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CMUH113- 5 7 MR o M e 3 r LR PR
20/ RECI- |®B1% | #d itk éi% HsR R S HUS | 115/04/23
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2% I (HB1-7)
L= 2.2 4 &38R ,ﬁ u%ﬁw%:;,%wr%fﬁfmxé A A A B disability
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= (45 A-D)
AFPFP e BEH AT 2 A CERArEEARLE DERPI 2
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#1)
RALUDOTATU
Pneumonitis [Pneumonitis
TW- G
CMUH114- follow up (10035742)*]
1. 2025/12/7 [009507513- DERUXTECAN 123 A
REC1-060 4 Pneumonia [Pneumonia
2359669 Injection
(10035664)*]
(raludotatug
deruxtecan)
CMUH113- PL2025138 Dostarlimab vs
2. 2025/10/24 FUS Liver injury 23.] A
REC1-023 667 Placebo
CMUH113- PL2025138 Dostarlimab vs
3. 2025/10/24 FU6 Liver injury 23. 1 A
RECI1-023 667 Placebo
CMUH113- PL2025149 Dostarlimab vs
4, 2025/11/17 Initial Interstitial pneumonia 23. 1 A
RECI1-023 332 Placebo
CMUH113- JP2025166 Dostarlimab vs
5. 2025/12/25 FUI Laryngeal edema 23. 1 A
RECI1-023 140 Placebo
CMUH113- JP2025166 Dostarlimab vs
6. 2025/12/25 FU2 Laryngeal edema 23.| A
REC1-023 140 Placebo
CMUH113- JP2025166 Dostarlimab vs
7. 2025/12/25 FU3 Laryngeal edema 23.| A
REC1-023 140 Placebo
CMUH113- PL2025149 Dostarlimab vs
8. 2025/11/17 FU1 Interstitial pneumonia 23. | A
REC1-023 332 Placebo
CMUH113- PL2025149 Dostarlimab vs
9. 2025/11/17 FU2 Acute 23. 1 A
REC1-023 332 Placebo
115 # 05 % 20 p % 34 7> £ 56 F
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CMUH113- PL2025149 Dostarlimab vs respiratory distress
10. 2025/11/17 FU3 23. A
REC1-023 332 Placebo syndrome
CMUH113- PL2025149 Dostarlimab vs | Acute respiratory distress
11. 2025/11/17 FuU4 23. | A
REC1-023 332 Placebo syndrome
CMUH113- CN2026027 Dostarlimab vs
12. 2026/2/26 Initial Cardiac failure 1 A
REC1-023 877 Placebo
CMUH113- CN2025163 Dostarlimab vs | Acute respiratory distress
13. 2025/12/19 FU2 13. [ A
REC1-023 946 Placebo syndrome.
CMUH113- PL2025149 Dostarlimab vs ) )
14, 2025/11/17 FUS Cardiac failure. 23.] A
REC1-023 332 Placebo
CMUH113- CN2025163 Dostarlimab vs
15. 2025/12/19 FU3 Death 1.3. [ A
REC1-023 946 Placebo
CMUH113- CN2026027 Dostarlimab vs
16. 2026/2/26 FU1 Facial swelling 1 A
REC1-023 877 Placebo
CMUH113- PL2025149 Dostarlimab vs | Acute respiratory distress
17. 2025/11/17 FU6 1.23. A
REC1-023 332 Placebo syndrome.
CMUH113- ES2026039 Dostarlimab vs
18. 2026/3/24 Initial Cardiac failure. 1.3. [ A
REC1-023 923 Placebo
CMUH113- ES2026039 Dostarlimab vs
19. 2026/3/24 FUI Facial swelling 3.1 A
REC1-023 923 Placebo
Budigalimab,
TW-
CMUH113- follow up| Leucovorin,
20. 2026/1/27 | ABBVIE- pneumonitis 2,3 A
RECI1-162 1 Fluorouracil,
6651920 - 2
Oxaliplatin
Budigalimab,
TW-
CMUH113- follow up| Leucovorin,
21. 2026/1/27 | ABBVIE- pneumonitis 2,3 A
RECI1-162 2 Fluorouracil,
6651920 - 3
Oxaliplatin
Daplusiran +
CMUH113- CA2025120
22. 2025/9/11 FU7 | Tomligisiran Vs Graves' disease 27.1 A
REC1-154 905
Placebo
Daplusiran +
CMUH113- SG2025137
23. 2025/10/22 initial | Tomligisiran Vs Thrombocytopenia 23.| A
REC1-154 420
Placebo
115 # 057 20 p % 35 F > % 56 F
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Daplusiran +

CMUH113- SG2025137
2025/10/22 FUl | Tomligisiran Vs Thrombocytopenia

REC1-154 420
Placebo

Haemophagocytic
symdrome
[Haemophagocytic
lymphohistiocytosis] *

Hyponatraemia

[Hyponatraemia] ~

CMUH114- 2025CN004(follow up Infection of unknown
2025/12/29 AZD4205

REC1-079 52 5 cause and location

[Infection] ~ Platelet count
decreased [Platelet count
decreased] ~
Transaminases increased
[Transaminases

increased]

115% 05 % 20 p
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26.

CMUH114-
RECI1-079

2025/12/29

2025CN004
52

follow up

6

AZDA4205

Haemophagocytic
symdrome
[Haemophagocytic
lymphobhistiocytosis]
Hyponatraemia
[Hyponatraemia] -
Infection of unknown
cause and location
[Infection] ~ Platelet count
decreased [Platelet count
decreased] -
Transaminases increased
[Transaminases
increased] ~ White blood
cell count decreased
[White blood cell count
decreased] ~ Neutrophil
count decreased
[Neutrophil count

decreased]

2,3
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27.

CMUH114-
RECI1-079

2025/12/29

2025CN004
52

follow up

7

AZDA4205

Haemophagocytic
symdrome
[Haemophagocytic
lymphobhistiocytosis]
Hyponatraemia
[Hyponatraemia] -
Infection of unknown
cause and location
[Infection] ~ Platelet count
decreased [Platelet count
decreased] -
Transaminases increased
[Transaminases
increased] ~ White blood
cell count decreased
[White blood cell count
decreased] ~ Neutrophil
count decreased
[Neutrophil count

decreased]

2,3

28.

CMUH114-
RECI-079

2026/4/24

2026CNO001
82

Initial

AZDA4205

Platelet count decreased
[Platelet count
decreased] ~ Neutrophil
count decreased
[Neutrophil count

decreased]

29.

CMUH114-
REC1-201

2026/4/8

202604022
23(2)

Initial

Docetaxel

Sudden Death

115% 05 % 20 p
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#1) MK-5684
Tablet
(opevesostat
tosylate)
) atrial fibrillation [Atrial
2
fibrillation (10003658)*]
FLUDROCORT
aspiration pneumonia
ISONE (5684-
[Pneumonia aspiration
004 STUDY)
CMUH112- Followup (10035669)*]
30. 2025/12/18 | 2363305 Tablet L3 A
RECI1-196 14 hypokalemia
(fludrocortisone)
) [Hypokalaemia
(10021015)*]
DEXAMETHA
infarction(brain) [Brain
SONE (5684-
infarction (10072154)*]
004 STUDY)
Tablet
(dexamethasone
)
115 # 057 20 p % 39 F > # 56 F
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Excerbation of interstitial
pneumonia [Interstitial
neumonia aggravated
#1) MK-5684 P =
(10066726)*]
Tablet
Urinary tract infection
(opevesostat
[Urinary tract infection
tosylate)
(10046571)*]
#2)
Pneumonia aspiration
FLUDROCORT
[Pneumonia aspiration
ISONE (5684-
(10035669)*]
004 STUDY)
CMUH112- Followup Exacerbation of
31. 2025/8/13 | 2320106 Tablet L3 A
RECI1-196 27 decompensated cirrhosis
(fludrocortisone)
) [Decompensated
cirrhosis(10064704)*]
DEXAMETHA
Atrial fibrillation [Atrial
SONE (5684-
fibrillation (10003658)*]
004 STUDY)
acute brain infarction
Tablet
[Brain infarction
(dexamethasone
) (10072154)*]
Pneumonia aspiration
[Pneumonia aspiration
(10035669)*]
115 # 057 20 p % 40 F > £ 56 F
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#1) MK-5684
Tablet
(opevesostat
tosylate)
) atrial fibrillation [Atrial
2
fibrillation (10003658)*]
FLUDROCORT
hypokalemia
ISONE (5684-
[Hypokalaemia
004 STUDY)
CMUH112- Followup (10021015)*]
32. 2025/12/18 | 2363305 Tablet L3 A
RECI-196 15 infarction(brain) [Brain
(fludrocortisone)
infarction (10072154)*]
#3)
aspiration pneumonia
DEXAMETHA
[Pneumonia aspiration
SONE (5684-
(10035669)*]
004 STUDY)
Tablet
(dexamethasone
)
#1) MK-5684
Tablet
(opevesostat
tosylate)
#2)
DEXAMETHA
SONE (5684-
004 STUDY) Adrenal insufficiency
CMUH112- Followup
33. 2026/1/22 | 2384589 Tablet [Adrenal insufficiency 2,3 A
REC1-196 4
(dexamethasone (10001367)*]
)
#3)
FLUDROCORT
ISONE (5684-
004 STUDY)
Tablet
(fludrocortisone)
115 # 057 20 p % 41 7 - £ 56 |
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1) HEMORRHAGE OF
1) BLINDED LOWER DIGESTIVE
CMUH113- 2024-  |follow up 2~
34. 2024/9/16 GOLCADOMI TRACT A
REC1-095 148257(18) 18 37
DE (Suspect) 2) HEMORRHAGIC
SHOCK
1) BLINDED
CMUH113- 2025- 1) FEBRILE 2
35. 2025/10/15 Initial | GOLCADOMI A
REC1-095 143059(0) NEUTROPENIA 37
DE (Suspect)
1) BLINDED 1) FEBRILE
CMUH113- 2025-  |follow up 2~
36. 2025/9/30 GOLCADOMI NEUTROPENIA A
REC1-095 136006(1) 1 37
DE (Suspect) 2) STROKE
1) BLINDED 1) FEBRILE 2~
CMUH113- 2025-  |follow up
37. 2025/9/30 GOLCADOMI NEUTROPENIA 3 A
REC1-095 136006(3) 3
DE (Suspect) 2) STROKE 4-~7
1~
1) BLINDED 1) FEBRILE
CMUH113- 2025-  |follow up 2~
38. 2025/9/30 GOLCADOMI NEUTROPENIA A
REC1-095 136006(4) 4 R
DE (Suspect) 2) STROKE 47
1) BLINDED 1) FEBRILE
CMUH113- 2025-  |follow up 2~
39. 2025/9/30 GOLCADOMI NEUTROPENIA A
REC1-095 136006(1) 1 37
DE (Suspect) 2) STROKE
1) BLINDED
CMUH113- 2025- 1) TUMOR FLARE 2~
40. 2025/10/1 Initial | GOLCADOMI A
REC1-095 134746(0) REACTION 3.7
DE (Suspect)
1) BLINDED
CMUH113- 2025- follow up 1) TUMOR FLARE 2
4]. 2025/10/1 GOLCADOMI A
REC1-095 134746(1) 1 REACTION 37
DE (Suspect)
1) BLINDED
CMUH113- 2025-  |follow up 1) 1-
42. 2025/9/25 GOLCADOMI A
REC1-095 133281(1) 1 THROMBOCYTOPENIA |3 ~ 7
DE (Suspect)
1) BLINDED
CMUH113- 2025- follow up 1) FEBRILE 2
43. 2025/9/11 GOLCADOMI A
REC1-095 126202(1) 1 NEUTROPENIA 37
DE (Suspect)
115# 05 % 20 p 5 42 F o & 7
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1) BLINDED
CMUH113- 2025-  |follow up 1) FEBRILE 2~
44, 2025/9/11 GOLCADOMI A
REC1-095 126202(2) 2 NEUTROPENIA 37
DE (Suspect)
1) BLINDED
CMUH113- 2025-  |follow up 1) FEBRILE 2
45. 2025/9/11 GOLCADOMI A
REC1-095 126202(3) 3 NEUTROPENIA 3~7
DE (Suspect)
1) BLINDED
CMUH113- 2025-  |follow up 1) FEBRILE 2
46. 2025/9/11 GOLCADOMI A
REC1-095 126202(5) 5 NEUTROPENIA 3~7
DE (Suspect)
1) BLINDED
CMUH113- 2025-  |follow up 1~
47. 2025/9/4 GOLCADOMI 1) UNKNOWN A
REC1-095 123259(3) 3 3~7
DE (Suspect)
115 # 057 20 p % 43 7> £ 56 |
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48.

CMUH113-
RECI1-095

2025/9/4

2025-
123259(5)

follow up

5

1) BLINDED
GOLCADOMI
DE (Suspect)

1) WE DON'T KNOW
THE REASON OF
HOSPITALISATION AT
THE OTHER FACILITY.
WE ARE AWARE THAT
THE
UROEOLITIC
SYNDROME CAUSED
BY E.COLI AND
SUPERINFECTION
WITH RESISTANT ST.
AUREUS COULD
HAVE LED TO
DEATH/SEPSIS
2) WE DON'T KNOW
THE REASON OF
HOSPITALISATION AT
THE OTHER FACILITY.
WE ARE AWARE THAT
THE
UROEOLITIC
SYNDROME CAUSED
BY E.COLI AND
SUPERINFECTION
WITH RESISTANT ST.
AUREUS COULD
HAVE LED TO
DEATH/UHS
3) WE DON'T KNOW
THE REASON OF
HOSPITALISATION AT
THE OTHER FACILITY.
WE ARE AWARE THAT
THE UROEOLITIC
SYNDROME CAUSED
BY E.COLI AND

SUPERINFECTION

115% 05 % 20 p
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WITH RESISTANT ST.
AUREUS
COULD HAVE LED TO
DEATH/MRSAE
INFECTION
1) BLINDED 1) SEPSIS
CMUH113- 2025-  |follow up 2
49, 2025/8/30 GOLCADOMI 2) FEBRILE A
REC1-095 122079(8) 8 3~7
DE (Suspect) NEUTROPENIA
1) BLINDED 1) SEPSIS
CMUH113- 2025-  |follow up 2~
50. 2025/8/30 GOLCADOMI 2) FEBRILE A
REC1-095 122079(9) 9 3~7
DE (Suspect) NEUTROPENIA
1) BLINDED 1) SEPSIS
CMUH113- 2025-  |follow up 2~
51. 2025/8/30 GOLCADOMI 2) FEBRILE A
REC1-095 122079(11) 11 3~7
DE (Suspect) NEUTROPENIA
1) BLINDED 1) FEBRILE
CMUH113- 2025-  |follow up 2~
52. 2025/8/26 GOLCADOMI NEUTROPENIA A
RECI1-095 119854(5) 5 3~7
DE (Suspect) 2) SEPTIC SHOCK
1) BLINDED
CMUH113- 2025-  |follow up 2~
53. 2025/8/25 GOLCADOMI 1) SEPTIC SHOCK A
REC1-095 119406(4) 4 3~7
DE (Suspect)
1) BLINDED
CMUH113- 2025-  |follow up 2~
54, 2025/8/25 GOLCADOMI 1) SEPTIC SHOCK A
RECI1-095 119406(5) 5 3~7
DE (Suspect)
1) ANEMIA
1) BLINDED 2) SEPSIS
CMUH113- 2025-  |follow up 2~
55. 2025/8/15 GOLCADOMI 3) SEPSIS A
REC1-095 115375(3) 3 3~7
DE (Suspect) 4) FEBRILE
NEUTROPENIA
1) ANEMIA
1) BLINDED 2) SEPSIS
CMUHI113- 2025-  |follow up 2~
56. 2025/8/15 GOLCADOMI 3) SEPSIS A
REC1-095 115375(4) 4 3~7
DE (Suspect) 4) FEBRILE
NEUTROPENIA
115 # 057 20 p % 45 F > & I
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1) ANEMIA
1) BLINDED 2) SEPSIS
CMUH113- 2025-  |follow up 2~
57. 2025/8/15 GOLCADOMI 3) SEPSIS A
REC1-095 115375(5) 5 3~7
DE (Suspect) 4) FEBRILE
NEUTROPENIA
1) SEPTIC SHOCK
1) BLINDED 2) SARS-COV-2
CMUH113- 2025-  |follow up 2~
58. 2025/7/3 GOLCADOMI PNEUMONIA A
REC1-095 095341(17) 17 3~7
DE (Suspect) 3) FEBRILE
NEUTROPENIA
1) BLINDED
CMUH113- 2025-  |follow up 1) PNEUMONITIS 2~
59. 2025/6/24 GOLCADOMI A
REC1-095 090850(10) 10 2) HEART FAILURE (37
DE (Suspect)
1) SEPTIC SHOCK
1) BLINDED |2) PLEURAL EFFUSION
CMUH113- 2025-  |follow up 2~
60. 2025/4/8 GOLCADOMI 3) A
REC1-095 052766(31) 31 3~7
DE (Suspect) | THROMBOCYTOPENIA
4) NEUTROPENIA
1) SEPTIC SHOCK
1) BLINDED |2) PLEURAL EFFUSION
CMUH113- 2025-  |follow up 2~
61. 2025/4/8 GOLCADOMI 3) A
REC1-095 052766(34) 34 3~7
DE (Suspect) | THROMBOCYTOPENIA
4) NEUTROPENIA
1) SEPTIC SHOCK
1) BLINDED |2) PLEURAL EFFUSION
CMUH113- 2025-  |follow up 2~
62. 2025/4/8 GOLCADOMI 3) A
REC1-095 052766(35) 35 3~7
DE (Suspect) | THROMBOCYTOPENIA
4) NEUTROPENIA
RILVEGOSTO | 1.Stroke [Cerebrovascular 5
] bl b
202512GL MIG accident]
CMUH114- follow up 3,
63. 2025/12/24 1 0022958C (AZD2936)/ 2.Bilateral pulmonary A
REC1-193 6 7:0th
A GEMCITABIN | embolism [Pulmonary
er
E embolism]
115 # 057 20 p % 46 F > £ 56 F
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RILVEGOSTO | 1.Stroke [Cerebrovascular L
202512GL MIG accident] o
CMUH114- follow up 3,
64. 2025/12/24 | 0022958C (AZD2936)/ 2.Bilateral pulmonary A
REC1-193 7 7:0th
A GEMCITABIN | embolism [Pulmonary
er
E embolism]
RILVEGOSTO | 1.Stroke [Cerebrovascular Lo
202512GL MIG accident] o
CMUH114- follow up 3,
65. 2025/12/24 1 0022958C (AZD2936)/ 2.Bilateral pulmonary A
REC1-193 8 7:0th
A GEMCITABIN | embolism [Pulmonary
er
E embolism]
RILVEGOSTO | 1.Stroke [Cerebrovascular Lo
202512GL MIG accident] o
CMUH114- follow up 3,
66. 2025/12/24 1 0022958C (AZD2936)/ 2.Bilateral pulmonary A
REC1-193 9 7:0th
A GEMCITABIN | embolism [Pulmonary
er
E embolism]
RILVEGOSTO | 1.Stroke [Cerebrovascular Lo
202512GL MIG accident] o
CMUH114- follow up 3,
67. 2025/12/24 1 0022958C (AZD2936)/ 2.Bilateral pulmonary A
REC1-193 10 7:0th
A GEMCITABIN | embolism [Pulmonary
er
E embolism]
TRASTUZUM
CMUHI114- 202601GL
68. 2026/1/31 Initial AB Anemia [Anaemia] 2,3 A
RECI-115 0027427IN
DERUXTECAN
TRASTUZUM 1.Anemia [Anaemia]
CMUHI114- 202601GL (follow up
69. 2026/1/30 AB 2.Fatigue [Fatigue] 2,31 A
RECI-115 0027427IN 1
DERUXTECAN 3.fever [Pyrexia]
1.Fatigue [Fatigue]
TRASTUZUM | 2.Febrile Neutropenia 1,3,
CMUHI114- 202601GL (follow up
70. 2026/1/30 AB [Febrile neutropenial] 7:0th| A
RECI1-115 0027427IN 3
DERUXTECAN]| 3.Interstitial Lung Disease | er
[Interstitial lung disease]
TRASTUZUM
202512GL
CMUHI114- follow up AB
71. 2025/11/28 | 0023255M Anemia [Anaemia] 2,3 A
RECI1-115 1 DERUXTECAN
Y
/ AZD2936
115 # 057 20 p % 47 7> £ 56 |
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1.Fatigue [Fatigue]
TRASTUZUM 2.Febrile Neutropenia 1, 3,
CMUH114- 202601GL |follow up
72. 2026/1/30 AB [Febrile neutropenia]  |[7:0th| A
RECI-115 0027427IN 4
DERUXTECAN] 3.Interstitial Lung Disease | er
[Interstitial lung disease]
1.Fatigue [Fatigue]
1,2,
TRASTUZUM | 2.Febrile Neutropenia
CMUH114- 202601GL |follow up 3,
73. 2026/1/30 AB [Febrile neutropenia] A
RECI1-115 0027427IN 5 7:0th
DERUXTECAN]| 3.Interstitial Lung Disease
er
[Interstitial lung disease]
1.Interstitial lung disease
TRASTUZUM 1,3,
CMUH114- 202601GL |follow up [Interstitial lung disease]
74. 2026/1/30 AB 7:0th| A
RECI-115 0029008IN 5 2.Febrile Neutropenia
DERUXTECAN er
[Febrile neutropenia]
1.Interstitial lung disease Lo
TRASTUZUM | [Interstitial lung disease] o
CMUH114- 202601GL |follow up 3,
75. 2026/1/30 AB 2.Febrile Neutropenia A
RECI1-115 0027427IN 6 7:0th
DERUXTECAN| [Febrile neutropenia]
er
3.Fatigue [Fatigue]
202508GL
CMUH112- follow up Small intestine necrosis
76. 2025/8/10 [ O007459C AZD0901 2,3 A
REC1-222 N 3 [Gastrointestinal necrosis]
202601GL Hypovolaemia and 2,3,
CMUH112- IRINOTECAN/
77. 2025/7/5 [0027873D | Initial Hyponatraemia 7:0th| A
REC1-222 AZD0901
E [Hyponatraemia] er
1.Myelosuppression
202506GL
CMUH112- follow up [Myelosuppression]
78. 2025/6/4 | 0005198C IRINOTECAN 2,3 A
REC1-222 8 2.Infectious shock [Septic
N
shock]
202601GL Hypovolaemia and 2,3,
CMUHI112- follow up| IRINOTECAN/
79. 2025/7/5 | 0027873D Hyponatraemia 7:0th| A
REC1-222 1 AZD0901
E [Hyponatraemia) er
Pulmonary
CMUH112- 202507GL |follow up
80. 2025/7/16 AZD0901 thromboembolism 1 A
REC1-222 0015101PL 5
[Pulmonary embolism]
115 # 057 20 p % 48 7> £ 56 |
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202601GL Hypovolaemia and 2,3,
CMUH112- follow up| IRINOTECAN/
81. 2025/7/5 | 0027873D Hyponatraemia 7:0th| A
RECI1-222 2 AZD0901
E [Hyponatraemia] er
202505GL
CMUH112- follow up Obstructive jaundice 1,2,
82. 2025/5/8 | 0014085C AZD0901 A
REC1-222 7 [Jaundice cholestatic] 3
N
1.Hyponatraemia
202601GL 2,3,
CMUH112- follow up [Hyponatraemia]
83. 2025/7/5 | 0027873D IRINOTECAN 7:0th| A
REC1-222 3 2.Hypovolaemia
E er
[Hypovolaemia]
1.Myelosuppression
202506GL
CMUH112- follow up| AZD0901/ [Myelosuppression]
84. 2025/6/4 [ 0O005198C 2,3 A
RECI1-222 9 IRINOTECAN | 2.Infectious shock [Septic
N
shock]
1.Intra-abdominal
hemorrhage [Intra-
202507GL RAMUCIRUM
CMUH112- follow up abdominal haemorrhage]
8b. 2025/7/6 | O006358C AB/ 2,31 A
REC1-222 4 2.Sepsis [Sepsis]
H PACLITAXEL
3.Port-a-cath infection
[Device related infection]
202505GL Apatinib/
CMUH112- follow up stomach bleeding [Gastric
86. 2025/5/13 [ 0011619C RAMUCIRUM 2,3 A
REC1-222 1 haemorrhage]
N AB
202509GL AZD0901/
CMUHI112-
87. 2025/9/5 0004587V | Initial | RAMUCIRUM Seizure [Seizure] 2,3 A
RECI1-222
N AB
115 # 057 20 p % 49 F > £ 56 |
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1.RECURRENT INTRA-
ABDOMINAL
HEMORRHAGE [Intra-
abdominal haemorrhage]
2.Multiple occurrences of
202507GL RAMUCIRUM
CMUH112- follow up CHOLANGITIS/
88. 2025/7/6 1 0006358C AB/ 2,3 A
REC1-222 5 RECURRENT
H PACLITAXEL
CHOLANGITIS
[Cholangitis]
3.Port-a-cath infection
[Device related infection]
4.Sepsis [Sepsis]
202508GL
CMUH112- follow up Small intestine necrosis
89. 2025/8/10 [ O007459C AZD0901 2,3 A
REC1-222 4 [Gastrointestinal necrosis]
N
1.RECURRENT INTRA-
202507GL RAMUCIRUM ABDOMINAL
CMUH112- follow up
90. 2025/7/6 | 0006358C AB/ HEMORRHAGE [Intra- | 2,3 | A
REC1-222 6
H PACLITAXEL | abdominal haemorrhage]
2.Sepsis [Sepsis]
1.RECURRENT INTRA-
ABDOMINAL
202507GL RAMUCIRUM | HEMORRHAGE [Intra-
CMUH112- follow up
91. 2025/7/6 | 0006358C AB/ abdominal haemorrhage] | 2,3 | A
REC1-222 7
H PACLITAXEL 2. RECURRENT
CHOLANGITIS
[Cholangitis]
202509GL AZD0901/
CMUH112- follow up
92. 2025/9/5 | 0004587V RAMUCIRUM Seizure [Seizure] 2 A
REC1-222 1
N AB
202604GL ELEVATED
CMUH112-
93. 2026/3/17 [ O006063C | Initial AZD0901 CREATININE [Blood 2 A
REC1-222
N creatinine increased]
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202509GL AZD0901/
CMUH112- follow up
94, 2025/9/5 | 0004587V RAMUCIRUM Seizure [Seizure] 2,31 A
RECI1-222 2
N AB
1.ACUTE
EXACERBATION OF
CHRONIC
202604GL APPENDICITIS
CMUH112- follow up
95. 2026/3/31 [ 0006190C AZD0901 [Appendicitis noninfective]| 2,3 | A
REC1-222 1
N 2.NON-TRAUMATIC
INTESTINAL
PERFORATION
[Gastrointestinal injury]
1.HEMORRHAGE IN
THE RIGHT BASAL
GANGLIA AND
AZD0901/
CMUH112- 2024A1938|follow up RUPTURE INTO THE | 1,2,
96. 2024/8/23 RAMUCIRUM A
RECI1-222 42 4 VENTRICLES [Basal 3
AB
ganglia haemorrhage]
2.Lung infection
[Pneumonia]
202509GL
CMUH112- follow up
97. 2025/9/5 | 0004587V AZD0901 Seizure [Seizure] 2,3 A
REC1-222 3
N
1.NON-TRAUMATIC
INTESTINAL
PERFORATION
202604GL [Intestinal perforation]
CMUH112- follow up 1,2,
98. 2026/3/31 [ 0006190C AZD0901 2.ACUTE A
REC1-222 2 3
N EXACERBATION OF
CHRONIC
APPENDICITIS
[Appendicitis noninfective]
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1.White blood cell
decreased [White blood
202509GL
CMUH112- follow up cell count decreased]
99. 2025/9/24 | 0027315C IRINOTECAN 2,3 A
REC1-222 5 2.Neutrophil count
N
decreased [Neutrophil
count decreased]
202604GL ELEVATED
CMUH112- follow up
100 2026/3/17 [ O006063C AZD0901 CREATININE [Blood 2,3 A
REC1-222 1
N creatinine increased]
1.Myelosuppression
202506GL
CMUH112- follow up| AZD0901/ [Myelosuppression]
101 2025/6/4 [ 0O005198C 2,3 A
REC1-222 10 IRINOTECAN | 2.Infectious shock [Septic
N
shock]
1.NEUTROPHIL COUNT
DECREASED [Neutrophil
IRINOTECAN/
CMUH112- 2024A1306 |follow up count decreased]
102 2024/6/3 RAMUCIRUM 2,3 A
RECI1-222 09 4 2.LEFT BUTTOCK
AB
ABSCESS [Abscess on
buttock]
1.THROMBOEMBOLIC
EVENT [Embolism]
202508GL AZD0901/
CMUH112- follow up 2.PULMONARY
103 2025/8/27 [0022565U GEMCITABIN 2,31 A
REC1-184 S 4 EMBOLISM [Pulmonary
E
embolism
3.gastritis [Gastritis]
202511GL AZD0901/
CMUH112- follow up Pulmonary embolism
104 2025/11/26 | 0026435C GEMCITABIN 2,3 A
RECI1-184 3 [Pulmonary embolism]
A E
1.PULMONARY
202508GL AZD0901/ 2,3,
CMUH112- follow up EMBOLISM [Pulmonary
105 2025/8/27 [0022565U GEMCITABIN 7:0th| A
REC1-184 5 embolism]
S E er
2.gastritis [Gastritis]
115 # 057 20 p % 52 F > £ 56 F
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1.INTERSTITIAL LUNG | 1, 2,
AZD0901/
CMUH112- 2024A1263 |follow up DISEASE [Interstitial lung| 3,
106 2024/5/23 GEMCITABIN A
REC1-184 86 5 disease] 7:0th
E
2.FEVER [Fever] er
#1)
RALUDOTATU
Pneumonitis [Pneumonitis
TW- G
CMUH114- follow up (10035742)*]
107 2025/12/7 [009507513- DERUXTECAN 123 A
REC1-060 5 Pneumonia [Pneumonia
2359669 Injection
(10035664)*]
(raludotatug
deruxtecan)
#1)
RALUDOTATU
TW- G
CMUH114- follow up Pneumonitis [Pneumonitis
108 2025/12/7 [009507513- DERUXTECAN 123 A
REC1-060 6 (10035742)*]
2359669 Injection
(raludotatug
deruxtecan)
#1)
neutrophil count decrease
RALUDOTATU
G [Neutrophil count
CMUH114- Followup decreased (10029366)*]
109 2025/9/14 | 2330459 DERUXTECAN 23| A
REC1-060 11 Acute Kidney injury
Injection
[Acute kidney injury
(raludotatug
(10069339)*]
deruxtecan)
#1)
RALUDOTATU
G Death [Death
CMUHI114- Followup (10011906)*]
110 2025/6/6 | 2295062 DERUXTECAN 123 A
REC1-060 12 Septick Shock [Septic
Injection
shock (10040070)*]
(raludotatug
deruxtecan)
115 # 057 20 p % 53 F > £ 56 F
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REC1-060

2025/6/6

Followup
2295062

13

G

RALUDOTATU

*AFE R

2025/9/14

2330459

G
Followup
12

DERUXTECAN

Injection

(raludotatug
deruxtecan)
#1)

RALUDOTATU

Death [Death
(10011906)*]
Septick Shock [Septic

shock (10040070)*]

1.23

CMUH114-
113

RECI1-060

2025/9/14 | 2330459

Followup

deruxtecan)
#1)
RALUDOTATU

G

Injection

(raludotatug

DERUXTECAN

decreased (10029366)*]
Acute Kidney injury
[Acute kidney injury

(10069339)*]

neutrophil count decrease

[Neutrophil count

23

13

CMUH114-
114

2025/9/14
REC1-060

2330459

(k] FRPHE -

EZ

B 5

1.

Followup

Injection
(raludotatug
deruxtecan)

#1)
RALUDOTATU

G

DERUXTECAN

[Neutrophil count

Acute Kidney injury
[Acute kidney injury

(10069339)*]

neutrophil count decrease

decreased (10029366)*]

23

14

DERUXTECAN

FHA

L9

¥H% 3

¢ %

Injection

neutrophil count decrease

[Neutrophil count

(raludotatug

decreased (10029366)*]

deruxtecan)

Acute Kidney injury

23

(10069339)*]

[Acute kidney injury
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2. CMUH114-RECI1-161

%A I

[z =% 2142 ]

*R5% ¢ fi  Maridebart Cafraglutide

*g 2MIFLHPAF I2025F 012 01 p % 2025 F 127
31 p

3. CMUH108-REC1-030

5%

(&= 2p4p ]
1. Janssen Research & Development Blinded Line Listing of
Suspected Unexpected Serious Adverse Reactions (SUSARSs)
INJ-56021927 (apalutamide) PERIOD COVERED BY THIS
REPORT: 14 August 2025 to 13 February 2026

*E% F5 LH 1 INJ-56021927 (apalutamide)
g >R B F 14 August 2025 to 13 February 2026.
2. 2. Janssen Research & Development Development Safety
Update Report No. 14 Executive Summary JNJ-56021927
(apalutamide) Period Covered: 14 February 2025 to 13
February 2026

*E% F5 L A 1 INJ-56021927 (apalutamide)
k% » 4R 2 H) B ¢ 14 February 2025 to 13 February 2026

4, CMUH114-REC1-086

v AR

[z % 282 ]

R E Y LA 1 BDC-4182

*E PMAFLHEF 12025027 26 p 3 2026 & 02!
25 B

o. CMUH110-REC1-224

[z 2442 ]

*3#% % ¢ * Finerenone vs. Placebo

* MR LHEF 120252092 01 F % 2025 & 11 %
30 P

6. CMUH114-REC1-046

SEH I

[z % 2142 ]

*:Eok F 4 L 4L © Baxdrostat/Dapagliflozin

*E PMFLHTF 4207 13 3 114E 127 12
2

[z % 2142 ]

*# % F 4 ¢ A Dapagliflozin

*E PMIFLDPF CII4E06 2 200 3 11472127 19
2

7. CMUH114-REC1-079

o
\1_
I

[z#= 242 ]
DSUR Development Safety Update Report

*H% E S L H  Golidocitinib
*E MM AFLHR 12025 & 02 7 23 p % 2026 & 02 7 22
p

8. | CMUHI114-REC1-086

v A8k

[DSMB -2k i )
*AR 2P 120262 047 24 p

9. | CMUHI112-REC1-189

[y %2 Mﬁ’é]

R ES LA F L% REL % & 5(EndurAnt Stent
Graft system)
*E MMAFLEHEF 1202501 7 07 3 2026 & 01 *
06 p

10. | CMUH113-REC1-184

H
\1_
&

(#F+%E24 2]
R A 10
*P g 12026 4# 030 25

115% 05 % 20 p




PP FTHRPRELAELY 5o $ALRY
ERFAXFHLEREEC 2R

A -

BB

M

+%

Elg- 2

FANF

11.

CMUH111-REC1-160

iRk

[z % 242 ]
% E P LA 0 ZW25(Zanidatamab)
*g rAEL B R D 29Jul2025 to 28Jan2026
(6 ® * SUSAR Line-Listing)
(2% 242 ]
*iR% E L4 0 BGB-AI1217
*g 2 MEFA B R 1 29Jul2025 to 28Jan2026
(6 ® * SUSAR Line-Listing)

12.

CMUH114-REC1-081

[z % 242472 ]
*R% E P AL vicadrostat (BI 690517) +empagliflozin
*g pHAFLH R 1 01-Oct-2025 to 31-MAR-2026
02 BI Empagliflozin and Vicodrostat 6MLL Report 01-Oct-
2025 to 31-MAR-2026

13.

CMUH110-REC1-201

[ % 23R4 ]

*H% F P ¢ 1 Anifrolumab

g pMIFLDPF CII4E 072 30p % 115# 01 % 29
p

14.

CMUHI107-REC1-174

[z % 282 ]

*RE% &P LA 1 MK-3475 Pembrolizumab
*E rMFLYHEF 20252097 04p % 2026 # 03
03 p

15.

CMUH113-RECI1-104

v AR

[ % 2pEL)

*:%% ¥ 4 ¢ 4L : PEMBROLIZUMAB(MK-3475)

R MMIRA W 120245 &30 4p 3 2025&291 3
p

16.

CMUH104-RECI1-116

84

[ 2= 2134 ]
WETDE 2L REHREY LA INI-56021927
(apalutamide)
1. Blinded Line Listing of Suspected Unexpected Serious
AdverseReactions (SUSARs) INJ-56021927 (apalutamide)
PERIOD COVERED BY THIS REPORT:14 August 2025 to
13 February 2026.
£ > H3F4 G 1 14 August 2025 to 13 February 2026.
2. Development Safety Update Report No. 14 Executive
Summary JNJ-56021927 (apalutamide) PERIOD COVERED
BY THIS REPORT:14 February 2025 to 13 February 2026.
£ >34 & F ¢ 14 February 2025 to 13 February 2026.

17.

CMUH110-RECI1-215

[ % 23R4 ])

*HR% F P AL Giredestrant

g PMIFLDF CII4ET02 02 p 2 115% 04 % 02
p

(k] FRPHE -

2
z

BREFEFTR (%)

i e Gk (08)

37

~¥ef (20 50 &)
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