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2,3,
Ischemic stroke in the form
CMUH113- 202508GL BLINDED 4,
1. 2025/7/27 Initial of paresis [Ischaemic A
REC1-058 0007397PL AZD2961 7:0th
stroke]
er
CMUH113- 202507GL |[follow up| BLINDED urinary tract infection
2. 2025/7/21 L3 A
RECI1-058 0024333IT 1 AZD2961 [Urinary tract infection]
CMUH113- 202507GL |follow up| BLINDED acute cholecystitis
3. 2025/7/21 L3 A
RECI1-058 00243331IT 2 AZD2961 [Cholecystitis acute]
hospitalization due to 2,3,
CMUH113- 202508GL BLINDED
4, 2025/8/17 Initial exacerbation of renal  [7:0Oth| A
REC1-058 0014907PL AZD2961
failure [Renal failure] er
202508GL
CMUH113- BLINDED
5. 2025/8/14 | 0016315G | Initial Seizure [Seizure] 2,3 A
REC1-058 AZD2961
B
BLINDED hospitalization due to 2,3,
CMUH113- 202508GL |follow up
6. 2025/8/17 AZD2961/ exacerbation of renal  [7:0Oth| A
REC1-058 0014907PL 1
Torasemide failure [Renal failure] er
202508GL
CMUH113- follow up| BLINDED Seizure on BG of epilepsy
7. 2025/8/14 [0016315G 2,31 A
REC1-058 1 AZD2961 [Seizure]
B
1.Acute renal failure
[Acute kidney injury]
202504GL
CMUH113- follow up| BLINDED 2.Hypotension
8. 2025/4/11 [ O010553T 2,3 A
REC1-058 R 7 AZD2961 [Hypotension]
3.Serious infection (Local)
[Localised infection]
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1.Acute renal failure
[Acute kidney injury]
202504GL y I
CMUH113- follow up| BLINDED 2.Hypotension 1,2,
9. 2025/4/11 | 0010553T A
REC1-058 8 AZD2961 [Hypotension] 3
R
3.Serious infection (Local)
[Localised infection]
elevated liver enzymes
CMUH113- 202509GL |follow up| BLINDED
10. 2025/9/7 [Hepatic enzyme L3 ] A
REC1-058 00284221L 1 AZD2961
increased]
elevated liver enzymes
CMUH113- 202509GL |follow up| BLINDED
11. 2025/9/7 [Hepatic enzyme L3 ] A
REC1-058 00284221L 2 AZD2961
increased]
1.Sudden Cardiac Death
[Sudden cardiac death]
2.To consider Acute
202510GL
CMUH113- BLINDED Kidney Injury on top of
12. 2025/10/13 | O017836P | Initial 1,2 A
RECI1-058 u AZD2961 Chronic kidney disease
secondary to cardiorenal
syndrome [Acute kidney
injury]
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13.

CMUH112-
RECI-196

2025/4/14

2284071

Followup

10

#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
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14.

CMUH112-
RECI-196

2025/10/22

2344067

Followup

2

#1) MK-5684
Tablet
(opevesostat
tosylate)
#2)
DEXAMETHA
SONE (5684-
004 STUDY)
Tablet
(dexamethasone
)

#3)
FLUDROCORT
ISONE (5684-
004 STUDY)
Tablet

(fludrocortisone)

Bronchopneumonia

[Bronchopneumonia

(10006469)*]

1,3

15.

CMUH112-
RECI1-196

2025/10/22

2344067

Followup
3

#1) MK-5684
Tablet
(opevesostat
tosylate)
#2)
DEXAMETHA
SONE (5684-
004 STUDY)
Tablet
(dexamethasone
)

#3)
FLUDROCORT
ISONE (5684-
004 STUDY)
Tablet

(fludrocortisone)

Pneumonia [Pneumonia

(10035664)*]

1,3
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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
16. 2025/6/11 | 2296974 Tablet 2,3 A
RECI1-196 23 (10077773)*]
(fludrocortisone)
HYPOKALEMIA
#3)
[Hypokalaemia
DEXAMETHA
(10021015)*]
SONE (5684-
PNEUMONIA [Pneumonia
004 STUDY)
(10035664)*]
Tablet
(dexamethasone
)
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#1) MK-5684
Tablet
(opevesostat
tosylate)
#2)
FLUDROCORT
ADRENAL CRISIS
ISONE (5684-
[Adrenal crisis
004 STUDY)
(10001346)*]
Tablet
AECOPD [Chronic
(fludrocortisone)
) obstructive pulmonary
CMUH112- Followup disease exacerbation
17. 2025/6/11 | 2296974 DEXAMETHA 2,3 A
REC1-196 24 (10077773)*]
SONE (5684-
HYPOKALEMIA
004 STUDY)
[Hypokalaemia
Tablet
(10021015)*]
(dexamethasone
) PNEUMONIA [Pneumonia
(10035664)*]
#4)
HYDROCORTI
SONE (5684-
004 STUDY)
Tablet
(hydrocortisone)
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#1) MK-5684
Tablet
(opevesostat
tosylate)
#2)
FLUDROCORT
ADRENAL CRISIS
ISONE (5684-
[Adrenal crisis
004 STUDY)
(10001346)*]
Tablet
AECOPD [Chronic
(fludrocortisone)
) obstructive pulmonary
CMUH112- Followup disease exacerbation
18. 2025/6/11 | 2296974 DEXAMETHA 2,3 A
REC1-196 25 (10077773)*]
SONE (5684-
HYPOKALEMIA
004 STUDY)
[Hypokalaemia
Tablet
(10021015)*]
(dexamethasone
) PNEUMONIA [Pneumonia
(10035664)*]
#4)
HYDROCORTI
SONE (5684-
004 STUDY)
Tablet
(hydrocortisone)
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#1) MK-5684
Tablet
(opevesostat
tosylate)
#2)
DEXAMETHA
SONE (5684-
CMUHLL. 004 STUDY) Hyponatremia
RECL196 2025/11/14 | 2353016 Initial Tablet [Hyponatraemia
(dexamethasone (10021036)*]
)
#3)
FLUDROCORT
ISONE (5684-
004 STUDY)
Tablet
(fludrocortisone)
#1) MK-5684
Tablet
(opevesostat Exacerbation of
tosylate) decompensated cirrhosis
#2) [Decompensated cirrhosis
FLUDROCORT (10064704)*]
ISONE (5684- Pneumonia aspiration
CMUHL12. Followup 004 STUDY) [Pneumonia aspiration
RECL196 2025/8/13 | 2320106 - Tablet (10035669)*]
(fludrocortisone)| Pneumonia aspiration
#3) [Pneumonia aspiration
DEXAMETHA (10035669)*]
SONE (5684- Urinary tract infection
004 STUDY) [Urinary tract infection
Tablet (10046571)*]
(dexamethasone
)
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AU-
CMUHI111- Follow | 1) Epcoritamab 1.Rash
21. 2023/9/4 | ABBVIE- 2,3 A
RECI-218 up 7 2) Vincristine 2.Wound infection
5400691
1.Pneumonia
AU-
CMUHI111- Follow | 1) Epcoritamab 2.Bowel perforation
22. 2024/1/16 | ABBVIE- 2,3 A
RECI-218 up 10 2) Vincristine 3.Hypotension
5592268
4.Small intestine infection
BE-
CMUHI111- Follow | 1) Epcoritamab 1,2,3,
23. 2023/12/25 | ABBVIE- COVID-19 pneumonia A
RECI1-218 up 1 2) Vincristine 7
5562684
1.Atrial fibrillation
BR- 2.Pulmonary sepsis
CMUHI111- Follow | 1) Epcoritamab
24. 2024/3/26 | ABBVIE- 3.COVID-19 2,3 A
RECI1-218 up 15 2) Vincristine
5694559 4.Cytomegalovirus
infection reactivation
BR-
CMUHI111- Follow [ 1) Epcoritamab
25. 2024/4/24 | ABBVIE- Pulmonary sepsis 1,23 A
RECI1-218 up 6 2) Vincristine
5786893
1.Sepsis
BR- 2.Anasarca
CMUH111- Follow [ 1) Epcoritamab
26. 2024/7/23 | ABBVIE- 3.Neutropenia 1,23 A
RECI1-218 up 7 2) Vincristine
5854815 4 Neutropenia
5.Sepsis
1) Epcoritamab
BR- 1.Sepsis
CMUHI11- Follow 2)
27. 2024/11/3 | ABBVIE- 2.Skin infection 1,3 A
RECI1-218 up 7 |Cyclophosphami
5990191 3.Septic shock
de
BR-
CMUHI111- Follow | 1) Epcoritamab
28. 2024/11/22 | ABBVIE- Pneumonia 1,23 A
RECI1-218 up 3 | 2) Doxorubicin
6079841
CA-
CMUHI111- Follow | 1) Epcoritamab
29. 2024/6/15 | ABBVIE- Cytokine release syndrome|2,3,7 A
RECI1-218 up 5 | 2) Doxorubicin
5805494
115 # 01 % 07 p ¥ 44 - £ 68




q ] /) S 2 e 2 A
'AFFSEURFRAL AR E¥- FALR ¢
— 4 - 2¥ !
~F-LIERS- R A ERELC BR)
B X AR |AFE
A FA P Y FRES 7 aE e S5 [
5L i 2 ML ]
1.Pneumonia
CA-
CMUHI111- Follow | 1) Epcoritamab 2.Neutropenia 1,2,3,
30. 2024/10/1 | ABBVIE- A
RECI1-218 up9 | 2) Doxorubicin 3.Pneumonia 7
5948762
4.Pneumonia
1) Epcoritamab
CA- 1.Pneumonia
CMUHI111- Follow 2)
31. 2025/4/16 | ABBVIE- 2.Pulmonary sepsis 23| A
RECI-218 up 11  [Cyclophosphami
62460061 q 3.Pericardial effusion
e
1.Hypokalemia
1) Epcoritamab
CN- 2.Pulmonary edema
CMUHI11- Follow 2)
32. 2024/5/20 | ABBVIE- 3.Clinical tumor lysis 2,3 A
RECI1-218 up 8 |Cyclophosphami
5768038 q syndrome
e
4.Febrile neutropenia
CN- 1.Respiratory failure
CMUHI111- Follow | 1) Epcoritamab
33. 2024/6 | ABBVIE- 2.Abdominal pain 1,23] A
RECI1-218 up 8 2) Prednisone
5822733 3.Lung infection
CN-
CMUHI111- Follow [ 1) Epcoritamab 1.Pneumonia
34. 2024/6/13 | ABBVIE- L3 A
RECI-218 up 4 | 2) Doxorubicin 2.Pneumonia
5844129
1.Cardiac arrest
CN-
CMUHI111- Follow | 1) Epcoritamab 2.Febrile neutropenia
35. 2024/8/30 | ABBVIE- 131 A
RECI1-218 up 5 2) Rituximab 3.Thrombocytopenia
5904948
4.Ascites
CN-
CMUH111- Follow | 1) Epcoritamab 1.Infection
36. 2024/9/24 | ABBVIE- 231 A
RECI-218 up 4 | 2) Doxorubicin 2.Infection
5944641
CZ- 1.Septic shock
CMUHI111- Follow | 1) Epcoritamab
37. 2023/7/18 | ABBVIE- 2.Pseudomonal sepsis | 1,2,3| A
RECI1-218 up 11 2) Vincristine
5334513 3.Pneumothorax
CzZ-
CMUHI111- Follow | 1) Epcoritamab
38. 2023/7/25 | ABBVIE- Infusion related reaction | 2,3 | A
RECI1-218 up 4 2) Rituximab
5344263
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1.Pneumonia
c 1) Epcoritamab 2.Cytokine release
7-
CMUHI111- Follow 2) syndrome
39. 2024/4/2 | ABBVIE- 23| A
RECI1-218 up 13 [Cyclophosphami 3.Cytokine release
5705723
de syndrome
4.Sepsis
1.Pulmonary embolism
2.General physical health
1) Epcoritamab
CZ- deterioration
CMUHI11- Follow 2)
40. 2024/6/20 | ABBVIE- 3.Pneumocystis jirovecii |1,2,3]| A
REC1-218 up 11 |Cyclophosphami
5813871 pneumonia
de
4.Urinary tract
infection
1.Herpes zoster
ES- 2.Dysphagia
CMUHI111- Follow | 1) Epcoritamab
41. 2023/10/29 | ABBVIE- 3.Aspiration pneumonia |1,2,3| A
RECI1-218 up 10 2) Rituximab
5492731 4.Subarachnoid
hemorrhage
ES-
CMUHI111- Follow | 1) Epcoritamab
42. 2024/3/19 | ABBVIE- Febrile neutropenia 23 [ A
RECI1-218 up 3 2) Rituximab
5687606
ES-
CMUHI111- Follow [ 1) Epcoritamab Septicemia due to
43. 2024/4/23 | ABBVIE- 23| A
REC1-218 up 5 | 2) Doxorubicin | Escherichia coli (E. coli)
5732656
1) Epcoritamab
ES-
CMUHI111- Follow 2) Septicaemia due to
44, 2024/5/21 | ABBVIE- 23| A
RECI1-218 up 3 |Cyclophosphami| Escherichia coli (E. coli)
5771421 q
e
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1.Enterobacter cloacae
pneumonia
2.Staphylococcus aureus
FR- infection
CMUHI111- Follow | 1) Epcoritamab
45, 2023/8/24 | ABBVIE- 3.Enterobacter cloacae 131 A
REC1-218 up 14 2) Vincristine
5381665 pneumonia
4.Escherichia coli infection
5.Acute kidney
injury
FR- 1.Hemorrhagic shock
CMUHI111- Follow | 1) Epcoritamab
46. 2023/9/16 | ABBVIE- 2.Thrombocytopenia 1,23 A
REC1-218 up 10 2) Rituximab
5412933 3.Septic shock
HR-
CMUHI111- Follow | 1) Epcoritamab
47. 2024/10/17 | ABBVIE- COVID-19 pneumonia | 2,3 | A
RECI1-218 up 1 2) Vincristine
6010588
IL-
CMUHI111- Follow | 1) Epcoritamab Acute myocardial
48. 2023/12/18 | ABBVIE- 23| A
RECI1-218 up 4 2) Vincristine infarction
5549626
1) Epcoritamab
IL-
CMUHI11- Follow 2)
49, 2024/5/27 | ABBVIE- Hepatitis B reactivation | 2,3 | A
RECI1-218 up 11 |Cyclophosphami
5787665
de
IL-
CMUH111- Follow [ 1) Epcoritamab
50. 2024/6/11 | ABBVIE- Cytokine release syndrome| 2,3 [ A
RECI1-218 up 6 2) Rituximab
5801619
IT-
CMUH111- Follow [ 1) Epcoritamab 1.Neutropenia
51. 2024/5/3 | ABBVIE- 231 A
RECI1-218 up 7 2) Vincristine 2.Septic shock
5747113
KR-
CMUHI111- Follow | 1) Epcoritamab
52. 2024/5/30 | ABBVIE- Sepsis 1,3 A
RECI1-218 up 8 | 2) Doxorubicin
5782709
1) Epcoritamab
KR-
CMUHI11- Follow 2)
53. 2025/2/16 | ABBVIE- Acute myeloid leukemia | 1,3 A
REC1-218 up4 |Cyclophosphami
6349946
de
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NL-
CMUHI111- Follow | 1) Epcoritamab Supraventricular
54, 2023/7/1 | ABBVIE- 2371 A
RECI-218 up 3 2) Vincristine tachycardia
5313978
NL- 1.Hemophagocytic
CMUHI111- Follow | 1) Epcoritamab
95. 2023/10/12 | ABBVIE- lymphohistiocytosis 2341 A
REC1-218 up 12 2) Vincristine
5454880 2.CMV colitis
NL-
CMUHI111- Follow | 1) Epcoritamab 1.Gastric perforation
56. 2024/3/16 | ABBVIE- 23| A
RECI1-218 up 10 | 2) Doxorubicin | 2.Intra-abdominal abscess
5683804
1) Epcoritamab
NL-
CMUH111- Follow 2)
57. 2024/11/18 | ABBVIE- 1.Mycobacterial infection | 1,2,3| A
REC1-218 up 7 |Cyclophosphami
6010636
de
1) Epcoritamab
TW-
CMUHI111- Follow 2) 1.Sepsis
58. 2023/11/27 | ABBVIE- 23| A
RECI1-218 up 8 |Cyclophosphami 2.Neutropenia
5518172
de
1) Epcoritamab
US-
CMUHI111- Follow 2) 1.Bowel perforation
59. 2024/6/28 | ABBVIE- 1,37 A
RECI1-218 up 8 |Cyclophosphami 2.Perforated bowel
5821686
de
US- 1.Sepsis
CMUH111- Follow [ 1) Epcoritamab
60. 2024/9/25 | ABBVIE- 2.Pneumonia 1,23 A
RECI1-218 up 5 2) Vincristine
5941544 3.Endocarditis
US-
CMUHI111- Follow | 1) Epcoritamab
61. 2024/9/30 | ABBVIE- Colonic perforation 2,3 A
RECI1-218 up 8 | 2) Doxorubicin
5945577
1) Epcoritamab
US-
CMUH111- Follow 2)
62. 2024/11/12 | ABBVIE- Septic shock 1,231 A
RECI1-218 up 6 |Cyclophosphami
6016512
de
1) Epcoritamab
US-
CMUH111- Follow 2)
63. 2024/11/29 | ABBVIE- Pneumonia 231 A
REC1-218 up4 |Cyclophosphami
6029657
de
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1) Epcoritamab
US-
CMUHI111- Follow 2) 1.Aspiration
64. 2025/1/11 | ABBVIE- 13 A
RECI1-218 up4 |Cyclophosphami| 2.Bilateral pneumonia
6084918
de
1.Clinical tumor lysis
syndrome
1) Epcoritamab
US- 2.Syncope
CMUHI11- Follow 2)
65. 2025/3/21 | ABBVIE- 3.Pulmonary embolism |2,3,7| A
REC1-218 up 18 [Cyclophosphami
6194261 q 4.Hypoxic respiratory
e
failure
5.Platelets decreased
(1)Increased pulmonary
infection
CN- (2)Pulmonary infection
CMUH113- Follow | (1)Epcoritamab 1,2,
66. 2025/7/8 | ABBVIE- (3)Gastrointestinal A
REC1-049 up4 |(2)Lenalidomide 3
6362531 bleeding
(4)Worsening pulmonary
infection
(1)Increased pulmonary
infection
CN- (2)Pulmonary infection
CMUH113- Follow | (1)Epcoritamab 1,2,
67. 2025/7/8 | ABBVIE- (3)Gastrointestinal A
REC1-049 up5 |(2)Lenalidomide 3
6362531 bleeding
(4)Worsening pulmonary
infection
(1)Increased pulmonary
infection
CN- (2)Pulmonary infection
CMUH113- Follow | (1)Epcoritamab 1,2,
68. 2025/7/8 | ABBVIE- (3)Gastrointestinal A
REC1-049 up 6 |(2)Lenalidomide 3
6362531 bleeding
(4)Worsening pulmonary
infection
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(1)Pulseless ventricular | 1, 2,
TR- tachycardia 3,7
CMUH113- Follow [ (1)Epcoritamab
69. 2025/7/9 | ABBVIE- (2)Hypotension (fatal,| A
REC1-049 up 3 |(2)Lenalidomide
6381395 (3)Ischemia unkn
cerebrovascular own)
(1)Pulseless ventricular | 1, 2,
TR- tachycardia 3,7
CMUH113- Follow | (1)Epcoritamab
70. 2025/7/9 | ABBVIE- (2)Hypotension (fatal,] A
REC1-049 up4 |(2)Lenalidomide
6381395 (3)Ischemia unkn
cerebrovascular own)
2,3,
7
RS-
CMUH113- (1)Epcoritamab (1)Neutropenia (reco
71. 2025/7/28 | ABBVIE- | Initial A
REC1-049 (2)Doxorubicin (2)Bacterial infection  |vered
6431039
/resol
ved)
RS-
CMUH113- Follow | (1)Epcoritamab (1)Sepsis
72. 2025/7/28 | ABBVIE- 2,3 A
REC1-049 up 1 (2)Doxorubicin (2)Neutropenia
6431039
RS-
CMUH113- Follow [ (1)Epcoritamab (1)Sepsis
73. 2025/7/28 | ABBVIE- 2,3 A
REC1-049 up 2 | (2)Doxorubicin (2)Neutropenia
6431039
1) DECREASED WHITE
BLOOD CELL COUNT -
Recovered/Resolved
1) BLINDED 2) DECREASED
CMUH113- 2024-  |follow up
74. 2024/12/13 GOLCADOMI | PLATELET COUNTS -|2~3| A
REC1-095 195101(17) 17
DE (Suspect) Recovered/Resolved
3) NEUTROPHIL COUNT
DECREASED -
Recovered/Resolved
Fatal Pneumonia Fungal -
1) BLINDED 1~
CMUH113- 2024-  |follow up SUSAR for blinded study
75. 2024/10/24 GOLCADOMI 2~ | A
RECI1-095 169031(12) 12 therapy, doxorubicin,
DE (Suspect) 3~7
rituximab and prednisone

115 # 01 % 07 p




—F-CIERF-FAREREEC RKR)

§¥-34LR ¢

B X AR |R L
AERE|FL P Y TRES A R AT
5L i 2 S5 &
1) BLINDED 1)
CMUH113- 2025- 2~
76. 2025/6/30 Initial | GOLCADOMI | THROMBOCYTOPENIA A
REC1-095 092774(0) 3~7
DE (Suspect) 2) NEUTROPENIA
1) LUNG INFECTION,
1) BLINDED
CMUH113- 2025- Pneumonia 2~
77. 2025/6/24 Initial | GOLCADOMI A
REC1-095 090850(0) 2) HEART FAILURE, [3-~7
DE (Suspect)
Cardiac failure
1) BLINDED
CMUH113- 2025-  |follow up 1~
78. 2025/6/13 GOLCADOMI | SEVERE PNEUMONIA A
REC1-095 085189(1) 1 3~7
DE (Suspect)
1) BLINDED
CMUH113- 2025-  |follow up FEBRILE 2~
79. 2025/6/5 GOLCADOMI A
REC1-095 081443(2) 2 NEUTROPENIA 3~7
DE (Suspect)
1) BLINDED 1) SEPTICEMIA
CMUH113- 2025-  |follow up 2~
80. 2025/5/30 GOLCADOMI 2) COVID-19 A
RECI1-095 078996(4) 4 3~7
DE (Suspect) INFECTION
1) SEPTICEMIA
1) BLINDED
CMUH113- 2025-  |follow up 2) COVID-19 2~
81. 2025/5/30 GOLCADOMI A
REC1-095 078996(5) 5 INFECTION 3~7
DE (Suspect)
3) DIARRHEA
1) SEPTICEMIA
1) BLINDED
CMUH113- 2025-  |follow up 2) COVID-19 2~
82. 2025/5/30 GOLCADOMI A
REC1-095 078996(6) 6 INFECTION 3~7
DE (Suspect)
3) DIARRHEA
1) SEPTICEMIA
1) BLINDED
CMUH113- 2025-  |follow up 2) COVID-19 2~
83. 2025/5/30 GOLCADOMI A
RECI1-095 078996(7) 7 INFECTION 3-7
DE (Suspect)
3) DIARRHEA
1) SEPTICEMIA
1) BLINDED
CMUH113- 2025-  |follow up 2) COVID-19 2~
84. 2025/5/30 GOLCADOMI A
RECI1-095 078996(8) 8 INFECTION 3-7
DE (Suspect)
3) DIARRHEA
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1) HYPOTENSION
2) ABDOMINAL
1) BLINDED INFECTION
CMUH113- 2025-  |follow up 2~
85. 2025/5/25 GOLCADOMI 3) BICARBONATE A
REC1-095 075818(2) 2 3.7
DE (Suspect) REDUCTION
4) FEBRILE
NEUTROPENIA
1) HYPOTENSION
2) ABDOMINAL
1) BLINDED INFECTION
CMUH113- 2025-  |follow up 2~
86. 2025/5/25 GOLCADOMI 3) BICARBONATE A
REC1-095 075818(4) 4 37
DE (Suspect) REDUCTION
4) FEBRILE
NEUTROPENIA
1) LUNG INFECTION , :
Pneumonia
1) BLINDED 2~
CMUH113- 2025-  |follow up 2) FEBRILE
87. 2025/5/21 GOLCADOMI 3 A
REC1-095 074319(9) 9 NEUTROPENIA
DE (Suspect) 4~
3) RESPIRATORY .
FAILURE
1) HYPOTENSION
1) BLINDED 2) DIARRHEA
CMUH113- 2025-  |follow up 2~
88. 2025/5/15 GOLCADOMI 3) ALKALOSIS A
REC1-095 072488(4) 4 37
DE (Suspect) 4) ABDOMINAL
INFECTION
1) CEREBRAL
HEMORRHAGE
2) CEREBRAL
1) BLINDED 1~
CMUH113- 2025-  |follow up INFARCTION
89. 2025/5/13 GOLCADOMI 2~ | A
REC1-095 070893(9) 9 3) INFECTIOUS
DE (Suspect) 3~7
PNEUMONIA
4) RESPIRATORY
FAILURE
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1) FAILURE TO THRIVE
1) BLINDED
CMUH113- 2025-  |follow up 2) DEEP VEIN 2~
90. 2025/5/8 GOLCADOMI A
REC1-095 070748(2) 2 THROMBOSIS 3~7
DE (Suspect)
3) HYPERGLYCEMIA
1) BLINDED 1~
CMUH113- 2025-  |follow up FEBRILE
91. 2025/5/10 GOLCADOMI 2~ | A
REC1-095 068827(4) 4 NEUTROPENIA
DE (Suspect) 37
1) BLINDED
CMUH113- 2025-  |follow up 1) NEUTROPENIC 2~
92. 2025/5/1 GOLCADOMI A
REC1-095 065646(6) 6 COLITIS 3~7
DE (Suspect)
1) BLINDED
CMUH113- 2025-  |follow up
93. 2025/4/14 GOLCADOMI DIARRHEA 231 A
REC1-095 056322(7) 7
DE (Suspect)
1) BLINDED
CMUH113- 2025-  |follow up CYTOMEGALOVIRUS | 2~
94, 2025/2/10 GOLCADOMI A
REC1-095 040895(4) 4 VIREMIA ( 37
DE (Suspect)
1) BLINDED
CMUH113- 2025-  |follow up 1~
95. 2025/3/14 GOLCADOMI PNEUMONIA A
RECI1-095 040863(5) 5 27
DE (Suspect)
1) BLINDED
CMUH113- 2025-  |follow up
96. 2025/2/17 GOLCADOMI ORAL MUCOSITIS 231 A
RECI1-095 026502(5) 5
DE (Suspect)
1) MULTIPLE ORGAN
1) BLINDED DYSFUNCTION 1~
CMUH113- 2025-  |follow up
97. 2025/2/10 GOLCADOMI SYNDROME 2~ | A
REC1-095 021563(11) 11
DE (Suspect) 2) ACUTE 37
GASTROENTERITIS
CMUH114- 2025CN002|follow up Encephalitis viral
98. 2025/9/29 AZDA4205 2 A
REC1-079 95 1 [Encephalitis viral]
Haemophagocytic
CMUH114- 2025CN002|follow up syndrome
99. 2025/8/25 AZDA4205 1,23 A
REC1-079 41 4 [Haemophagocytic
lymphohistiocytosis]
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Haemophagocytic
CMUH114- 2025CN002|follow up syndrome
100 2025/8/25 AZD4205 1,23 A
REC1-079 41 5 [Haemophagocytic
lymphohistiocytosis]
CMUH114- 2025CN002follow up Encephalitis viral
101 2025/9/29 AZD4205 2 A
REC1-079 95 2 [Encephalitis viral]
#1)
RALUDOTATU
TW- G general weakness
CMUH114- follow up
102 2025/11/21 {009507513- DERUXTECAN| [Weakness generalised | 1.3 | A
REC1-060 1
2353662 Injection (10047864)*]
(raludotatug
deruxtecan)
#1)
RALUDOTATU
TW- G general weakness
CMUH114- follow up
103 2025/11/21 {009507513- DERUXTECAN| [Weakness generalised | 1.3 | A
REC1-060 2
2353662 Injection (10047864)*]
(raludotatug
deruxtecan)
1.Septic shock [Septic
shock]
2.LOCALISED
CUTANEOUS HERPES
BLINDED
ZOSTER [Herpes zoster] | 1, 2,
ANIFROLUMA
CMUHI110- 2024A0911 [follow up 3.SEPSIS [Sepsis] 3,4,
104 2024/4/6 B/ Mmf A
REC1-201 45 5 4.Acute kidney injury  [7:0th
(Mycophenolate
[Acute kidney injury] er
mofetil)
5.INFECTION OF SKIN
AND SOFT TISSUED
LOWER EXTREMITIES
[Skin infection]
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CMUH110-
REC1-201

2024/4/6

2024A0911
45

follow up

6

BLINDED
ANIFROLUMA
B/ Mmf
(Mycophenolate

mofetil)

1.Septic shock [Septic
shock]
2.LOCALISED
CUTANEOUS HERPES
ZOSTER [Herpes zoster]
3.SEPSIS [Sepsis]
4.Acute kidney injury
[Acute kidney injury]
S.INFECTION OF SKIN
AND SOFT TISSUED
LOWER EXTREMITIES

[Skin infection]

1,2,
37 49
7:0th

cr

106

CMUH110-
2024/4/3
REC1-201

2024A0841
03

follow up

2

BLINDED
ANIFROLUMA
B/
Mycophenolate

mofetil

1.Herpes zoster (except
eye)(head) [Herpes zoster]
2.herpes zoster blepharitis
in right eye [Ophthalmic

herpes zoster]
3.herpes virus central

nervous system infection

[Central nervous system

viral infection]

2,3

107

CMUH110-
REC1-201

2024/4/6

2024A0911
45

follow up

7

BLINDED
ANIFROLUMA
B/ Mmf
(Mycophenolate

mofetil)

1.Septic shock [Septic
shock]
2.CUTANEOUS
DISSEMINATED
HERPES
ZOSTER [Herpes zoster]
3.SEPSIS [Sepsis]
4.Acute kidney injury
[Acute kidney injury]
S5.INFECTION OF SKIN
AND SOFT TISSUED
LOWER EXTREMITIES

[Skin infection]

1,2,

7:0th

cr
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Blinded
202508GL
CMUH114- AZD9525/ Hyperkalemia
108 2025/8/14 [0O013676V | Initial 2,31 A
REC1-046 DAPAGLIFLOZ [Hyperkalaemia]
N
IN
1.Hyperkalemia
[Hyperkalaemia]
Blinded 2.urinary tract infection
202508GL ) ) )
CMUH114- follow up| AZD9525/ [Urinary tract infection]
109 2025/8/14 [ 0013676V ) ) 2,31 A
RECI1-046 1 DAPAGLIFLOZ| 3.Acute Kidney Injury
N
IN [Acute kidney injury]
4.Diabetic Ketoacidosis
[Diabetic ketoacidosis]
1.hyperkalemia
[Hyperkalaemia]
202509GL ) ) 2,3,
CMUH114- Blinded 2.sinus bradycardia [Sinus
110 2025/9/8 [0009954U | Initial ) 7:0th| A
REC1-046 AZD9525 bradycardia]
S er
3.hypotension
[Hypotension]
1.Hyperkalemia
[Hyperkalaemia]
Blinded 2.urinary tract infection
202508GL
CMUH114- follow up| AZD9525/ [Urinary tract infection]
111 2025/8/14 [ 0013676V 2,31 A
RECI1-046 2 DAPAGLIFLOZ| 3.Acute Kidney Injury
N
IN [Acute kidney injury]
4.Diabetic Ketoacidosis
[Diabetic ketoacidosis]
1.hyperkalemia
[Hyperkalaemia]
202509GL 2,3,
CMUH114- follow up Blinded 2.sinus bradycardia [Sinus
112 2025/9/8 | 0009954U 7:0th| A
REC1-046 1 AZD9525 bradycardia]
S er
3.hypotension
[Hypotension]
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1.Hyperkalemia
[Hyperkalaemia]
Blinded 2.urinary tract infection
202508GL
CMUH114- follow up| AZD9525/ [Urinary tract infection]
113 2025/8/14 [ 0013676V 2,3 A
REC1-046 3 DAPAGLIFLOZ| 3.Acute Kidney Injury
N
IN [Acute kidney injury]
4.Diabetic Ketoacidosis
[Diabetic ketoacidosis]
#1)
Pembrolizumab
vs. Placebo
FR- #2)
CMUH107- Followup Acute myeloid leukaemia
114 2024/7/9 (009507513- EPIRUBICIN 13 ] A
REC1-174 2 [Acute myeloid leukaemia]
1984032 (3475-756
STUDY)
Injection
(epirubicin)
#1)
SACITUZUMA
B
TIRUMOTECA
N Injection
(sacituzumab
tirumotecan)
TW- Neutrophil count decreased
CMUH113- #2)
115 2025/12/3 [009507513-| Initial [Neutrophil count 2.5 A
RECI1-104 PACLITAXEL
2358787 decreased (10029366)*]
(3475
SOLUTION
FOR
INJECTION
STUDY)
Injection
(paclitaxel)
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#1)
neutrophil count decrease
RALUDOTATU
G [Neutrophil count
CMUH114- Followup decreased (10029366)*],
116 2025/9/14 | 2330459 DERUXTECAN 2.3 A
REC1-060 2 Acute Kidney injury
Injection
[Acute kidney injury
(raludotatug
(10069339)*]
deruxtecan)
#1)
neutrophil count decrease
RALUDOTATU
G [Neutrophil count
CMUH114- Followup decreased (10029366)*],
117 2025/9/14 | 2330459 DERUXTECAN 23 | A
REC1-060 3 Acute Kidney injury
Injection
[Acute kidney injury
(raludotatug
(10069339)*]
deruxtecan)
#1)
neutrophil count decrease
RALUDOTATU
G [Neutrophil count
CMUH114- Followup decreased (10029366)*],
118 2025/9/14 | 2330459 DERUXTECAN 23| A
REC1-060 4 Acute Kidney injury
Injection
[Acute kidney injury
(raludotatug
(10069339)*]
deruxtecan)
Asundexian vs.
CMUH112- 2025A0364 Placebo
119 2025/2/1 Fup # 4 Cerebrovascular accident | 1 A
RECI1-051 37 Acetylsalicylic
acid
Asundexian vs. Pneumonia, Diabetic
CMUH112- 2025A0043 Placebo ketoacidosis,
120 2024/12/30 Fup #5 L2 A
REC1-051 92 Acetylsalicylic Gastrointestinal
acid haemorrhage
Asundexian vs.
Basal ganglia
CMUHI112- 2025A0629 Placebo
121 2025/4/29 Fup #2 haemorrhage, Cerebral 1 A
REC1-051 04 Acetylsalicylic
ventricle dilatation
acid
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Asundexian vs.
CMUHI112- 2024A0350 Placebo 1,2,3,
122 2024/3/6 Fup #2 Brain stem haemorrhage A
REC1-051 55 Acetylsalicylic 4
acid
Asundexian vs.
CMUH112- 2024A0231 Placebo Haemorrhagic
123 2024/2/9 Fup #4 2341 A
RECI-051 23 Acetylsalicylic transformation stroke
acid
Asundexian vs.
CMUHI112- 2024A0350 Placebo 1,2,3,
124 2024/3/6 Fup #3 Brain stem haemorrhage A
RECI1-051 55 Acetylsalicylic 4
acid
Asundexian vs.
CMUH112- 2025A0824 Placebo
125 2025/6/14 Fup #2 Death 1 A
RECI1-051 19 Acetylsalicylic
acid
Asundexian vs.
Basal ganglia
CMUHI112- 2025A0629 Placebo
126 2025/4/29 Fup # 2 haemorrhage; Cerebral 1 A
REC1-051 04 Acetylsalicylic
ventricle dilatation
acid
Asundexian vs.
CMUHI112- 2025A0824 Placebo
127 2025/6/14 Fup #3 Traumatic haemorrhage 1 A
REC1-051 19 Acetylsalicylic
acid
Asundexian vs.
CMUHI112- 2025A0824 Placebo
128 2025/6/14 Fup #3 Traumatic haemorrhage 1 A
REC1-051 19 Acetylsalicylic
acid
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#1)
SACITUZUMA
B
TIRUMOTECA
N Injection
(sacituzumab
tirumotecan)
TW- Neutrophil count decreased
CMUH113- Follow #2)
129 2025/12/3 {009507513- [Neutrophil count 2 A
REC1-104 up 1 PACLITAXEL
2358787 decreased (10029366)*]
(3475
SOLUTION
FOR
INJECTION
STUDY)
Injection
(paclitaxel)
1.severe pneumonia
[Pneumonia]
2.Cardiac insufficiency
[Cardiac failure]
3.COPD exacerbation
[Chronic obstructive
pulmonary disease]
BLINDED 4.Type Il respiratory 1,3,
CMUH111- 2024A0535 |follow up
130 2024/2/19 TOZORAKIMA [failure [Respiratory failure]|7:0th| A
REC1-016 87 10
B 5.Multi-organ dysfunction | er
(renal insufficiency,
hepatic insufficiency)
[Multiple organ
dysfunction syndrome]
6.MYOCARDIAL
INFARCTION
[Myocardial infarction]
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l.severe pneumonia
[Pneumonia]
2.Cardiac insufficiency
[Cardiac failure]
3.COPD exacerbation
BLINDED
CMUHI111- 2024A0535 |follow up [Chronic obstructive
131 2024/2/19 TOZORAKIMA L3 A
RECI1-016 87 11 pulmonary disease]
B
4.Type II respiratory
failure [Respiratory failure]
5.MYOCARDIAL
INFARCTION
[Myocardial infarction]
202502GL BLINDED duodenal ampulla ulcer | 2, 3,
CMUH112- follow up
132 2025/1/14 | 0009266C TOZORAKIMA| with bleeding [Duodenal [7:Oth| A
REC1-173 3
N B ulcer haemorrhage] er
202311GL BLINDED
CMUH112- follow up
133 2024/11/5 | 0002153V TOZORAKIMA| Pneumonia [Pneumonia] | 2,3 | A
REC1-173 2
N B
Right lower lobe
BLINDED
CMUH112- 202508GL |follow up pneumonia with right sided
134 2025/8/13 TOZORAKIMA L3 A
REC1-173 O010051IN 2 pleural effusion
B
[Pneumonia]
BILATERAL VIRAL AND
BLINDED
CMUH112- 202508GL |follow up BACTERIAL
135 2025/8/20 TOZORAKIMA L3 A
REC1-173 0O015367IN 1 PNEUMONIA
B
[Pneumonia]
BILATERAL VIRAL AND
BLINDED
CMUHI112- 202508GL |follow up BACTERIAL
136 2025/8/20 TOZORAKIMA L3 A
RECI1-173 0015367IN 2 PNEUMONIA
B
[Pneumonia]
BILATERAL VIRAL AND
BLINDED
CMUHI112- 202508GL (follow up BACTERIAL
137 2025/8/20 TOZORAKIMA L3 A
RECI1-173 0015367IN 3 PNEUMONIA
B
[Pneumonia]
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202311GL BLINDED
CMUH112- follow up
138 CL173 2024/11/5 [ 0002153V 3 TOZORAKIMA | Pneumonia [Pneumonia] | 2,3 | A
REC1-17
N B
1,2,
BLINDED
139 CMUH112- 2024/2/19 2024A0480|follow up TOZORAKIMA RESPIRATORY FAILURE| 3, A
REC1-173 62 1 [Respiratory failure] 7:0th
B
er
BILATERAL VIRAL AND
BLINDED
CMUH112- 202508GL |follow up BACTERIAL
140 2025/8/20 TOZORAKIMA L3 A
REC1-173 O015367IN 4 PNEUMONIA
B
[Pneumonia]
Bepirovirsen
(Bepirovirsen)
CMUH113- CA2025120
141 RECL.154 2025/9/11 005 Initial Solution for Tachycardia 2 A
injection in pre-
filled syringe
Bepirovirsen
(Bepirovirsen)
CMUH113- CA2025120
142 Cl.154 2025/9/11 90 FU1 Solution for Tachycardia 2 A
RECI-15 5
injection in pre-
filled syringe
Bepirovirsen
(Bepirovirsen)
CMUH113- CA2025120
143 Cl.154 2025/9/11 90 FU2 Solution for Tachycardia 2 A
RECI-15 5
injection in pre-
filled syringe
Bepirovirsen
(Bepirovirsen)
CMUH113- CA2025120
144 RECI-154 2025/9/11 905 FU3 Solution for Graves' disease 2 A
injection in pre-
filled syringe
115 # 01 % 07 p % 62 F > £ 68 F




AFFEEGRFRA] AR

R
SF-LlIERY-%FhEEHEEC BR)

§¥-34LR ¢

B X 2 PAR(RL
AERE|FL P Y TRES A %5 (=5
| 25 | Wl o
Bepirovirsen
(Bepirovirsen)
CMUHI113- CA2025120
145 2025/9/11 FU4 Solution for Graves' disease 2 A
RECI1-154 905
injection in pre-
filled syringe
Bepirovirsen
(Bepirovirsen)
CMUH113- CA2025120
146 2025/9/11 FU5 Solution for Graves' disease 2 A
REC1-154 905
injection in pre-
filled syringe
Daplusiran +
CMUH113- CA2025120 Tomligisiran Vs
147 2025/9/11 FU6 Graves' disease 2 A
RECI-154 905 Placebo (Code
not broken)
#1)
RALUDOTATU
TW- G
CMUH114- Pneumonitis [Pneumonitis
148 2025/12/7 |009507513-| Initial |DERUXTECAN 23 | A
REC1-060 (10035742)*]
2359669 Injection
(raludotatug
deruxtecan)
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#1)
Vibostolimab
()
pembrolizumab Thrombocytopenia
vs. [Thrombocytopenia
Pembrolizumab (10043554)*],
#2) White blood cell decreased
PEMETREXED| [White blood cell count
CMUHI111- Followup| (7684A-007 decreased (10047942)*],
149 2023/6/8 | 2074693 23| A
RECI1-019 18 STUDY) Neutropenia [Neutropenia
Injection (10029354)*],
(Pemetrexed) Lymphocyte count
#3) decreased [Lymphocyte
CARBOPLATI count decreased
N (7684A-007 (10025256)*],
STUDY)
Injection
(carboplatin)
COEITETE
n FRPLFAFE
+3 ,
B *§ HE ANy FENE
CELREEED
1. | CMUHI110-REC1-194 | 2 R | *5< % : POOSMK7962
*pHp 120259 % 10 P
[z % 21244 ]
, . | *R%RE P L ASUNDEXIAN
2. | CMUHII2-RECI-051 | ¥4 *ji'l&iﬁﬁggﬁ& $2025 & 05 % 01 p I 2025 &
07 % 31¢p
[ % 242ap4 ]
R EY LA AE% 5 ZOSTER-049 25 hk
3. | CMUHIII-RECI-118 | ¥4t | WL HGEHR > LR F#7 R TP ES
* PMIFL PR 2024 # 112 01 P 3 2025 &
04 " 30 p
T E >R
4. | CMUHI10-REC1-156 | ¥ &% *[;;;:gg ;@r;ﬁ: ‘?1\/1]1(-3475 Pembrolizumab
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CMUHI112-RECI1-152

L
15
e

[z >2pdp2]

*IR R 4 f«ﬁ; : PF-06823859(Dazukibart)

*g PMEIRLHF 2024 F 127 10p I 2025 & 6
"9 p

CMUHI111-REC1-218

ki
\L.
k3

(e 2142 ]

*#% ¥ L Epcoritamab

g MMIFL R 12025 & 03 7 22 p % 2025 &
09 % 21 p

CMUHI110-REC1-004

|+

ey
&

[z % 21244 ]

*:E % E 4 L fL © Anastrozole

*E rMFLYPF 1142022 12p % 114 & 08
A1 p

R F P LA AZD9833 (Camizestrant)

* rMFLYPF 1142022 17p % 114 & 08
16 p

CMUHI106-REC1-108

[ % 242472 ]

% E P LA 1 AG-120 SUSAR 6MLL
*ERPARELYF 114£05° 04p 1 114 & 11
» 03 p

CMUHI113-REC1-049

i
11_
B

(EEIEIEIEE S

*:2 % % 4L Epcoritamab

*Z 2PAFLHE 14 E3 0 20 3 114£ 90
21 p

10.

CMUHI113-REC1-095

[z % 24p2]

*#% ¥ L f : GOLCADOMIDE
HYDROCHLORIDE (BMS-986369/CC-99282)

¥ ML F 114E01 0 16 3 114 £ 07
115 p

11.

CMUHI107-REC1-174

[ 8% 2i3p2 ]

*H%k ¥4 4L MK-3475 Pembrolizumab

*g DML HE 2025 £ 037 04p 3 2025 &
09 7 03 p

12.

CMUHI111-REC1-225

v R

[ 2142 ]

R E L4 0 AZD090I

*E rPMIFLYPF I 114# 042 19p % 114 # 10
118 p

*2% F 248 1 AZDTT89

*E pMIFLHEF 1142030 17p 3 114 & 09
116 p

*R5% E P AL © Volrustomig (MEDI5752)

*E rAMIFLPYPF 114#F042 11 p 3 114 # 10
110 p
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[ 2142 ]
th i¥ 325 % 4 Daplusiran/Tomligisiran =
Bepirovirsen 2. % > IFL > R FEF A W 5
01May2025 & 310ct2025 - #5% % 4~
14. | CMUH113-REC1-154 | #;% = Daplusiran/Tomligisiran §= Bepirovirsen 2 benefit-
risk profile 7 #F 4 7 12 L #F2% v e -
1. SUSAR Listing from 01 May 2025 to 31 Oct 2025 -
Daplusiran+Tomligisiran 21 Nov 2025
2. SUSAR Listing from 01 May 2025 to 31 Oct 2025 -
Bepirovirsen 21 Nov 2025
[« 2142 ]
REREY AL MBSk 5 ZOSTER-049 #gk ehk
PHBGERR > ZFFRT gRX IR 4
15. | CMUHI111-REC1-118 | Hl#td> | *& 22 4r L # A 12025 & 05 * 01 p 1 2025 &
107 31 p
*E rMAFLEE 12024 100 13 p 3 2025 &
107 12 p
[ 242 ]
*REE S L4 - MK5909 RALUDOTATUG
16. | CMUH114-REC1-060 | ¢ # /7 | DERUXTECAN
*E rMIFLHEF 12025F 057 20 I 2025 &
11* 19p
[z =% 2144 ]
ey o | R ES AR BI685509
17. | CMUHI111-REC1-214 | £& % i AR W 13040 0l p I 113 09
730 p
[« 242 ]
ey o | FRERE S LA BI685509
18. | CMUHIII-RECI-2I4 | B8 % |y s ptpa @ - 132105 01 p 3 114 2 03
31 p
[z =% 2144 ]
ey s | FRRES LA BL685509
19. | CMUHIII-RECI-214 | B8 2% | s g B 4E 040 018 I 114 %09
730 p
[ DSMB ii-3 i )
20. | CMUHI111-REC1-214 | £& & | DMCH#5
*AxmEp g 113 &2 050 31 p
[ DSMB &3 i )
21. | CMUHI111-REC1-214 | £& & | DMC#6
*ARBEp g 113 &2 097 03p
[ DSMB &3 i )
22. | CMUHI111-REC1-214 | & % | DMC#7

*lkz e p 113 # 127 03 p

115 # 01 % 07 p

¥ 66 F > £ 68 F




6@#% ﬁﬁwxgmpiﬁﬂiﬁg% 232LF ¢
ERF-XFLEREEC 2R

-F--

BB

M

L
A4

FANF

23.

CMUHI11-REC1-214

>
Au"!gf-

1“‘“‘6

[ DSMB -2 3 )
DMCH#8
kAR AP 11142030 18 p

24,

CMUHI11-REC1-214

LG
=
e

[ DSMB -2 3 )
DMC#9
kAR AP 114 E 060 02 P

25.

CMUHI11-REC1-214

L
=
ok

[ DSMB -2 3 )
DMC#10
kAR AP 114 E 090 29 p

26.

CMUHI13-REC1-193

(2]

N

1o MARFEH%E S SOAIOL »t 18 B ! L #fE w4
Wk (TI8) MAARE 2 EFFL 1 ¢ M
(TFDA) % /& %4 @ * Tk 225 (SOA101-CL-Proto-
01)

.

Tk wE& etk * 2. SOA101 GMP #+=t (#4355 :
V2240021 ) ** TO~T3~T6~T9 % TI2 pPFEL#TiE
T2 R D S5 P ERRBEE - Ra o3
2025 & 10 * 14 p &7 TI8 % T MR » %
3% GMP 4=t (#4551 V2240021 ) 2. & = k&
(upright samples ) 7%+ & ok (Visible Particle,
VP) %ﬁi? | ¢ A O 3. (Out of Specification,
00S) e % ; ¥y > 5% & (inverted
samples ) Z_ & R|E % Pl & A o
EFRXALFPUEPRA- IR AETRE > TR
AP B Beip A ﬁﬁf’ﬁ?ﬁ C BAR AT R LR
>Rk E 2R 0 &y SOAIOl E R iEIp
VRO e G EEA Y VAL «rﬂ\gie ¢ b

i g B (in- hne filter) % > 2 “ﬁrf (3+% Sponsor Memo) °

;{'—Jz"n“ 2025 & 11 * 26 P+ ;,%é‘;w%?,fn?

¥ (TFDA) it 5% 3% o 5% 415 > TFDA *t 2025
E 12 % 5p RFRE\FFRET pH GMP $#=0 (=
B 1V2240021) 2. SOAIO01 » & F|F — L=t
o TR R A F R R FTEGEEL TFDA L #
3% TFDA % :>)

27.

CMUH105-REC1-043

LG
¢
Jok

(e 2142 ]

*:2% ¥4 4L : Upadacitinib (ABT-494)

*H pPAFLYF 14 E0 Y 169 3 114 £ 08
" 15

28.

CMUHI112-RECI1-142

i
\L
I3

(145 <7z an]

*5 A Dear Investigator Letter Glofitamab New
important identified risks of Hemophagocytic
Lymphohistiocytosis (HLH) > dated 26-Nov-2025
*pogp 2025 & 117 26 0P
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CMUH113-REC1-043

R¥E I

(k=52 H 4]
*I A 1 v1.0
*p Hp 12025 # 03 % 31 p

30.

CMUH110-REC1-060

|+

ey
&

[ 2142 ]

*E5% F P ¢4 ¢ Trastuzumab Emtansine

*g dMEAFLHPRE 12025 028 22 % 2025 #
08 % 21 p

*5% E P AL ¢ Trastuzumab

*g dMAFLHPRE 12025 038 25 % 2025 #
09 % 24 p

31.

CMUHI110-REC1-114

ki
\1_
k3

(EEIEIEIEE S

*REE P LAL 1 CC-220 DSUR

X pHAFLHRF 12024 #1007 19p T 2025 #
10 7 18 p

R EP AL 1 CC-220 6M SUSAR LL

X pHAF LR 12025# 047 19p T 2025
107 18

32.
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[z % 2p42]
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35.

CMUHI113-REC1-023

H

[z =% 2144 ]
¥ 1% 32 5% % 1+ Dostarlimab(GSK4057190) 2. T # % >
MIEL > AR E L 31May2025 3 310ct2025 » #
5% % 1~ Dostarlimab(GSK4057190) z. benefit-risk
profile 7 #4 12 #FE%K7 B o

1. SUSAR Listing from 01 May 2025 to 31 Oct 2025 -
Dostarlimab 21 Nov 2025
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