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202502GL Infusion relate reaction
CMUH112- follow up
1. 2025/2/10 [ O006888T MEDI5752 hypotension [Infusion 2,31 A
REC2-194 4
H related reaction]
202510GL
CMUH112-
2. 2025/10/16 | O031838B | Initial MEDI5752 Death [Death] 1 A
REC2-194
R
Immune-mediated
202509GL
CMUH112- follow up hypophysitis
3. 2025/9/30 [ 0027067B MEDI5752 2,3 A
REC2-194 2 [Immunemediated
R
hypophysitis]
CMUHI112- 202510GL |follow up Subdural Hematoma 1,2,
4. 2025/10/14 MEDI5752 A
REC2-194 0013394IN 1 [Subdural haematoma] 3
Immune-mediated
202509GL
CMUH112- follow up hypophysitis
5. 2025/9/30 | 0027067B MEDI5752 2,3 A
REC2-194 R 3 [Immunemediated
hypophysitis]
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1.Hypoxia [Hypoxia]
2.Major airway bleed
[Respiratory tract
202506GL
CMUH112- follow up haemorrhage]
6. 2025/6/15 [ 0016885G MEDI5752 2,31 A
REC2-194 5 3.Tongue fasciculation
B
[Muscle contractions
involuntary]
4.Sepsis [Sepsis]
202510GL
CMUH112- follow up
1. 2025/10/16 | O031838B MEDI5752 Death [Death] 1 A
REC2-194 1
R
202502GL Infusion relate reaction
CMUH112- follow up
8. 2025/2/10 [ O006888T MEDI5752 hypotension [Infusion 2,31 A
REC2-194 5
H related reaction]
1.Hypoxia [Hypoxia]
2.Major airway bleed
[Respiratory tract
202506GL
CMUH112- follow up haemorrhage]
9. 2025/6/15 [0016885G MEDI5752 2,3 A
REC2-194 B 6 3.Tongue fasciculation
[Muscle contractions
involuntary]
4.Sepsis [Sepsis]
1.Hypoxia [Hypoxia]
2.Major airway bleed
[Respiratory tract
202506GL
CMUH112- follow up haemorrhage]
10. 2025/6/15 [0016885G MEDI5752 2,31 A
REC2-194 7 3.Tongue fasciculation
B
[Muscle contractions
involuntary]
4.Sepsis [Sepsis]
CMUH112- 202510GL |follow up Subdural Hematoma 1,2,
11. 2025/10/14 MEDI5752 A
REC2-194 0013394IN 2 [Subdural haematoma] 3
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Immune-mediated
202509GL
CMUH112- follow up hypophysitis
12. 2025/9/30 [ 0027067B MEDI5752 2,31 A
REC2-194 4 [Immunemediated
R
hypophysitis]
Immune-mediated
202509GL
CMUH112- follow up hypophysitis
13. 2025/9/30 [ 0027067B MEDI5752 2,3 A
REC2-194 5 [Immunemediated
R
hypophysitis]
1.Major airway bleed
[Respiratory tract
haemorrhage]
202506GL
CMUH112- follow up 2.Hypoxia [Hypoxia]
14, 2025/6/15 [0016885G MEDI5752 2,3 A
REC2-194 B 8 3.Tongue fasciculation
[Muscle contractions
involuntary]
4.Sepsis [Sepsis]
Immune-mediated
202509GL
CMUH112- follow up hypophysitis
15. 2025/9/30 [ 0027067B MEDI5752 2,3 A
REC2-194 R 6 [Immunemediated
hypophysitis]
1.Major airway bleed
[Respiratory tract
haemorrhage]
202506GL
CMUH112- follow up 2.Hypoxia [Hypoxia]
16. 2025/6/15 [ 0016885G MEDI5752 2,31 A
REC2-194 9 3.Tongue fasciculation
B
[Muscle contractions
involuntary]
4.Sepsis [Sepsis]
1.Pneumonitis
202501GL 2,3,
CMUH112- follow up [Pneumonitis]
17. 2025/1/16 [0020417U MEDI5752 7:0th| A
REC2-194 S 11 2.Hyponatremia
er
[Hyponatraemia]
202512GL
CMUH112- PNEUMONIA
18. 2025/12/5 [ O019139F | Initial MEDI5752 2,3 A
REC2-194 [Pneumonia]
R
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202501GL 2,3,
CMUH112- Hyponatremia
19. 2025/1/16 [0030244U | Initial MEDI5752 7:0th| A
REC2-194 [Hyponatraemia]
S er
1.Major airway bleed
[Respiratory tract
haemorrhage]
202506GL
CMUH112- follow up 2.Hypoxia [Hypoxia] 2,3,
20. 2025/6/15 [0016885G MEDI5752 A
REC2-194 10 3.Tongue fasciculation 4
B
[Muscle contractions
involuntary]
4.Sepsis [Sepsis]
202512GL
CMUH112- follow up Neck edema [Localised
21. 2025/6/25 [ 0005726C MEDI5752 2,31 A
REC2-194 2 oedema]
N
1.Major airway bleed
[Respiratory tract
haemorrhage]
2.Hypoxia [Hypoxia]
202506GL 3.Tongue fasciculation
CMUHI112- follow up 2,3,
22. 2025/6/14 [ 0016885G MEDI5752 [Muscle contractions A
REC2-194 11 4
B involuntary]
4.Sepsis [Sepsis]
5.EJECTION FRACTION
DECREASE [Ejection
fraction decreased]
202509GL
CMUH112- follow up immune mediated diabetes
23. 2025/9/14 [ O018868F MEDI5752 2,3 A
REC2-194 R 1 [Type 1 diabetes mellitus]
1.Immune-mediated
202509GL hypophysitis
CMUH112- follow up
24, 2025/9/18 [ 0027067B MEDI5752 [Immunemediated 2,3 A
REC2-194 9
R hypophysitis]
2.COLITIS [Colitis]
115 % 04 * 08 p % 37 F % 57 |
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1.Major airway bleed
[Respiratory tract
haemorrhage]
2.Hypoxia [Hypoxia]
202506GL 3.Tongue fasciculation
CMUH112- follow up 2,3,
25. 2025/6/14 [ 0016885G MEDI5752 [Muscle contractions A
REC2-194 12 4
B involuntary]
4.Sepsis [Sepsis]
5.EJECTION FRACTION
DECREASE [Ejection
fraction decreased]
202512GL
CMUH112- follow up PNEUMONIA
26. 2025/12/5 | O019139F MEDI5752 2,3 A
REC2-194 1 [Pneumonia]
R
1.Immune-mediated
202509GL hypophysitis
CMUH112- follow up
27. 2025/9/18 | 0027067B MEDI5752  |[Immunemediatedhypophy| 2,3 [ A
REC2-194 10
R sitis]
2.COLITIS [Colitis]
202512GL
CMUH112- follow up Neck edema [Localised
28. 2025/6/25 [ 0005726C MEDI5752 2,31 A
REC2-194 3 oedema]
N
202509GL
CMUH112- follow up immune mediated diabetes
29. 2025/9/14 | O018868F MEDI5752 2,3 A
REC2-194 R 2 [Type 1 diabetes mellitus]
1.Immune-mediated
202509GL hypophysitis
CMUH112- follow up
30. 2025/9/18 [ 0027067B MEDI5752 [Immunemediated 2,3 A
REC2-194 11
R hypophysitis]
2.COLITIS [Colitis]
1.Neck edema [Localised
202512GL oedema) 2,3,
CMUH112- follow up
31. 2025/6/25 [ 0005726C MEDI5752 2.ESOPHAGEAL 7:0th| A
REC2-194 4
N LESION [Oesophageal er
disorder]
115 % 04 * 08 p % 38 F % 57 |
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BLINDED
202511GL DOMVANALI 2,
CMUH112- THROMBOCYTOPENIA
32. 2025/7/19 | O004691P | Initial MAB/ 7:0th| A
REC2-096 [Thrombocytopenia]
H DURVALUMA er
B
BLINDED
202511GL DOMVANALI 2,
CMUHI112- follow up THROMBOCYTOPENIA
33. 2025/7/19 | 0004691P MAB/ 7:0th| A
REC2-096 1 [Thrombocytopenia]
H DURVALUMA er
B
BLINDED
2,3,
202512GL DOMVANALI
CMUHI112- PARESTHESIA 4,
34. 2025/12/7 [ O009123B | Initial MAB/ A
REC2-096 [Paraesthesia] 7:0th
R DURVALUMA
er
B
BLINDED
202510GL DOMVANALI
CMUHI112-
35. 2025/10/27 | 0026884B | Initial MAB/ Pneumonitis [Pneumonitis]| 1,3 | A
REC2-096
R DURVALUMA
B
BLINDED
PNEUMOCYSTIS
202510GL DOMVANALI
CMUH112- follow up PNEUMONIA
36. 2025/9/30 [ 0007843K MAB/ L3 A
REC2-096 5 [Pneumocystis jirovecii
R DURVALUMA
pneumonia]
B
BLINDED -
202512GL DOMVANALI o
CMUHI112- follow up PARESTHESIA 3,4,
37. 2025/12/7 [ 0009123B MAB/ A
REC2-096 1 [Paraesthesia] 7:0th
R DURVALUMA
er
B
BLINDED
202506GL
CMUHI112- follow up| AZD5305/
38. 2025/4/1 | O011711C Anemia [Anaemia] 2 A
REC2-157 2 ENZALUTAMI
L
DE
115 # 04 * 08 p % 39 F > #£ 57 F
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BLINDED )
CMUH112- 2024A2086 |follow up| AZDS5305/ Platelet count decreased '
39. 2024/6/12 7:0th| A
REC2-157 01 9 DAROLUTAMI| [Platelet count decreased]
er
DE
1.Myelodysplasic
BLINDED syndrome
202510GL 2,3,
CMUH112- follow up| AZDS5305/ [Myelodysplastic
40. 2025/9/29 [ ©000896C 7:0th| A
REC2-157 1 ENZALUTAMI syndrome]
A er
DE 2.Acute myeloid leukaemia
[Acute myeloid leukaemia]
BLINDED
202506GL
CMUHI112- follow up| AZDS5305/
41. 2025/4/1 | 0011711C Anemia [Anaemia] 2 A
REC2-157 3 ENZALUTAMI
L
DE
BLINDED
202510GL 2,3,
CMUH112- follow up| AZDS5305/ Acute myeloid leukaemia
42. 2025/9/29 [ 0O000896C 7:0th| A
REC2-157 2 ENZALUTAMI [[Acute myeloid leukaemia]
A er
DE
BLINDED
CMUH112- 202410GL |follow up| AZDS5305/ bradycardia with asystole
43. 2024/10/11 2,31 A
REC2-157 00098231T 2 ENZALUTAMI| pauses [Bradycardia]
DE
BLINDED
202511GL 2,3,
CMUH112- AZDS5305/ Acute myeloid leukemia
44, 2025/9/29 [ 0013925C | Initial 7:0th| A
REC2-157 A ENZALUTAMI |[Acute myeloid leukaemia]
er
DE
BLINDED
CMUH112- 202410GL |follow up| AZDS5305/ bradycardia with asystole
45, 2024/10/11 2,31 A
REC2-157 00098231T 3 ENZALUTAMI| pauses [Bradycardia]
DE
BLINDED
202511GL
CMUHI112- AZD5305/
46. 2025/11/11 [ O013260H | Initial Anaemia [Anaemia] 2,31 A
REC2-157 DAROLUTAMI
U
DE
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BLINDED
202510GL 2,3,
CMUH112- follow up| AZDS5305/ Acute myeloid leukaemia
47. 2025/9/29 [ 0000896C 7:0th| A
REC2-157 A 3 ENZALUTAMI |[Acute myeloid leukaemia]
er
DE
BLINDED |1.bradycardia with asystole
CMUH112- 202410GL |follow up| AZDS5305/ pauses [Bradycardia]
48. 2024/10/11 2,3 A
REC2-157 00098231IT 4 ENZALUTAMI| 2.cardiogenic syncope
DE [Syncope]
BLINDED |1.bradycardia with asystole
CMUH112- 202410GL |follow up| AZDS5305/ pauses [Bradycardia]
49. 2024/10/11 2,3 A
REC2-157 00098231T 5 ENZALUTAMI | 2.cardiogenic syncope
DE [Syncope]
BLINDED
202512GL
CMUH112- AZDS5305/ Pulmonary embolism
50. 2025/12/5 [0O007170U | Initial 2,3 A
REC2-157 ABIRATERON | [Pulmonary embolism]
S
E ACETATE
BLINDED
202512GL
CMUH112- follow up| AZDS5305/ Pulmonary embolism
51. 2025/12/5 [ 0007170U 2,31 A
REC2-157 S 1 DAROLUTAMI| [Pulmonary embolism]
DE
BLINDED
202510GL 2,3,
CMUH112- follow up| AZDS5305/ Acute myeloid leukaemia
52. 2025/9/29 [ 0000896C 7:0th| A
REC2-157 A 4 ENZALUTAMI |[Acute myeloid leukaemia]
er
DE
BLINDED 5
CMUH112- 2024A2086 |follow up| AZDS5305/ Platelet count decreased '
53. 2024/6/12 7:0th| A
REC2-157 01 11 DAROLUTAMI| [Platelet count decreased]
er
DE
BLINDED
CMUH112- 202410GL |follow up| AZDS5305/ Cardiogenic syncope
54, 2024/10/11 2,3 A
REC2-157 00098231T 6 ENZALUTAMI [Syncope]
DE
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BLINDED
CMUH112- 202410GL |follow up| AZDS5305/ Cardiogenic syncope
55. 2024/10/11 2,3 A
REC2-157 00098231T 7 ENZALUTAMI [Syncope]
DE
BLINDED
202510GL 2,3,
CMUH112- follow up| AZDS5305/ Acute myeloid leukaemia
56. 2025/9/29 [ O000896C 7:0th| A
REC2-157 5 ENZALUTAMI |[Acute myeloid leukaemia]
A er
DE
BLINDED
202510GL 2,3,
CMUH112- follow up| AZDS5305/ Acute myeloid leukaemia
57. 2025/9/29 | O000896C 7:0th| A
REC2-157 A 6 ENZALUTAMI [[Acute myeloid leukaemia]
er
DE
BLINDED
202511GL
CMUH112- follow up| AZDS5305/
58. 2025/11/11 [ 0013260H Anaemia [Anaemia] 2,3 A
REC2-157 1 DAROLUTAMI
U
DE
BLINDED
202511GL
CMUH112- follow up| AZD5305/
59. 2025/11/11 | O013260H Anaemia [Anaemia] 2,3 A
REC2-157 2 DAROLUTAMI
U
DE
BLINDED
202601GL 2,3,
CMUH112- AZD5305/
60. 2026/1/15 [ O011842T | Initial Tleus [Ileus] 7:0th| A
REC2-157 DAROLUTAMI
R er
DE
BLINDED
202601GL 2,3,
CMUH112- follow up| AZD5305/
61. 2026/1/15 [ O011842T Ileus [Ileus] 7:0th| A
REC2-157 1 DAROLUTAMI
R er
DE
BLINDED
2,
CMUH112- 2024A2086 |follow up| AZDS5305/ Platelet count decreased
62. 2024/6/12 7:0th| A
REC2-157 01 12 DAROLUTAMI| [Platelet count decreased]
er
DE
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BLINDED
202503GL
CMUH112- follow up| AZDS5305/ Thrombocytopenia
63. 2025/2/22 | 0009544C 2,3 A
REC2-157 6 DAROLUTAMI [Thrombocytopenia]
N
DE
BLINDED
202511GL
CMUH112- follow up| AZDS5305/
64. 2025/11/11 [ 0013260H Anaemia [Anaemia] 2,3 A
REC2-157 3 DAROLUTAMI
U
DE
BLINDED
202511GL 2,3,
CMUH112- follow up| AZDS5305/ Acute myeloid leukemia
65. 2025/9/29 [0013925C 7:0th| A
REC2-157 1 ENZALUTAMI [[Acute myeloid leukaemia]
A er
DE
BLINDED
202511GL 2,3,
CMUH112- follow up| AZDS5305/ Acute myeloid leukemia
66. 2025/9/29 [0013925C 7:0th| A
REC2-157 2 ENZALUTAMI [[Acute myeloid leukaemia]
A er
DE
pprogression disease to
liver, spleen and lymph
CMUH113- 202510GL PEMBROLIZU | progression disease to
67. 2025/10/4 Initial L3 A
REC2-041 0005390IT MAB liver, spleen and lymph
nodes [Tumour
hyperprogression]
202509GL 1,2,
CMUH113- follow up Death from unknown
68. 2025/9/14 [ 0014722C AZD2936 7:0th| A
REC2-041 1 causes [Death]
N er
1.Infection - other -
202501GL
CMUHI113- follow up| PEMBROLIZU | COVID positive [COVID-
69. 2025/1/5 [0020421G 2,3 A
REC2-041 3 MAB 19]
B
2.Dyspnoea [Dyspnoea]
202510GL
CMUH113- follow up Pericardial effusion
70. 2025/10/28 1 0026924C AZD2936 L3 A
REC2-041 4 [Pericardial effusion]
N
CMUH113- 202506GL |follow up Death due to unknown
71. 2025/6/3 AZD2936 1 A
REC2-041 0007438IN 3 cause [Death]
115 # 04 * 08 p % 43 F > £ 57 |
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202601GL
CMUH113-
72. 2025/12/22 1 0002891C | Initial AZD2936 pneumonia [Pneumonia] 1 A
REC2-041
N
202601GL
CMUH113- follow up
73. 2025/12/22 [ 0002891C AZD2936 pneumonia [Pneumonia] 1 A
REC2-041 1
N
#1)
PEMBROLIZU
MAB Solution
for injection
(pembrolizumab
)
#2)
US- Supraventricular
ENFORTUMA
CMUHI111- 009507513~ Tachycardia
74, 2022/11/22 Initial | B VEDOTIN 2,3 A
REC2-084 2211USA0 34 [Supraventricular
75
09422 tachycardia (10042604)*]
SOLUTION
FOR
INJECTION
STUDY)
Injection
(enfortumab
vedotin)
#1) V940 vs.
Placebo
#2)
CMUH112- Followup| PEMBROLIZU
75. 2025/11/72 | 2349251 Acute kidney injury 2,3 A
REC2-195 5 MAB Solution

for injection
(pembrolizumab

)
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#1)
TRIFLURIDIN
E(*)
TIPIRACIL
Gastroenteric hemorrhage
CMUH113- HYDROCHLO
76. 2026/2/13 | 2382229 Initial [Gastrointestinal 2,3 A
REC2-070 RIDE (2870
haemorrhage (10017955)*]
STUDY) Tablet
(trifluridine
(+) tipiracil
hydrochloride)
#1)
TRIFLURIDIN
E#)
TIPIRACIL
Gastroenteric hemorrhage
CMUH113- Followup| HYDROCHLO
77. 2026/2/13 | 2382229 [Gastrointestinal 2,3 A
REC2-070 1 RIDE (2870
haemorrhage (10017955)*]
STUDY) Tablet
(trifluridine
(+) tipiracil
hydrochloride)
#1)
TRIFLURIDIN
E(+)
Jaundice [Jaundice
TIPIRACIL
(10023126)*]
CMUH113- Followup| HYDROCHLO
78. 2026/2/1 2379247 Bilirubin elevation 1,3 A
REC2-070 6 RIDE (2870
[Bilirubin increased
STUDY) Tablet
(10004690)*]
(trifluridine
(+) tipiracil
hydrochloride)
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#1)
TRIFLURIDIN
E(*)
TIPIRACIL
Gastroenteric hemorrhage
CMUH113- Followup| HYDROCHLO
79. 2026/2/13 | 2382229 [Gastrointestinal 2,3 A
REC2-070 2 RIDE (2870
haemorrhage (10017955)*]
STUDY) Tablet
(trifluridine
(+) tipiracil
hydrochloride)
#1)
TRIFLURIDIN
E#)
Jaundice [Jaundice
TIPIRACIL
(10023126)*]
CMUH113- Followup| HYDROCHLO
80. 2026/2/1 2379247 Bilirubin elevation 1,3 A
REC2-070 7 RIDE (2870
[Bilirubin increased
STUDY) Tablet
(10004690)*]
(trifluridine
(+) tipiracil
hydrochloride)
#1)
TRIFLURIDIN
E(+)
TIPIRACIL
Gastroenteric hemorrhage
CMUH113- Followup| HYDROCHLO 1,2,
81. 2026/2/13 | 2382229 [Gastrointestinal A
REC2-070 3 RIDE (2870 3
haemorrhage (10017955)*]
STUDY) Tablet
(trifluridine
(+) tipiracil
hydrochloride)

115 # 04 * 08 p
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#1)
TRIFLURIDIN
E ()
Jaundice [Jaundice
TIPIRACIL
(10023126)*]
CMUH113- Followup| HYDROCHLO
82. 2026/2/1 2379247 Bilirubin elevation L3 | A
REC2-070 8 RIDE (2870
[Bilirubin increased
STUDY) Tablet
(10004690)*]
(trifluridine
(+) tipiracil
hydrochloride)
1.CHRONIC
OBSTRUCTIVE
PULMONARY DISEASE
202509GL BLINDED RELAPSE [Chronic 2,3,
CMUH113-
83. 2025/9/20 [ 0026886A | Initial [TOZORAKIMA/| obstructive pulmonary |7:0th| A
REC2-023
R B disease] er
2. INFECTION WITHOUT
EVIDENT FOCUS
[Infection]
202512GL BLINDED
CMUH113- Life threatening [ Terminal
84. 2025/12/12 | O019733T | Initial |TOZORAKIMA 2,3 A
REC2-023 state|
H B
202512GL BLINDED
CMUH113- follow up Life threatening [Life
85. 2025/12/12 | 0019733T TOZORAKIMA 2,3 A
REC2-023 1 expectancy shortened]
H B
PATIENT GOT
ADMITTED AT A
202512GL BLINDED 2,3,
CMUH113- DIFFERENT HOSPITAL
86. 2025/12/25 [ 0024267U | Initial |TOZORAKIMA 7:0th| A
REC2-023 g WITH A PULMONARY
B er
EMBOLI [Pulmonary
embolism]
115 % 04 * 08 p % 47 7 - £ 57 |
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Patient reported that he got
202512GL BLINDED admitted at a different 2,3,
CMUH113- follow up
87. 2025/12/25 | 0024267U TOZORAKIMA | hospital with a Pulmonary |7:0th| A
REC2-023 1
S B emboli [Pulmonary er
embolism]
Acute decompensated heart
202512GL BLINDED
CMUH113- follow up failure and Acute ischemic
88. 2025/12/12 | 0019733T TOZORAKIMA 2,3 A
REC2-023 2 stroke [Cardiac failure
H B
acute]
1.Left empyema
[Empyema]
202602GL BLINDED
CMUH113- 2.Pulmonary embolism
89. 2026/2/7 |[0010596C | Initial |TOZORAKIMA 2,3 A
REC2-023 A B [Pulmonary embolism]
3.Right heart failure [Right
ventricular failure]
CMUH112- 100004830 FATAL DISEASE
90. 2025/12/2 initial RO4876646 1 A
REC2-124 89 PROGRESSION
LIFE THREATENING
CMUHI112- 100004830
91. 2026/1/12 initial RO7092284 PLATELET COUNT [2-~3]| A
REC2-124 91
DECREASED
CMUHI112- 100004830 [follow up FATAL DISEASE
92. 2025/12/2 RO7092284 1 A
REC2-124 89 1 PROGRESSION
CMUHI112- 100004830 [follow up FATAL DISEASE
93. 2025/12/2 RO4876646 1 A
REC2-124 89 1 PROGRESSION
CMUH112- 100004830 [follow up FATAL DISEASE
94, 2025/12/2 RO5541267 1 A
REC2-124 89 1 PROGRESSION
CMUHI112- 100004686 [follow up
95. 2025/12/22 RO7092284 HYPONATREMIA 231 A
REC2-124 56 6
LIFE
CMUHI112- 100004686 [follow up THREATENING SEPSIS,
96. 2025/12/22 RO7092284 231 A
REC2-124 56 7 HYPONATREMIA,
INFLUENZA
CMUHI112- 100004686 [follow up INFLUENZA,
97. 2025/12/22 RO7092284 2 3] A
REC2-124 56 8 HYPONATREMIA
115 # 04 * 08 p % 48 F > £ 57 |




PRPEARTURFEELORLI 3B ALRY
~F-LIERFE R A ERC #K)
B S 'Iii’ﬁ i)
e SmEL|FA P R E R R % |3+
g | H 2 | Wl Tl
#1) MK-0616
Focal Symptomatic
CMUH112- Followup| Film-coated ) )
98. 2025/11/8 | 2364435 epilepsy [Focal epilepsy |1.3.5] A
REC2-150 | tablet vs.
(10065337)*]
Placebo
202511GL 2,3,
CMUH114- follow up Blinded Gallstone Pancreatitis
99. 2025/11/7 1 0029371C 7:0th| A
REC2-119 1 AZDO0780 [Obstructive pancreatitis]
A er
2,3,
202512GL )
CMUH114- Blinded oligometastatic disease 4,
100 2025/12/19 | 0027527G | Initial ‘ A
REC2-119 AZD0780 [Metastatic neoplasm] [7:0th
B
er
2,3,
202512GL ) )
CMUH114- follow up Blinded oligometastatic disease 4,
101 2025/12/19 1 0027527G ‘ A
REC2-119 1 AZD0780 [Metastatic neoplasm] [7:0th
B
er
202511GL ) 2,3,
CMUH114- follow up Blinded Gallstone Pancreatitis
102 2025/11/7 1 0029371C ) 7:0th| A
REC2-119 2 AZD0780 [Obstructive pancreatitis]
A er
202511GL 2,3,
CMUH114- follow up Blinded Gallstone Pancreatitis
103 2025/11/7 1 0029371C 7:0th| A
REC2-119 3 AZD0780 [Obstructive pancreatitis]
A er
Febrile neutropenia
[Febrile neutropenial]
CMUH112- 20250LEM (follow up
104 2025/11/12 OP-1250 Neutropenia [Neutropenia][ 2.3 [ A
REC2-186 A000064 2
Neutropenia [Neutropenia]
Neutropenia [Neutropenia]
115 % 04 * 08 p % 49 F > £ 57 |
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CMUH112-
REC2-186

2025/11/12

20250LEM
A000064

follow up

3

OP-1250

Febrile neutropenia
[Febrile neutropenia]
Invasive fungal sinusitis
secondary to febrile
neutropenia [Sinusistis
fungal]
Neutropenia [Neutropenia]
Neutropenia [Neutropenia]
Neutropenia [Neutropenia]

Neutropenia [Neutropenia]

23

106

CMUH112-
REC2-186

2025/11/12

20250LEM
A000064

follow up

4

OP-1250

Febrile neutropenia
[Febrile neutropenial]
Invasive fungal sinusitis
secondary to febrile
neutropenia [Sinusistis
fungal]
Neutropenia [Neutropenia]
Neutropenia [Neutropenia]
Neutropenia [Neutropenia]
]

Neutropenia [Neutropenia

23

107

CMUH109-
REC2-183

2022/2/20

2022-ARC-
000059

Follow
Zimberelimab
up 15

Acute myocardial
infarction, Pulmonary

sepsis

108

CMUH114-
REC2-111

2025/3/26

202503GL
0023351JP

follow up| BLINDED
4 MEDI5752

1.Myocarditis
[Myocarditis]
2.Myositis [Myositis]
3.Myasthenia Gravis
[Myasthenia gravis]

2,3,
7:0th

cr

109

CMUH114-
REC2-111

2025/3/26

202503GL
0023351JP

follow up| BLINDED
5 MEDI5752

1.Myocarditis
[Myocarditis]
2.Myositis [Myositis]
3.Myasthenia Gravis
[Myasthenia gravis]

2,3,
7:0th

cr
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1.DEATH FROM
UNKNOWN CAUSES
202512GL
CMUH114- BLINDED [Death]
110 2025/12/11 | 0010073C | Initial L3 A
REC2-111 MEDI5752 | 2.VOMITING [Vomiting]
N
3.GENERAL WEAKNESS
[Asthenia]
1.DEATH FROM
UNKNOWN CAUSES
[Death]
202512GL 2.VOMITING [Vomiting]
CMUH114- follow up| BLINDED
111 2025/12/11 | 0010073C 3.GENERAL WEAKNESS| 1,3 | A
REC2-111 1 MEDI5752
N [Asthenia]
4. BRAIN OCCUPYING
LESIONS [Central nervous
system lesion]
202506GL Autoimmune haemolytic
CMUH114- follow up| BLINDED
112 2025/6/4 | 0003731D anemia [Autoimmune | 2,3 | A
REC2-111 2 MEDI5752
K haemolytic anaemia]
202512GL BRAIN OCCUPYING
CMUH114- follow up| BLINDED
113 2025/12/11 [ 0010073C LESIONS [Central nervous| 1,3 | A
REC2-111 2 MEDI5752
N system lesion]
BLINDED 2,3,
CMUH114- 202506GL |follow up Hypophysitis
114 2025/5/24 MEDI5752/ 7:0th| A
REC2-111 0003902IT 4 [Hypophysitis]
Prednisone er
1.Autoimmune haemolytic
anemia [Autoimmune
202506GL
CMUH114- follow up| BLINDED haemolytic anaemial
115 2025/6/4 [ 0003731D 2,3 A
REC2-111 3 MEDI5752 2.RECTAL
K
HEMORRHAGE [Rectal
haemorrhage]
202507GL
CMUH114- BLINDED |Rectal hemorrhage [Rectal
116 2025/7/20 [ 0024483D | Initial 2,3 A
REC2-111 MEDI5752 haemorrhage]
K
115 % 04 * 08 p % 61 F > % 57 |
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117

CMUH114-
REC2-111

2025/3/26

202503GL
0023351JP

follow up

6

BLINDED
MEDI5752

1.Myocarditis
[Myocarditis]
2.Myositis [Myositis]
3.Myasthenia Gravis
[Myasthenia gravis]

2,3,
7:0th| A

cr

118

CMUH114-
REC2-111

2025/6/4

202506GL
0003731D
K

follow up

4

BLINDED
MEDI5752

1.Autoimmune haemolytic
anemia [Autoimmune
haemolytic anaemia]
2.RECTAL
HEMORRHAGE [Rectal

haemorrhage]

119

CMUH114-
REC2-111

2025/7/29

202508GL
0005020IT

follow up

1

BLINDED
MEDI5752

transaminases increased

[Transaminases increased]

2,31 A

120

CMUH114-
REC2-111

2025/3/26

202503GL
0023351JP

follow up

7

BLINDED
MEDI5752

1.Myocarditis
[Myocarditis]
2.Myositis [Myositis]
3.Myasthenia Gravis
[Myasthenia gravis]

2,31 A

121

CMUH114-
REC2-111

2025/9/18

202509GL
0018807B
R

follow up

3

BLINDED
MEDI5752

1.ALT elevation [Alanine
aminotransferase
increased]
2.Elevated AST [Aspartate
aminotransferase
increased]
3.Elevated alkaline
phosphatase [Blood
alkaline phosphatase
increased]
4.GGT INCREASED
[Gamma-

glutamyltransferase

increased]

2,3,
7:0th| A

cr
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#1)
TRIFLURIDIN
E (+) Bile duct obstruction [Bile
TIPIRACIL duct obstruction
CMUH113- Followup| HYDROCHLO (10056375)*]
122 2026/2/1 2379247 L3 A
REC2-070 9 RIDE (2870 Bilirubin elevation
STUDY) Tablet [Bilirubin increased
(trifluridine (10004690)*]
(+) tipiracil
hydrochloride)
#1)
TRIFLURIDIN
E(#)
TIPIRACIL
Gastroenteric hemorrhage
CMUH113- Followup| HYDROCHLO 1,2,
123 2026/2/13 | 2382229 [Gastrointestinal A
REC2-070 4 RIDE (2870 3
haemorrhage (10017955)*]
STUDY) Tablet
(trifluridine
(+) tipiracil
hydrochloride)
#1)
TRIFLURIDIN
E(+)
TIPIRACIL
Bile duct obstruction [Bile
CMUH113- Followup| HYDROCHLO
124 2026/2/1 2379247 duct obstruction 1,3 A
REC2-070 10 RIDE (2870
(10056375)*]
STUDY) Tablet
(trifluridine
(+) tipiracil
hydrochloride)
115 % 04 * 08 p % 63 B % 57 |
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#1)
TRIFLURIDIN
E(*)
TIPIRACIL
Gastroenteric hemorrhage
CMUH113- Followup| HYDROCHLO 1,2,
125 2026/2/13 | 2382229 [Gastrointestinal A
REC2-070 5 RIDE (2870 3
haemorrhage (10017955)*]
STUDY) Tablet
(trifluridine
(+) tipiracil
hydrochloride)
#1)
IRINOTECAN | White blood cell decreased
CMUH113- 2,3,
126 2026/2/11 | 2388988 | Initial | (2870 STUDY) | [White blood cell count A
REC2-070 4,5
Injection decreased (10047942)*]
(irinotecan)
#1)
febrile neutropenia [Febrile
IRINOTECAN
CMUH113- Followup neutropenia (10016288)*]
127 2025/4/30 | 2282725 (2870 STUDY) L3 A
REC2-070 10 liver abscess [Liver
Injection
abscess (10024652)*]
(irinotecan)
#1)
SACITUZUMA
B
CMUH113- cardiac arrest [Cardiac
128 2026/3/9 | 2392932 | Initial [TIRUMOTECA 1 A
REC2-070 arrest (10007515)*]
N Injection
(sacituzumab
tirumotecan)
#1)
IRINOTECAN
CMUH113- nausea [Nausea
129 2026/2/1 2393372 | Initial | (2870 STUDY) 2 A
REC2-070 (10028813)*]

Injection

(irinotecan)

115 # 04 * 08 p
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#1)
SACITUZUMA
B
CMUH113- Followup cardiac arrest [Cardiac
130 2026/3/9 | 2392932 TIRUMOTECA 1 A
REC2-070 1 arrest (10007515)*]
N Injection
(sacituzumab
tirumotecan)
G T
x~ FREEAER
A ¥ & § 0¥ o ey
18 g /1) :—‘I_# 2 I# P\ ?
(k%L H 4]
1. CMUH104-REC2-065 %?ﬁ&ifﬁ *A T NA
*p o115 & 020 26 P
[z#x 2142 ]
W E P 4L 1 CNTO 1959 (guselkumab)
1. Janssen Research & Development Blinded Line Listing of
2. CMUHI111-REC2-231 LR 2
Suspected Unexpected Serious Adverse Reactions (SUSARSs)
CNTO1959 (guselkumab) PERIOD COVERED BY THIS
REPORT: 13 July 2025 to 12 January 2026
[z#% 2142 ]
. *E % ¥4 4 Volrustomig (MEDI5752)
3. CMUH114-REC2-111 F o
R PMFLHPF N3 E102 11 p 3 114# 047 10P
*E rMIFLBHREF I14E04 7 11 P T 114&10°* 10 p
[z#% 2142 ]
IASE B LA ST TR P B IE A PR ~ R AR 2
4, CMUHI112-REC2-133 PR R n o
S CE Al ST
R PMEFELHPF I I14E082 15p 2 1158020 21 p
[ 244 ]
5. CMUHI113-REC2-101 EL I *RE B 4L ¢ Cladribine
*E rPFLYPF 14 &7 31p 2 115& 1% 300
[ % 242484 ]
6. CMUH112-REC2-150 BAE *R5k E 1 MK-0616
*E pMAFLEHF 2025 & 067 06 0 3 2025 & 127 05
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EF %8104
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B * £ T ol FEPF
(EEREEENED
*eE sk iR Bk 3R 4 0 75348780LYMI1001 Abbreviated Clinical Study
Report, Date: 20 June 2024
; CMUH109-REC2-192 §1 % *Te Ak W %R £ Y 2 4 & 75348780LYM1001 CSR
Synopsis V1 20Jun2024 ZH-TW
*HEk RS AR £ itk 75348780LYM1001 Clinical Study Report
Addendum 1 CCO 08 October 2025 (Final Analyses), Date: 29
December 2025
[ % 242472 ]
8. CMUH110-REC2-073 ER N *3E % B ¢ ¢ Trastuzumab Deruxtecan (DS-8201a)
*E pMAFLHEF 142060 09p 3 114# 120 08 p
[ % 242472 ]
9. CMUHI112-REC2-194 BN *R B E Y L # ¢ Volrustomig (MEDI5752)
*E pMAFLEHEF 142040 11p 2 114# 100 10P
[ % 242472 ]
10. | CMUH113-REC2-023 e *3E B B ¢ # 1 Tozorakimab (MEDI3506)
*E pMHAFLHREF 1142070 30p 3 115010 29 p
[ % 242472 ]
o *H% ¥ L4 0 ACE-536 (Luspatercept)
11. | CMUH107-REC2-138 FLR
*E AR L PR
SUSAR 6MLL: 2025 & 06 * 25 p-2025 & 12 * 24 p
[z#% 2142 ]
12. | CMUH109-REC2-175 FLE *R B E AL 1 Venetoclax
R PMEFLYPF 114 ES58 29p 3 114 & 117 28p
(#£#]
*M 7% ¢ Rocatinlimab 2 'T £x BTG [ Notification of
13. | CMUHI113-REC2-124 M5~ Urgent Safety Measure, Safety Related Stopping of Investigational
Product (IP) Dosing and closing of Rocatinlimab Clinical Studies,
Date: 02 March 2026 ]
(2% 242 ]
W E P 4L 1 CNTO 1959 (guselkumab)
1. Blinded Line Listing of Suspected Unexpected Serious Adverse
14. | CMUH111-REC2-231 ¥ izl Reactions(SUSARs) CNTO 1959 (guselkumab) PERIOD

COVERED BY THIS REPORT:13 January 2025 to
12 July 2025
2.Development Safety Update Report No. 15 Executive Summary

115 # 04 * 08 p
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CNTO 1959(guselkumab) Period Covered: 13 July 2024 to 12 July
2025

15. | CMUH113-REC2-197 BN [ # # ] Study Termination Notification_date 27-Jan-2026

[2#=% 2H4E2]

R AL T VAYT736

kg MMARLEPR 12024 F 10 0 01 P X 2025 & 03 % 31 P
[2#=% 2142 ]

iR AL T VAYT736

kg MMARLEPR 12025 04 0 01 P T 2025 & 09 % 30 P

16. | CMUHI11-REC2-049

Ll
[
o

[(Sx+%F24 4]
17. | CMUH106-REC2-057 LAty | *¥% 4 ! Final CSR
Py o2026# 27 23p

[z 2p2]
18. | CMUH114-REC2-119 EH I *EZHE P L4 1 AZD0780
*p MMAFLHEF 4 E05% 08P 5 114# 117 07 p

[z#x 2142 ]
19. | CMUH113-REC2-104 YR *REE L L H 0 ARO-DMI
*E M AELHRF 2025 01 F 09 p 3 2026 % 01 7 08 p

[z 2]
20. | CMUHI111-REC2-211 3 B R B LA T ALXNI210

*E pMHAELHEF 11407 7 01 114 # 12 % 31 p

3]

[z 2HFL]
21. | CMUH113-REC2-064 LR AGH R B LA T ALXNI2I0

*E pMHARLHEF 114077 01 114 # 12 % 31 p

3]

[z 2HFL]
22. | CMUH113-REC2-064 LR AGH R B LA T ALXNI210
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