABBVIE- (3)Gastrointestinal A
REC1-049 up 2 |(2)Lenalidomide 3
6362531 bleeding
(4)Worsening pulmonary
infection
(1)Increased pulmonary
infection
CN- (2)Pulmonary infection
CMUH113- Follow | (1)Epcoritamab 1,2,
146 2025/7/8 | ABBVIE- (3)Gastrointestinal A
REC1-049 up3 |(2)Lenalidomide 3
6362531 bleeding
(4)Worsening pulmonary
infection
1,2,
TR- 3,7
CMUH113- (1)Epcoritamab | (1)Ventricular arrhythmia
147 2025/7/9 | ABBVIE- | Initial (fatal,| A
REC1-049 (2)Lenalidomide (2)Hypotension
6381395 unkn
own)
1,2,
TR- 3,7
CMUH113- Follow | (1)Epcoritamab | (1)Ventricular arrthythmia
148 2025/7/9 | ABBVIE- (fatal,| A
REC1-049 up 1 |(2)Lenalidomide (2)Hypotension
6381395 unkn
own)
1,2,
TR- 3,7
CMUH113- Follow [ (1)Epcoritamab | (1)Ventricular arrhythmia
149 2025/7/9 | ABBVIE- (fatal,] A
REC1-049 up 2 |(2)Lenalidomide (2)Hypotension
6381395 unkn
own)
CMUH110- 2025A0385 Finerenone
150 2025/3/20 Fup # 1 Hyperkalaemia 2 A
REC1-224 98 /Placebo
202501GL BLINDED
CMUH113- follow up Worsening kidney function
151 2025/1/20 [ 0023283B DAPAGLIFLOZ 2 A
REC1-058 2 [Renal impairment]
G IN
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202506GL 1.Renal event [Renal
CMUH113- BLINDED
152 2025/5/10 [ 0006193Z | Initial disorder] L2]| A
RECI1-058 AZD2961
A 2.death [Death]
202506GL 1.Renal event [Renal
CMUH113- follow up| BLINDED
153 2025/5/10 [ O006193Z disorder] L2 A
REC1-058 1 AZD2961
A 2.death [Death]
1.SEPTIC SHOCK [Septic
shock]
2.ACUTE RENAL
FAILURE [Acute kidney
202504GL
CMUH113- follow up| BLINDED injury] 1,2,
154 2025/4/11 | O010553T A
RECI1-058 3 AZD2961 3. HYPOTENSION 3
R
[Hypotension]
4.SERIOUS INFECTION
(Local) [Localised
infection]
CMUH113- 202506GL BLINDED Neutropenic sepsis 2,3,
155 2025/6/17 Initial A
REC1-058 0015970FT AZD2961 [Neutropenic sepsis] 4
202506GL 1.Renal event [Renal
CMUH113- follow up| BLINDED
156 2025/5/10 [ 00061937 disorder] L2 A
RECI1-058 2 AZD2961
A 2.death [Death]
BLINDED
CMUH113- 202506GL |follow up Neutropenic sepsis 2,3,
157 2025/6/17 AZD2961/ A
REC1-058 0015970FIT 1 [Neutropenic sepsis] 4
Allonol
BLINDED
CMUH113- 202506GL |follow up Neutropenic sepsis 2,3,
158 2025/6/17 AZD2961/ A
REC1-058 0015970FT 2 [Neutropenic sepsis] 4
Allonol
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1.SEPTIC SHOCK [Septic
shock]
2.ACUTE RENAL
FAILURE [Acute kidney
202504GL
CMUH113- follow up| BLINDED injury] 1,2,
159 2025/4/11 | O010553T A
REC1-058 4 AZD2961 3.HYPOTENSION 3
R
[Hypotension]
4.SERIOUS INFECTION
(Local) [Localised
infection]
202503GL
CMUH113- follow up| BLINDED CARDIAC ARREST
160 2025/3/9 | 0006877G 2,3 A
REC1-058 2 AZD2961 [Cardiac arrest]
B
BLINDED
CMUH113- 202506GL | follow Neutropenic sepsis 2,3,
161 2025/6/17 AZD2961/ A
REC1-058 O015970FI| up3 [Neutropenic sepsis] 4
Allonol
1.SEPTIC SHOCK [Septic
shock]
2.ACUTE RENAL
FAILURE [Acute kidney
202504GL
CMUH113- follow up| BLINDED injury] 1,2,
162 2025/4/11 | O010553T A
REC1-058 5 AZD2961 3.HYPOTENSION 3
R

[Hypotension]
4.SERIOUS INFECTION
(Local) [Localised

infection]
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1.SEPTIC SHOCK [Septic
shock]
2.ACUTE RENAL
FAILURE [Acute kidney
202504GL
CMUH113- follow up| BLINDED injury] 1,2,
163 2025/4/11 | 0010553T A
REC1-058 6 AZD2961 3.HYPOTENSION 3
R
[Hypotension]
4.SERIOUS INFECTION
(Local) [Localised
infection]
202506GL
CMUH113- follow up| BLINDED Renal event [Renal
164 2025/5/10 [ 0O006193Z 2 A
REC1-058 A 3 AZD2961 disorder]
1.Hyperkalemia
[Hyperkalaemia]
202502GL 2,3,
CMUH113- follow up| BLINDED 2.Hypotension
165 2025/2/20 [0019447U 7:0th| A
REC1-038 4 BAXDROSTAT [Hypotension]
S er
3.Acute Kidney Injury
[Acute kidney injury]
202504GL BLINDED
CMUH113- follow up double pneumonia
166 2025/4/4 | 0O007854U AZD9525/ 2,3 A
REC1-038 1 [Pneumonia]
S PLACEBO
202504GL BLINDED
CMUH113- follow up double pneumonia
167 2025/4/4 | 0007854U AZD9525/ 2,3 A
REC1-038 2 [Pneumonia]
S PLACEBO
202501GL 2,
CMUH113- follow up| BLINDED HYPERKALEMIA
168 2025/1/9 [ 0015808B 7:0th| A
REC1-038 3 AZD9525 [Hyperkalaemia]
R er
(k] FATIH -
- G #Ti' f# -;t‘! i 1 IE % ﬁ
*%
v d‘ [ b %
E % £ Y% 34 FAMTE
e o | [T 2IRE]
. MUH103-RECI- e > % EA 2 A . .
1. | CMUHI03-REC1-063 N *:%% % J» £ 4§ : Olaparib (AZD2281)
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BB

M

+%
AR

FANF

*E rMPFLHEF 113 #1207 16p 1 114 & 06
" 15 p

CMUH107-REC1-189

(e 2142 ]
WHATRFEHREL X 2P
WIR 2 &
Wk E Y LA T INJ-212082 (abiraterone acetate)
1.SSR niraparib Blinded 01Nov2024-30Apr2025

CMUHI112-RECI1-101

v AR

(EEIEIEICEES
*ME D ¥ix DSUR#RZ 2 g% > H3F4
e GEN1042 6MLL 22May2023 to 21Nov2023)
e GEN1042 6MLL 22-Nov-2023 to 21-May-2024 Site
Submissions
e GEN1042 6MLL 22-May-2024 to 21-Nov-2024_Site
Submissions
e GEN1042 6MLL 22-Nov-2024 to 21-May-2025_Site
Submissions
e Genmab GEN1042 DSUR 22May24 to 21May2025

CMUHI108-REC1-055

W
\L
B

(2]
FRA F bk B %3 Ao 30 R1979 ONC 1625 and R1979
HM 1333 Partial Clinical Hold Mantle Cell Lymphoma
(MCL) Cohort Letter 28JUL2025 FINAL

CMUHI112-RECI1-142

ki
\1_
k3

(RN
*5 A Dear Investigator Letter New identified risk of
Infusion Site Extravasation associated with polatuzumab
vedotin_dated 13-Aug-2025
*poHp 12025 % 08 F 13 p

CMUHI10-RECI1-114

ki
\L
I3

[ 579 wif 4viz &)
*gp Hp 02025 & 067 19 p

CMUHI113-RECI1-104

v AR

[z =% 2p42]

*:%% %t 24§ | PEMBROLIZUMAB(MK-3475)
ki MMAR AW 12024 E 9% 49 3 2025 & 3
A 3 E'

CMUHI112-RECI1-204

v AR

(= 24r2 ]

¥R E S LA T ONO-4578

A 2HARLMEF 12025 & 01 7 06 p 3 2025 &
07 » 051

*% MMARL R 12025 01 7 04 p 3 2025
07 » 03 1

CMUHI112-REC1-012

[ 8% 2i3p2 ]

*3R % 4L - Maridebart Cafraglutide

*E pMHEARL R 2025 % 01 % 01 p 3 2025 & 06
730 p

10.

CMUHI111-REC1-046

v AR

(< 2pap2 ]

*E % E 4 L4 : Bemarituzumab

*E rMHAFLEHREF 12025 & 01 7 01 p 3 2025 & 06
30 p
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21
pe|  rgam | J3E BAP 3
(2% >pP4p2]
*rkgh B 2 4 1 MK-3475 Pembrolizumab
11. | CMUHIO7-RECI-174 | * &% R 1S ﬁ?@ 12024 # 09 % 04 p I 2025 &
03 % 03 p
[ % 2p4p2]
. . *xgL g 2 4 0 MK-7902 LENVATINIB
12. | CMUHIII-RECI-135 | @467 |, PEAEL ;;ﬁs 12024 # 08 7 13 p 3 2025 &
027" 12 p
(2% >pP4p2]
*E % 4 L4 Nivolumab
13. | CMUH110-REC1-195 v A8 R Z—Q()?Ej;%gﬂﬁ& R
*g 2MIFLHEF 114 E01 % 04p 3 114 & 07
03P
(GEIEET LY
*5x & :DSUR-DAKS539-001 Issue 009
*p #p:2025 # 08 ¢ 13 p
14. | CMUHI111-REC1-066 | ¥ & | *:25% ¥4 % fi:Pelabresib(CPI-0610)
*g 2MEIRL B F2024 £ 06 % 28 p % 2025 & 06
A
27 p
[z =% 2144 ]
A *22% 2L | PEMBROLIZUMAB(MK-3475)
15. | CMUHII3-RECI-149 | & A& |, itlﬂ:ﬁ?%gﬁ’ 1202490 49 1 2025 &3
13
(2= 2iar2]
*:#5% ¥ 4§  Baxdrostat and
Baxdrostat/Dapagliflozin
*E PMEFLHF 1132068 13p 3 113 & 12
12 p
*2% % ¢4  Baxdrostat/Dapagliflozin
16. | CMUH114-REC1-046 | ¥ ¢ | *Z 2 ML HEF 1113 £ 127 13 p 3 114 & 06
12 p
*R % % 4L Dapagliflozin
g PMIRLHEF 113 E06 2 20 1 113 & 12
719 p
*g PMIFLHEF I3 E122 200 2 114 & 06
719 p
(2= 2iar2 ]
. *E% ¥ L f 0 MK-3475 Pembrolizumab
17. | CMUHI10-RECI-156 | % &= g 2 PARE ,ﬁi:ﬁ? 12024 # 09 " 04 p 3 2025 &
03 7 03 p
[z =% 2144 ]
18. | CMUH111-REC1-225 | ¢ #kh | *3#% %4 L4 © Rilvegostomig (AZD2936)

*E rMIFLHPEF 114 E 017 06 p 3 114 & 07

114 # 09 * 17 p
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19.

CMUHI112-RECI1-178

v AR

(= 212372 ]

*H%k ¥ L ¢ regorafenib

*E >MIFLEHREF 12025F 01 01 p 3 2025 &
03 % 31¢p

*E rMIFLHEF 12025F 47 01l p 3 20256
730 p

20.

CMUHI108-REC1-036

EE

[ % 242472 ]

*E % E 4 4L - MK-3475 Pembrolizumab

*E >MIFLHEF 120242097 04p I 2025 &
037 03p

21.

CMUHI109-REC1-188

v AR

[ %3F2 4 5]
* A 1 11-Jun-2024 Version number: 1
*poHp 12024 &£ 067 11 p

22.

CMUHI10-RECI1-215

(2% 2pap2 ]

*R% ¥4 LA ¢ Giredestrant

*E rMAFLHEF 1132060 30p I 114 & 06
29 p

23.

CMUHI112-REC1-163

[z % 2H3F2])

*E % E 4 L fL ¢ Sotorasib

*E M ERA MR 2025 & 01 % 01 p 3 2025 & 06
730 p

24,

CMUHI112-RECI1-142

ki
\L
I3

(SR TS

*R B 4L ¢ Glofitamab

*g DML HE 2024 £ 127 19 p 3 2025 &
06 7 18 p

*5% F P 4L ¢ Polatuzumab Vedotin
*E PMEARLE R 2025 027 04p 3 2025 &
08 " 03 p

25.

CMUHI09-REC1-150

v AR

[z =% 2144 ]

*32 % % 4L : Durvalumab (MEDI4736)

*g DML HF I3 ELL Y 01 p X 114 & 04
130p

(k] FRPH -

FR-REFEFATF (B)

i R H ()

87 Hf (0@ 154)
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