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CMUH110- follow up

1. 2024/1/25 | 3508519 Giredestrant Pleural effusion 1,3 A
REC1-215 2
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2. CMUHTIO- 2024/9/19 100002302 Initial Letrozole Hypercalcemia 2 A
REC1-215 20
#1) MK-5684
Tablet (MK-
5684)
#2) Acute Blood Loss Anemia
FLUDROCORT| [Acute blood loss anemia
ISONE (5684- (10082299)*]
004 STUDY) | Esophagitis [Oesophagitis
CMUH112- U eottowup|  Tablet (10030216)*]
3. 2025/3/3 |009507513- 2,3 A
RECI-196 2 (fludrocortisone)| Gastric Ulcers [Gastric
2261681 -2
#3) ulcer (10017822)*]
DEXAMETHA Duodenal Ulcers
SONE (5684- [Duodenal ulcer
004 STUDY) (10013836)*]
Tablet
(dexamethasone
)
#1) MK-5684
Tablet (MK-
5684)
#2) Septic Shock [Septic shock
FLUDROCORT (10040070)*]
ISONE Scrotal Abscess [Scrotal
CMUH112- s Followup |(fludrocortisone)|  abscess (10049571)*]
4, 2025/2/23 [009507513- 2,3 A
RECI-196 3 #3) Hypoxic Respiratory
2261648 -3
DEXAMETHA Failure [Hypoxic
SONE (5684- respiratory failure
004 STUDY) (10074615)*]
Tablet
(dexamethasone
)
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#1) MK-5684
Tablet (MK-
5684)
#2) Septic Shock [Septic shock
FLUDROCORT (10040070)*]
ISONE Scrotal Abscess [Scrotal
CMUH112- us- Followup [(fludrocortisone)| abscess (10049571)*]
5. 2025/2/23 [009507513- . . 2,31 A
REC1-196 2261648 - 4 4 #3) Hypoxic Respiratory
DEXAMETHA Failure [Hypoxic
SONE (5684- respiratory failure
004 STUDY) (10074615)*]
Tablet
(dexamethasone
)
#1) MK-5684
Tablet (MK-
5684)
#2) Acute Blood Loss Anemia
FLUDROCORT| [Acute blood loss anemia
ISONE (5684- (10082299)*]
004 STUDY) | Esophagitis [Oesophagitis
CMUHI112- s Followup Tablet (10030216)*]
6. 2025/3/3 |009507513- 2,31 A
RECI1-196 3 (fludrocortisone)| Gastric Ulcers [Gastric
2261681 -3
#3) ulcer (10017822)*]
DEXAMETHA Duodenal Ulcers
SONE (5684- [Duodenal ulcer
004 STUDY) (10013836)*]
Tablet
(dexamethasone
)
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#1) MK-5684
Tablet (MK-
5684)
#2) Septic Shock [Septic shock
FLUDROCORT (10040070)*]
ISONE Scrotal Abscess [Scrotal
CMUH112- us- Followup [(fludrocortisone)| abscess (10049571)*]
1. 2025/2/23 [009507513- . . 2,31 A
RECI1-196 2261648 - 5 5 #3) Hypoxic Respiratory
DEXAMETHA Failure [Hypoxic
SONE (5684- respiratory failure
004 STUDY) (10074615)*]
Tablet
(dexamethasone
)
#1) MK-5684
Tablet (MK-
5684)
#2) Septic Shock [Septic shock
FLUDROCORT (10040070)*]
ISONE Scrotal Abscess [Scrotal
CMUH112- s Followup |(fludrocortisone)|  abscess (10049571)*]
8. 2025/2/23 [009507513- 2,31 A
RECI1-196 6 #3) Hypoxic Respiratory
2261648 - 6
DEXAMETHA Failure [Hypoxic
SONE (5684- respiratory failure
004 STUDY) (10074615)*]
Tablet
(dexamethasone
)
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#1) MK-5684
Tablet (MK-
5684)
#2) Esophagitis [Oesophagitis
FLUDROCORT (10030216)*]
ISONE (5684- | Gastric Ulcers [Gastric
004 STUDY) ulcer (10017822)*]
CMUH112- oS- Followup Tablet Duodenal Ulcers
9. 2025/3/3 |009507513- 2,31 A
RECI1-196 2261681 - 4 4 (fludrocortisone) [Duodenal ulcer
#3) (10013836)*]
DEXAMETHA | Acute Blood Loss Anemia
SONE (5684- | [Acute blood loss anemia
004 STUDY) (10082299)*]
Tablet
(dexamethasone
)
#1) MK-5684
Tablet (MK-
5684)
#2)
FLUDROCORT [Septic Shock [Septic shock
ISONE (5684- (10040070)*]
004 STUDY) | Scrotal Abscess [Scrotal
CMUH112- s Followup Tablet abscess (10049571)*]
10. 2025/2/23 [009507513- 2,31 A
RECI1-196 7 (fludrocortisone)|  Hypoxic Respiratory
2261648 - 7
#3) Failure [Hypoxic
DEXAMETHA respiratory failure
SONE (5684- (10074615)*]
004 STUDY)
Tablet
(dexamethasone
)
114 # 05 * 28 p % 36 F > £ 69 F
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#1) MK-5684
Tablet (MK-
5684)
#2) Esophagitis [Oesophagitis
FLUDROCORT (10030216)*]
ISONE (5684- | Gastric Ulcers [Gastric
S 004 STUDY) ulcer (10017822)*]
US-
CMUH112- Followup Tablet Duodenal Ulcers
11. 2025/3/3 {009507513- 2,3 A
REC1-196 5 (fludrocortisone) [Duodenal ulcer
2261681 - 5
#3) (10013836)*]
DEXAMETHA | Acute Blood Loss Anemia
SONE (5684- | [Acute blood loss anemia
004 STUDY) (10082299)*]
Tablet
(dexamethasone
)
#1) MK-5684
Tablet
(opevesostat
tosylate)
#2)
FLUDROCORT
Septic Shock [Septic shock
ISONE (5684-
(10040070)*]
US- 004 STUDY)
CMUH112- Followup Scrotal Abscess [Scrotal
12. 2025/2/23 [009507513- Tablet 2,3 A
REC1-196 8 abscess (10049571)*]
2261648 - 8 (fludrocortisone)
Hypoxia [Hypoxia
#3)
(10021143)*],
DEXAMETHA
SONE (5684-
004 STUDY)
Tablet
(dexamethasone
)
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#1)
FLUDROCORT
ISONE
(fludrocortisone)
#2) MK-5684
Tablet
ZA- (opevesostat | Cardiac abnormalities on
CMUH112-
13. CL196 2025/4/18 [009507513-[ Initial tosylate) ECG [Electrocardiogram | 2,7 | A
RECI1-
2279846 #3) abnormal (10014363)*]
DEXAMETHA
SONE (5684-
004 STUDY)
Tablet
(dexamethasone
)
#1) MK-5684
Tablet
(opevesostat
tosylate)
Acute Blood Loss Anemia
#2)
[Acute blood loss anemia
FLUDROCORT
(10082299)*]
ISONE (5684-
Esophagitis [Oesophagitis
US- 004 STUDY)
CMUH112- Followup (10030216)*]
14, 2025/3/3 {009507513- Tablet 2,3 A
REC1-196 6 Gastric Ulcers [Gastric
2261681 - 6 (fludrocortisone)
ulcer (10017822)*]
#3)
Duodenal Ulcers
DEXAMETHA
[Duodenal ulcer
SONE (5684-
(10013836)*]
004 STUDY)
Tablet
(dexamethasone
)
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#1) MK-5684
(opevesostat
tosylate)
HYPONATREMIA
#2)
[Hyponatraemia
FLUDROCORT
(10021036)*]
CO- ISONE
BRAIN VASCULAR
CMUH112- 009507513-|Followup |(fludrocortisone) 1,2,
15. 2025/1/27 ACCIDENT A
REC1-196 2501COLO 12 #3) 3
[Cerebrovascular accident
11374 - 12 DEXAMETHA
(10008190)*]
SONE (5684-
PNEUMONIA [Pneumonia
004 STUDY)
(10035664)*]
Tablet
(dexamethasone
)
#1) MK-5684
Tablet
(opevesostat
tosylate)
#2)
DEXAMETHA
SONE (5684-
FR-
004 STUDY) Adrenal insufficiency
CMUH112- 009507513-|Followup
16. 2025/1/10 Tablet [Adrenal insufficiency | 2,3 | A
REC1-196 2501FRAO 11
(dexamethasone (10001367)*]
03624 - 11
)
#3)
FLUDROCORT
ISONE (5684-
004 STUDY)
Tablet
(fludrocortisone)
114 # 05 * 28 p % 39 F > £ 69 F
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17.

CMUH112-
RECI-196

2025/4/18

ZA-
009507513-
2279846 - 1

Followup

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

#3)
FLUDROCORT
ISONE

(fludrocortisone)

Cardiac abnormalities on
ECG [Electrocardiogram
abnormal (10014363)*]

2,7

18.

CMUH112-
RECI1-196

2025/1/10

FR-
009507513-
2501FRAO
03624 - 12

Followup
12

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

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

(fludrocortisone)

Adrenal insufficiency

[Adrenal insufficiency

(10001367)*]

2,3
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#1)
PEMBROLIZU
MAB Solution
JP- for injection
CMUH110- 009507513-|Followup [ (pembrolizumab| cholangitis [Cholangitis
19. 2024/9/17 L3 A
REC1-156 2410JPN0O0O 16 ) (10008604)*]
4865 - 16 #2) BCG LIVE
Powder For
Instillation Fluid
(BCG)
#1)
PEMBROLIZU
MAB Solution
CN- for injection
Immune myocarditis
CMUH110- 009507513-|Followup | (pembrolizumab
20. 2024/9/8 [Immune-mediated 2,3 A
RECI1-156 2409CHNO 9 )
myocarditis (10082606)*]
09750 -9 #2) BCG LIVE
Powder For
Instillation Fluid
(BCG)
#1) Respiratory failure
PEMBROLIZU [Respiratory failure
MAB Solution (10038695)*]
CN- for injection Pneumonitis (immune
CMUH110- 009507513-|Followup | (pembrolizumab checkpoint inhibitor 1,2,
21. 2024/11/28 A
RECI1-156 2412CHNO 10 ) association) [Immune- 3
01898 - 10 #2) BCG LIVE | mediated pneumonitis
Powder For (10082452)*]
Instillation Fluid| Infectious pneumonia
(BCG) [Pneumonia (10035664)*]
114 # 05 * 28 p ¥ 41 F - £ 69 |
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#1)
PEMBROLIZU
MAB Solution
JP- for injection
CMUH110- 009507513-|Followup [ (pembrolizumab| cholangitis [Cholangitis
22. 2024/9/17 L3 A
RECI1-156 2410JPNOO 17 ) (10008604)*]
4865 - 17 #2) BCG LIVE
Powder For
Instillation Fluid
(BCQG)
#1) Type I respiratory failure
PEMBROLIZU | [Respiratory failure type 1
MAB Solution (10082414)*]
CN- for injection Pneumonitis (immune
CMUH110- 009507513-|Followup | (pembrolizumab checkpoint inhibitor 1,2,
23. 2024/11/28 A
RECI-156 2412CHNO 11 ) association) [Immune- 3
01898 - 11 #2) BCG LIVE | mediated pneumonitis
Powder For (10082452)*]
Instillation Fluid| Infectious pneumonia
(BCG) [Pneumonia (10035664)*]
#1) Type I respiratory failure
PEMBROLIZU | [Respiratory failure type 1
MAB Solution (10082414)*]
CN- for injection Pneumonitis (immune
CMUH110- 009507513-|Followup | (pembrolizumab checkpoint inhibitor 1,2,
24, 2024/11/28 A
RECI1-156 2412CHNO 12 ) association) [Immune- 3
01898 - 12 #2) BCG LIVE | mediated pneumonitis
Powder For (10082452)*]
Instillation Fluid| Infectious pneumonia
(BCG) [Pneumonia (10035664)*]
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#1) Type I respiratory failure
PEMBROLIZU | [Respiratory failure type 1
MAB Solution (10082414)*]
CN- for injection Pneumonitis (immune
CMUH110- 009507513-|Followup | (pembrolizumab checkpoint inhibitor 1,2,
25. 2024/11/28 A
RECI1-156 2412CHNO 13 ) association) [Immune- 3
01898 - 13 #2) BCG LIVE | mediated pneumonitis
Powder For (10082452)*]
Instillation Fluid| Infectious pneumonia
(BCG) [Pneumonia (10035664)*]
#1)
PEMBROLIZU
MAB Solution | retroperitoneal hematoma
CN- for injection [Retroperitoneal
CMUH110- 009507513-|Followup | (pembrolizumab | haematoma (10058360)*]
26. 2025/1/31 2 A
REC1-156 2228873 - 11 ) Gastrointestinal bleeding
11 #2) BCG LIVE | [Gastrointestinal bleeding
Powder For (10017936)*]
Instillation Fluid
(BCG)
1,2,
CMUHI111- 2024A1775 |follow up| AZD0901/ |STROKE [Cerebrovascular| 3, 4,
27. 2024/8/4 A
RECI1-225 92 1 AZD2936 accident] 7:0th
er
1,2,
CMUH111- 2024A1775|follow up| AZD0901/ [STROKE [Cerebrovascular| 3, 4,
28. 2024/8/4 A
RECI1-225 92 2 AZD2936 accident] 7:0th
er
CMUHI11- 202504GL AZD0901/ PNEUMONIA
29. 2025/3/31 Initial 2 A
REC1-225 0001790JP AZD2936 [Pneumonia]
CMUHI11- 202504GL AZD0901/ | RENAL FAILURE [Renal
30. 2025/4/10 Initial 2 | A
REC1-225 0015653Jp AZD2936 failure]
CPK INCREASED [Blood
CMUHI11- 202504GL AZD0901/
31. 2025/4/5 Initial creatine phosphokinase 2 A
RECI1-225 0015669JP AZD2936
increased]
114 # 05 * 28 p % 43 F > £ 69 F
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I.NEUTROPHIL COUNT
DECREASED [Neutrophil
AZD2936/
CMUHI111- 202503GL |follow up count decreased]
32. 2025/3/24 CAPECITABIN 2,3 A
REC1-225 0021081JP 2 2.PLATELET COUNT
E
DECREASED [Platelet
count decreased]
1.Neutrophil count
AZD2936/ decreased [Neutrophil
CMUH111- 202503GL |follow up
33. 2025/3/24 CAPECITABIN count decreased] 2,3 A
REC1-225 0021081JP 3
E 2.Platelet count decreased
[Platelet count decreased]
CMUH111- 202504GL [follow up| AZD2936/ |RENAL FAILURE [Renal
34. 2025/4/10 2 A
RECI1-225 0015653JP 1 AZD0901 failure]
1.Neutrophil count
AZD2936/ decreased [Neutrophil
CMUH111- 202503GL |follow up
35. 2025/3/24 CAPECITABIN count decreased] 2,3 A
REC1-225 0021081JP 4
E 2.Platelet count decreased
[Platelet count decreased]
1.Neutrophil count
AZD2936/ decreased [Neutrophil
CMUHI111- 202503GL |follow up
36. 2025/3/24 CAPECITABIN count decreased] 2,3 A
REC1-225 0021081JP 5
E 2.Platelet count decreased
[Platelet count decreased]
BLINDED DIABETIC
CMUH109- 2022A1752
37. 2022/5/3 Initial | DURVALUMA KETOACIDOSIS 2,3 A
RECI1-150 02
B [Diabetic ketoacidosis]
BLINDED |DRUG-INDUCED LIVER| 2, 3,
CMUH109- 2023A1502
38. 2023/6/25 Initial | DURVALUMA | INJURY [Drug-induced [7:Oth| A
REC1-150 91
B liver injury] er
114 # 05 * 28 p ¥ 44 F - £ 69 |
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I.NEUTROPHIL COUNT
DECREASED,
AZD0901/
202410GL 2.FEBRILE
CMUH112- follow up 5-
39. 2024/10/20 | O018086T NEUTROPENIA [Febrile | 2,3 | A
REC1-184 1 FLUOROURAC
W neutropenia]
IL
[Neutrophil count
decreased]
CMUH112- 2024A2096 IRINOTECAN/ Febrile neutropenia
40. 2024/9/12 Initial 2,3 A
RECI1-222 74 AZD0901 [Febrile neutropenial]
1.SYSTEMIC BONE AND
CMUH112- 2024A1406 |follow up JOINT PAIN [Arthralgia]
41. 2024/6/9 AZD0901 2,3 A
REC1-222 46 5 2.NEUTROPENIA
[Neutropenia]
1.SYSTEMIC BONE AND
JOINT PAIN [Arthralgia]
2.NEUTROPENIA
CMUH112- 2024A1406 |follow up
42. 2024/6/9 AZD0901 [Neutropenia] 2,31 A
REC1-222 46 6
3.Decreased white blood
cell count [White blood
cell count decreased]
BLINDED
202412GL DECREASED PLATELET
CMUH110- follow up] ANASTROZOL
43. 2024/9/9 | 0018395C COUNT [Platelet count 2 A
REC1-004 2 E/
N decreased]
PALBOCICLIB
BLINDED
202412GL DECREASED PLATELET
CMUH110- follow up] ANASTROZOL
44, 2024/9/9 | 0018395C COUNT [Platelet count 2 A
REC1-004 3 E/
N decreased]
PALBOCICLIB
BLINDED
CMUH110- 2024A1857 |follow up] ANASTROZOL| Bilateral pneumonitis
45, 2024/8/13 2,3 A
REC1-004 83 1 E/ [Pneumonitis]
PALBOCICLIB
Gastrointestinal
CMUH112- 2024A1591 Asundexian vs.
46. 2024/11/5 Initial haemorrhage L3 ] A
REC1-051 81 Placebo
Haematochezia
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CMUH112- 2024A1565 Asundexian vs.
47. 2024/11/1 Fup #2 Thalamus haemorrhage | 1,2 [ A
REC1-051 40 Placebo
CMUH112- 2024A1365 Asundexian vs.
48. 2024/9/22 Fup # 2 Subarachnoid haemorrhage|2,3,4 | A
RECI1-051 62 Placebo
CMUH112- 2024A1641 Asundexian vs.
49. 2024/11/17 Initial Sinus bradycardia 23| A
REC1-051 86 Placebo
CMUH112- 2024A1641 Asundexian vs.
50. 2024/11/17 Fup # 1 Sinus bradycardia 23| A
RECI1-051 86 Placebo
CMUH112- 2024A1183 Asundexian vs.
51. 2024/8/16 Fup #2 Cerebral haemorrhage 24,7 A
REC1-051 61 Placebo
CMUH112- 2024A1763 Asundexian vs. Gastrointestinal
52. 2024/12/2 Initial 2,3 A
REC1-051 55 Placebo haemorrhage
CMUH112- 2024A1510 Asundexian vs.
53. 2024/10/22 Fup # 1 Aortic aneurysm rupture | 2,3 A
REC1-051 45 Placebo
CMUH112- 2024A1183 Asundexian vs. 1,2,4,
54, 2024/8/16 Fup #3 Cerebral haemorrhage A
RECI1-051 61 Placebo 7
CMUH112- 2024A1807 Asundexian vs.
55. 2024/12/22 Initial Thalamus haemorrhage 2 A
RECI1-051 71 Placebo
Pneumonia
CMUH112- 2024A0129 Asundexian vs. | Iron deficiency anaemia
56. 2024/1/21 Fup #3 1,3 A
RECI1-051 60 Placebo Metabolic acidosis
Gastroenteritis
CMUH112- 2024A1807 Asundexian vs. | Thalamus haemorrhage
57. 2024/12/22 Fup # 1 2 A
REC1-051 71 Placebo Acute respiratory failure
CMUH112- 2024A1807 Asundexian vs. | Thalamus haemorrhage
58. 2024/12/22 Fup #2 2 A
REC1-051 71 Placebo Acute respiratory failure
Gastrointestinal
CMUH112- 2025A0043 Asundexian vs.
59. 2025/1/10 Initial haemorrhage 1,23 A
REC1-051 92 Placebo
Pneumonia
Gastrointestinal
CMUH112- 2024A1763 Asundexian vs. haemorrhage
60. 2024/12/2 Fup #1 2,3 A
REC1-051 55 Placebo Urinary tract infection
Sepsis
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Gastrointestinal
CMUH112- 2025A0043 Asundexian vs.
61. 2025/1/10 Fup # 1 haemorrhage 1,23 A
RECI1-051 92 Placebo
Pneumonia
CMUHI112- 2025A0146 Asundexian vs.
62. 2025/1/2 Initial Thalamus haemorrhage | 2,3 | A
RECI1-051 82 Placebo
CMUHI112- 2025A0146 Asundexian vs.
63. 2025/1/2 Fup # 1 Thalamus haemorrhage |[1,3.4| A
RECI1-051 82 Placebo
Gastrointestinal
CMUHI112- 2025A0043 Asundexian vs.
64. 2025/1/10 Fup #2 haemorrhage 1,23 A
REC1-051 92 Placebo
Pneumonia
CMUH112- 2024A0258 Asundexian vs.
65. 2025/2/9 Fup #2 Subarachnoid haemorrhage| 1 A
REC1-051 70 Placebo
Duodenal ulcer
CMUH112- 2025A0208 Asundexian vs.
66. 2025/1/21 Fup #2 haemorrhage 1,23 A
RECI1-051 62 Placebo
Sepsis
Gastrointestinal
CMUH112- 2024A1763 Asundexian vs.
67. 2024/12/2 Fup # 4 haemorrhage 23 | A
RECI1-051 55 Placebo
Sepsis
CMUH112- 2024A1807 Asundexian vs. | "Thalamus haemorrhage
68. 2024/12/22 Fup #3 2,3 A
RECI1-051 71 Placebo Acute respiratory failure"
Duodenal ulcer
CMUHI112- 2025A0208 Asundexian vs.
69. 2025/1/21 Fup#3 haemorrhage 1,231 A
REC1-051 62 Placebo
Sepsis
CMUH112- 2025A0364 Asundexian vs.
70. 2025/2/1 Initial Cerebrovascular accident 1 A
RECI1-051 37 Placebo
LEFT PULMONARY
BE- SMALL CELLS
CMUH105- follow up
71. 2022/11/18 | ABBVIE- Upadacitinib METASTATIC 2,3 A
REC1-043 6
4215780 CARCINOMA, LEFT
PLEURAL EFFUSION
BA-
CARCINOMA
CMUH105- ABBVIE- [follow up
72. 2022/8/19 Upadacitinib | SQUAMOCELLULARE 3 A
REC1-043 22K-211- 8
OF LUNG
4513109-00
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CMUHI105- ABBVIE- [follow up BACTERIAL 1,2,
73. 2019/9/30 Upadacitinib A
REC1-043 19P-020- 18 PNEUMONIA, SEPSIS | 3,4
2968283-00
BR-
CMUHI105- ABBVIE- [follow up ACTIVE PULMONARY
74. 2019/8/2? Upadacitinib 3 A
RECI1-043 20P-020- 14 TUBERCULOSIS
3406630-00
BR-
CMUH105- follow up
75. 2024/7/2 | ABBVIE- Upadacitinib | Right leg ERYSIPELAS 3 A
REC1-043 4
5867089
BR-
CMUH105-
76. 2025/1/24 | ABBVIE- | Initial Upadacitinib MINOR STROKE 3 A
REC1-043
6130224
CL-
CMUH105- ABBVIE- [follow up MULTIPLE INTERNAL
77, 2019/11/3 Upadacitinib 1 A
REC1-043 19P-034- 8 ORGAN DYSFUNCTION
2996418-00
c RECURRENCE OF
L-
CANCEROUS NODULES
CMUH105- ABBVIE- [follow up
78. 2018/4/9 Upadacitinib | OF THE RIGHT LUNG, 1 A
RECI1-043 18P-034- 50
LUNG CANCER LARGE
2329162-00
CELL CARCINOMA
CL- INFECTIOUS
CMUH105- ABBVIE- [follow up PANCOLITIS, OPIOID
79. 2017/9/2 Upadacitinib 3 A
REC1-043 17P-034- 50 NEUROTOXICITY
2098165-00 SYNDROME
VERTEBRAL
HR-
CMUH105- follow up COMPRESSION
80. 2024/8/27 | ABBVIE- Upadacitinib 3 A
REC1-043 2 FRACTURE TH6, THS,
5986304
TH 10, TJH 11, TH 12, L1,
HK-
CMUHI105- follow up ACUTE CELLULITIS OF
81. 2024/8/6 | ABBVIE- Upadacitinib 3 A
REC1-043 8 THE RIGHT FOOT
5878057
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CMUH105- ABBVIE- [follow up SEPSIS, 1,2,
82. 2018/6/2 Upadacitinib A
REC1-043 18P-076- 26 PLEUROPNEUMONIA | 3
2404362-00
HU-
CMUH105- follow up
83. 2024/4/17 | ABBVIE- Upadacitinib STROKE 3 A
REC1-043 9
5724225
HOSPITALISATION DUE
PL- TO ENDOMETRIAL
CMUH105- follow up
84. 2024/10/22 | ABBVIE- Upadacitinib CANCER, 3 A
REC1-043 6
6016834 ENDOMETRIAL
CANCER
RU-
ACUTE
CMUH105- ABBVIE- |follow up
85. 2017/3/27 Upadacitinib MUCOPURULENT 3 A
REC1-043 17P-251- 28
BRONCHITIS
1932853-00
RU-
NONSPECIFIC DIFFUSE
CMUH105- ABBVIE- [follow up 1,2,
86. 2020/8/24 Upadacitinib LARGE B-CELL A
REC1-043 20P-251- 13 3
LYMPHOMA
3650803-00
THROMBOPHLEBITIS
RU-
OF THE RIGHT
CMUH105- ABBVIE- |follow up
87. 2017/9/17 Upadacitinib SAPHENOUS VEIN, 3 A
REC1-043 17P-251- 49
PULMONARY
2106161-00
EMBOLISM
ACUTE RESPIRATORY
N DISTRESS SYNDROME,
ZA-
BILATERAL
CMUH105- ABBVIE- |follow up 1,2,
88. 2018/6/16 Upadacitinib | PNEUMONIA, SEPTIC A
REC1-043 18P-143- 21 3,4
SHOCK, LOWER
2437059-00
RESPIRATORY TRACT
INFECTION
114 £ 05 » 28 p ¥ 49 F 0 £ 69 F
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UA-
CMUH105- ABBVIE- [follow up TRANSIENT ISCHEMIC
89. 2020/4/9 Upadacitinib 3 A
REC1-043 20P-269- 15 ATTACK
3386262-00
UA-
CMUH105- ABBVIE- [follow up CANCER OF SPLENIC
90. 2020/1/20 Upadacitinib 3 A
REC1-043 20P-269- 13 ANGLE OF THE COLON
3298483-00
US-
CMUH105- follow up BOWEL PERFORATION, | 2, 3,
91. 2023/2/15 | ABBVIE- Upadacitinib A
REC1-043 7 SEPSIS 4
5404862
US-
CMUH105-
92. 2024/8/1 | ABBVIE- | Initial | Upadacitinib STROKE 3 A
REC1-043
6013816
US-
CMUH]105- ABBVIE- [follow up SIGMOID
93. 2020/10/4 Upadacitinib 3 A
REC1-043 20P-163- 28 DIVERTICULITIS
3658594-00
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94.

CMUH113-
RECI1-046

2024/11/23

PE-

009507513-

2411PERO1
2448

Followup
2

#1)
PEMBROLIZU
MAB Solution

for injection
(pembrolizumab
)

#2)
SACITUZUMA
B GOVITECAN

(3475
SOLUTION
FOR
INJECTION
STUDY)
Injection
(SACITUZUM

AB
GOVITECAN)

Diarrhea [Diarrhoea
(10012735)*]
Respiratory failure grade 5

[Respiratory failure

(10038695)*]

1.23
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#1)
SACITUZUMA
B GOVITECAN

(3475
SOLUTION
FOR
INJECTION
STUDY)
PL- Acute abdominal pain
CMUH113- Followup Injection
2025/3/14 [009507513- [Abdominal pain
REC1-046 2 (SACITUZUM
2265778 (10000081)*]

AB
GOVITECAN)

#2)
PEMBROLIZU

MAB Solution
for injection

(pembrolizumab

)
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CMUH113-
RECI1-046

2025/1/27

BR-
009507513~
2501BRAO

10165

Followup
11

#1)
PEMBROLIZU
MAB Solution

for injection
(pembrolizumab
)

#2)
SACITUZUMA
B GOVITECAN

(3475
SOLUTION
FOR
INJECTION
STUDY)
Injection
(SACITUZUM

AB
GOVITECAN)

febrile neutropenia [Febrile

neutropenia (10016288)*]

23
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CMUH113-
RECI1-046

2024/11/23

PE-
009507513~
2411PERO1

2448

Followup
3

#1)
SACITUZUMA
B GOVITECAN

(3475
SOLUTION
FOR
INJECTION
STUDY)
Injection
(SACITUZUM
AB
GOVITECAN)

#2)

PEMBROLIZU
MAB Solution
for injection
(pembrolizumab

)

Diarrhea [Diarrhoea

(10012735)*]

malignant neoplasm
progression [Malignant

neoplasm progression

(10051398)*]

1.23

98.

CMUH113-
RECI1-046

2024/11/18

JP-
009507513-
2411JPNOO

7424

Followup
10

#1)
PEMBROLIZU
MAB Solution
for injection
(pembrolizumab
)

#2)
SACITUZUMA
B GOVITECAN
(3475
SOLUTION
FOR
INJECTION
STUDY)
(SACITUZUM
AB

GOVITECAN)

Suspected Cytokine release

syndrome [Cytokine

release syndrome

(10052015)*]

23
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99.

CMUH113-
2024/11/23
RECI1-046

PE-
009507513~
2411PERO1

2448

Followup

4

#1)
SACITUZUMA
B GOVITECAN

(3475
SOLUTION
FOR
INJECTION
STUDY)
Injection
(SACITUZUM
AB
GOVITECAN)

#2)

PEMBROLIZU
MAB Solution
for injection
(pembrolizumab

)

Diarrhea [Diarrhoea
(10012735)*]
malignant neoplasm
progression [Malignant
neoplasm progression

(10051398)*]

1.23

100

CMUH113-
RECI1-046

2024/12/3

CN-
009507513-
2412CHNO

01864

Followup

15

#1) MK-3475
(pembrolizumab
)

#2)
SACITUZUMA
B GOVITECAN
(3475
SOLUTION
FOR
INJECTION
STUDY)
(SACITUZUM
AB
GOVITECAN)

leukopenia [Leukopenia
(10024384)*]
infection [Infection

(10021789)*]

1.23
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#1)
PEMBROLIZU
MAB Solution
for injection
(pembrolizumab

)

#2)
JP- Suspected Cytokine release
SACITUZUMA
CMUH113- 009507513-|Followup syndrome [Cytokine
101 2024/11/18 B GOVITECAN
REC1-046 2411JPNO0 11 (3475 release syndrome
7424 (10052015)*]
SOLUTION

FOR
INJECTION
STUDY)
(SACITUZUM
AB
GOVITECAN)

#1) MK-3475

(pembrolizumab
)

#2)

SACITUZUMA | Subacute left occipital
B GOVITECAN]| stroke [Occipital lobe
(3475 stroke (10089110)*]

AU-
CMUH113- 009507513-|Followup
102 2024/10/6 SOLUTION Malignant Neoplasm
REC1-046 2410AUSO 5

03314

FOR Progression [Malignant
INJECTION neoplasm progression
STUDY) (10051398)*]
Injection
(SACITUZUM
AB
GOVITECAN)
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#1)
SACITUZUMA
B GOVITECAN
(3475
SOLUTION
FOR
INJECTION Diarrhea [Diarrhoea
PE- STUDY) (10012735)*]
CMUH113- 009507513-|Followup Injection malignant neoplasm
103 2024/11/23 123 A
REC1-046 2411PERO1 5 (SACITUZUM | progression [Malignant
2448 AB neoplasm progression
GOVITECAN) (10051398)*]
#2)
PEMBROLIZU
MAB Solution
for injection
(pembrolizumab
)
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#1)
PEMBROLIZU
MAB Solution
for injection
(pembrolizumab
) MUCOSISTIS [Mucositis
(10028127)*]
#2)
Stroke [Stroke
PE- SACITUZUMA
(10042244)*]
CMUH113- 009507513-|Followup (B GOVITECAN
104 2024/10/8 Neutropenia [Neutropenia | 1.2.3| A
REC1-046 2410PEROO| 26 (3475
(10029354)*]
5406 SOLUTION
High blood pressure
FOR
worsening [Hypertension
INJECTION
aggravated (10020773)*]
STUDY)
Injection
(SACITUZUM
AB
GOVITECAN)
#1) MK-3475
(pembrolizumab
)
#2)
leukopenia [Leukopenia
SACITUZUMA
(10024384)*]
CN- B GOVITECAN
infection [Infection
CMUH113- 009507513-|Followup (3475
105 2024/12/3 (10021789)*] 1.23] A
RECI1-046 2412CHNO 16 SOLUTION
unconsciousness
01864 FOR
[Unconsciousness
INJECTION
(10045481)*]
STUDY)
(SACITUZUM
AB
GOVITECAN)
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#1) MK-3475
(pembrolizumab
)
#2)
leukopenia [Leukopenia
SACITUZUMA
(10024384)*]
CN- B GOVITECAN
infection [Infection
CMUH113- 009507513-|Followup (3475
106 2024/12/3 (10021789)*] 123 A
REC1-046 2412CHNO 17 SOLUTION
unconsciousness
01864 FOR
[Unconsciousness
INJECTION
(10045481)*]
STUDY)
(SACITUZUM
AB
GOVITECAN)
1.Cardiac insufficiency
[Cardiac failure]
2.COPD exacerbation
[Chronic obstructive
pulmonary disease]
3.TYPE Il RESPIRATORY
BLINDED FAILURE [Respiratory
CMUH111- 2024A0535 |follow up
107 2024/2/23 TOZORAKIMA failure] L3 A
REC1-016 87 4
B 4 Multi-organ dysfunction
(renal insufficiency,
hepatic insufficiency)
[Multiple organ
dysfunction syndrome]
5.SEVERE PNEUMONIA
[Pneumonia]
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108

CMUHI111-
RECI-016

2024/4/25

2024A1157
41

Initial

BLINDED

TOZORAKIMA

B

1.Intestinal perforation
[Intestinal perforation]
2.SEPTIC SHOCK [Septic
shock]
3.MULTIORGAN
FAILURE (ACUTE
RENAL FAILURE,
VENTILATORY
FAILURE,
COAGULOPATHY,
HYPERGLYCEMIA)
[Multiple organ
dysfunction syndrome]
4 PERITONITIS

[Peritonitis]

27 39
7:0th

€r

109

CMUHI111-
RECI1-016

2024/2/23

2024A0535
87

follow up

5

BLINDED

TOZORAKIMA

B

1.Cardiac insufficiency
[Cardiac failure]
2.COPD exacerbation
[Chronic obstructive
pulmonary disease]
3.TYPE Il RESPIRATORY
FAILURE [Respiratory
failure]
4.Multi-organ dysfunction
(renal insufficiency,
hepatic insufficiency)
[Multiple organ
dysfunction syndrome]
5.SEVERE PNEUMONIA

[Pneumonia]

1,3
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110

CMUHI111-
2024/2/23
RECI-016

2024A0535
87

follow up

BLINDED
TOZORAKIMA
B

1.Cardiac insufficiency
[Cardiac failure]

2.COPD exacerbation
[Chronic obstructive
pulmonary disease]

3.TYPE Il RESPIRATORY
FAILURE [Respiratory

failure]

4 Multi-organ dysfunction
(renal insufficiency,
hepatic insufficiency)
[Multiple organ
dysfunction syndrome]
5.SEVERE PNEUMONIA

[Pneumonia]

1,3

111

CMUHI111-
RECI1-016

2024/2/23

2024A0535
87

follow up

7

BLINDED
TOZORAKIMA
B

1.SEVERE PNEUMONIA
[Pneumonia]
2.Cardiac insufficiency
[Cardiac failure]
3.COPD exacerbation
[Chronic obstructive
pulmonary disease]

4. TYPE II RESPIRATORY
FAILURE [Respiratory
failure]
5.Multi-organ dysfunction
(renal insufficiency,
hepatic insufficiency)
[Multiple organ

dysfunction syndrome]

1,3

112

CMUHI111-
RECI1-218

2024/5/3

IT-
ABBVIE-
5747113 - 4

Follow

up 8

1. Epcoritamab

2. Vincristine

1. NEUTROPENIA
2. SEPTIC SHOCK

2,3
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1. ENTEROBACTER
CLOCAE
BRONCHOPULMONAR
Y INFECTION
FR-
2. STAPHYLOCOCCUS
CMUHI111- ABBVIE- | Follow | 1. Epcoritamab
113 2023/8/24 AUREUS INFECTION | 1,3 A
REC1-218 5381665 - up 15 2. Vincristine
10 3. ENTEROBACTER
CLOCAE
BRONCHOPULMONAR
Y INFECTION
4. E.COLI INFECTION
NL-
1. Hemophagocytic
CMUHI111- ABBVIE- | Follow | 1. Epcoritamab 2,3,
114 2023/10/12 lymphohistiocytosis (HLH) A
REC1-218 5454880 - [ up 13 2. Vincristine 4
2. CMV COLITIS
11
1. HEMORRHAGIC
FR- SHOCK
CMUHI111- Follow | 1. Epcoritamab 1,2,
115 2023/9/16 | ABBVIE- 2. A
RECI1-218 up 11 2. Rituximab 3
5412933 -9 THROMBOCYTOPENIA
3. SEPTIC SHOCK
CZ- 1. Epcoritamab 1. PNEUMONIA
CMUH111- Follow
116 2024/4/2 | ABBVIE- 2.Cyclophospha [2. CYTOKINE RELEASE| 2,3 [ A
REC1-218 up 14
5705723 -9 mide SYNDROME
ZA-
CMUHI111- Follow | 1. Epcoritamab 2,3,
117 2024/5/9 | ABBVIE- NEUTROPENIC SEPSIS A
REC1-218 up 10 2. Vincristine 7
5754862
1. HYPOKALEMIA
2. PULMONARY EDEMA
CN- 1. Epcoritamab
CMUH111- Follow 3. Clinical TUMOR LYSIS
118 2024/5/20 | ABBVIE- 2.Cyclophospha 2,3 A
REC1-218 up 9 SYNDROME
5768038 - 8 mide
4. FEBRILE
NEUTROPENIA
114 # 05 * 28 p % 62 B £ 69 |
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1. PULMONARY
CZ- EMBOLISM
1. Epcoritamab
CMUHI11- ABBVIE- | Follow 2. DETERIORATION OF | 1, 2,
119 2024/6/20 2.Cyclophospha A
REC1-218 5813871 - | up12 y GENERAL CONDITION | 3
mide
11 3. PNEUMOCYSTIS
JIROVECII PNEUMONIA
IL-
CMUHI111- Follow | 1. Epcoritamab | CYTOKINE RELEASE
120 2024/6/11 | ABBVIE- 23| A
RECI1-218 up 7 2. Rituximab SYNDROME
5801619 -6
CA-
CMUHI111- Follow | 1. Epcoritamab | CYTOKINE RELEASE
121 2024/6/15 | ABBVIE- 23,71 A
RECI1-218 up 6 | 2. Doxorubicin SYNDROME
5805494 - 5
CA-
CMUHI111- Follow | 1. Epcoritamab 1. PNEUMONIA 1,2,3,
122 2024/10/1 | ABBVIE- A
REC1-218 up 10 | 2. Doxorubicin 2. NEUTROPENIA 7
5948762 - 8
1. CARDIAC ARREST
2. FEBRILE
CN-
CMUHI111- Follow | 1. Epcoritamab NEUTROPENIA
123 2024/8/30 | ABBVIE- 1,3 A
RECI1-218 up 4 2. Rituximab 3.
5904948 - 3
THROMBOCYTOPENIA
4. ASCITES
CN- 1. SEPSIS
CMUHI111- Follow | 1. Epcoritamab
124 2024/8/9 | ABBVIE- 2. NEUTROPENIA 2,31 A
RECI1-218 up 5 2. Vincristine
5877960 - 4 3. LEUKOPENIA
US- 1. SEPSIS
CMUHI111- Follow | 1. Epcoritamab 1,2,
125 2024/9/25 | ABBVIE- 2. PNEUMONIA A
REC1-218 up 6 2. Vincristine 3
5941544 -5 3. ENDOCARDITIS
CN-
CMUHI111- Follow | 1. Epcoritamab UNEXPLAINED
126 2024/9/24 | ABBVIE- 2,3 A
RECI1-218 up4 | 2. Doxorubicin INFECTION
5944641 - 3
1. BOWEL
US- 1. Epcoritamab
CMUH111- Follow PERFORATION
127 2024/6/28 | ABBVIE- 2.Cyclophospha 13,7 A
REC1-218 up 8 2. PERFORATED
5821686 mide
BOWEL
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1. SKIN INFECTION
BR- 1. Epcoritamab
CMUHI11- Follow 2. SKIN INFECTION ON
128 2024/11/3 | ABBVIE- 2.Cyclophospha 1,3 A
REC1-218 up 6 LOWER LIMBS
5990191 - 5 mide
3. SEPTIC SHOCK
NL-
CMUHI111- Follow | 1. Epcoritamab 1. Gastric Perforation
129 2024/3/16 | ABBVIE- 2,3 A
REC1-218 up 11 | 2. Doxorubicin | 2. ABSCESS STOMACH
5683804
Us- 1. Epcoritamab
CMUHI11- Follow
130 2024/11/29 | ABBVIE- 2.Cyclophospha PNEUMONIA 23| A
REC1-218 up 4
6029657 - 2 mide
1. ATRIAL
FIBRILLATION
2. PULMONARY
BR-
CMUHI111- Follow | 1. Epcoritamab INFECTION
131 2024/3/26 | ABBVIE- 231 A
REC1-218 up 15 2. Vincristine 3. COVID-19
5694559
4. REACTIVATION OF
CYTOMEGALOVIRUS
INFECTION
1. MYCOBACTERIUM
HAEMOPHILUS
2. DISSEMINATED
NL- 1. Epcoritamab
CMUHI11- Follow MYCOBACTERIUM
132 2024/11/18 | ABBVIE- 2.Cyclophospha 1,23 A
REC1-218 up 6 HAEMOPHILIUM
6010636 - 2 mide
3. DISSEMINATED
MYCOBACTERIUM
INFECTION
US- 1. Epcoritamab
CMUH111- Follow
133 2024/11/12 | ABBVIE- 2.Cyclophospha SEPTIC SHOCK 1,23 A
RECI1-218 up 7
6016512 -3 mide
BR-
CMUH111- Follow | 1. Epcoritamab
134 2024/11/22 | ABBVIE- PNEUMONIA 1,23 A
REC1-218 up4 | 2. Doxorubicin
6079841 -3
US- 1. Epcoritamab 1. ASPIRATION
CMUHI11- Follow
135 2025/1/11 | ABBVIE- 2.Cyclophospha 2. BILATERAL L3] A
RECI1-218 up 3
6084918 mide PNEUMONIA
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CN-
CMUHI111- Follow | 1. Epcoritamab
136 2024/10/21 | ABBVIE- CARDIAC FAILURE 2,3 A
REC1-218 up 5 2. Vincristine
5976083
US-
CMUHI111- Follow | 1. Epcoritamab COLONIC
137 2024/9/30 | ABBVIE- 231 A
REC1-218 up 8 | 2. Doxorubicin PERFORATIONS
5945577
HR-
CMUHI111- Follow | 1. Epcoritamab
138 2024/10/17 | ABBVIE- COVID PNEUMONIA 2,3 A
RECI1-218 up 2 2. Vincristine
6010588
BR- 1. SEPSIS
CMUHI111- Follow | 1. Epcoritamab
139 2024/7/23 | ABBVIE- 2. ANASARCA 1,23 A
RECI1-218 up 8 2. Vincristine
5854815 3. NEUTROPENIA
(] FRPH -
b2 #F f# }1 i i IE %‘ ﬁ
1
23 * ¢ % . FEPE
ERE =
(%3224 4]
1. CMUH106-REC1-147 vAR | EA L0
*pogp 2025 & 020 21 P

2. CMUH114-REC1-060

o A8 R

[#]
*N % 1k iE 3RS 5 3 (Cohort Restriction Letter, 09 April
2025) 0 f7 S & P AESR 2~ 2w Cohort3 (2L
Colorectal Cancer) FIR *F fiF2 2§ 8 B chE L 03 2
» % (Inclusion #7) > st 22 -5 AT - 3t 4 2

® o Cohort3 #-fyis i » % ;é‘vﬁ TIATRIEEZEER
Ao p 3 B 444 Cohort3 > H 4k e %) (2L Pancreatic
Ductal Adenocarcinoma (Cohort 1) ~ 2L/3L Biliary Tract
Cancer (Cohort 2) ~ 3L+ Gastroesophageal Adenocarcinoma
(Cohort4)) iv#-ixdpdbitTe B2 H I P BT o 3
< ;%-ﬂ,;é.‘fé% 2302 N2 P

3. CMUH113-REC1-038

SEH 1

[## % 2432 ]

*3E% & ¢ AL Baxdrostat and Baxdrostat/Dapagliflozin
*g PMHFLHGEF CII3E£062 13p 3 113 & 127 12
p

*H 5% ¥ ¢4 Dapagliflozin

*E PMHFLHT CII3£0 7 200 %
p

113 & 12 " 19

4, CMUH113-REC1-058

SEH

[ % 2142 ]
*:E o ¥4 ¢ 4L Balcinrenone and
Balcinrenone/Dapagliflozin

114 # 05 * 28 p
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*E rMEFLYPEF I3 E06 2 12 3 113 #1207 11
p
*38% # 4 ¢ © Dapagliflozin
*E rMAFLDF N3 E062 200 % 113 & 12 % 19
p
(2= 2144 ]
*:RE ¥t 4L 0 Abemaciclib (LY2835219)
. CMUHIO3-RECI-097 | 2 2% | ., PHAR2Z YR 12024 # 03 % 29 p I 2024 & 09
28 p
(2= 2144 ]
1. Janssen Research & Development Blinded Line Listing of
Suspected Unexpected Serious Adverse Reactions (SUSARs)
INJ-56021927 (apalutamide) PERIOD COVERED BY THIS
REPORT: 14 August 2024 to 13 February 2025.
% E P LA INJ-56021927 (apalutamide)
6. CMUH104-RECI1-116 T E | *% 2MEFLDF 14 August 2024 to 13 February 2025.
2. Janssen Research & Development Development Safety
Update Report No. 13 Executive Summary JNJ-56021927
(apalutamide) Period Covered: 14 February 2024 to 13
February 2025. *:gzk & 1~ = HE T INJ-56021927
(apalutamide)
*% 2 3F 4 8 o 14 February 2024 to 13 February 2025
[z % 2144 ]
oo | sk %5 AL Tozorakimab (MEDI3506)
£ CMUHTI2-RECI-173 AL *E pMFLYEF I3 E07 2 30p 3 114 # 01 % 29
p
[ 24244 ]
8. CMUH113-REC1-149 v AR | *3R% E 4 ¢4 : PEMBROLIZUMAB(MK-3475)
*E MMAFL YT 120249 4p % 2025&F3 % 3 p
[ =% 2142 ]
*iR e HE & f © ABBV-400
*E rMIFLYPRE 112E08% 24p 3 113 & 08 % 23
2
" [z % 2p44]
9. CMUHI111-REC1-145 ALK Kk E 4 1AL | ABBV-400
*E pMFLYRF 113 F082 24p 3 113 & 11 % 23
2
[DSMB ji-3%:d )
AR EpE 114 #0220 20 P
[ 2424 ]
e *HR5% F P AL 1 MK-3475 Pembrolizumab
10. | CMUHIHO-RECI-IS6 | £&% |, ¢ PHAELYF 2024 & 09 04 p 3 2025 E 03
03 p
[z % 2144 ]
L5 | ¥R ES LA Tozorakimab (MEDI3506)
11. | CMUHII-RECI-016 | #=% *% 2MAFLHF 13 £ 070 30 I 114 & 01 7 29
2
12. | cmuni-RECt0s1 | gage | [EPF 2REL]

*E% & L H 1 ASUNDEXIAN

114 # 05 * 28 p
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*E pMAFLHREF 12024 117 01l p T 2025# 017
31 p

13.

CMUH112-REC1-189

3B

(2= 2142 ]

FREEY LA F K RWA 4 ¥y(EndurAnt Stent
Graft system)

*E rMAFLHRF 12023 #0107 05p 3 2024 & 01 ¥
05 p

14.

CMUH105-REC1-043

L
facs
ok

[ % 2142 ]

*:2%% ¥ Pt 4L Upadacitinib (ABT-494)

g pMAFLYEF I3 E080 16 1 114# 0270 15
2

15.

CMUH108-REC1-030

244

[z % 212472 ]
1. Janssen Research & Development Blinded Line Listing of
Suspected Unexpected Serious Adverse Reactions (SUSARs)
INJ-56021927 (apalutamide) PERIOD COVERED BY THIS
REPORT: 14 August 2024 to 13 February 2025.
% E P LA INJ-56021927 (apalutamide)
*g 2 EFL B 0 14 August 2024 to 13 February 2025.
2. Janssen Research & Development Development Safety
Update Report No. 13 Executive Summary JNJ-56021927
(apalutamide) Period Covered: 14 February 2024 to 13
February 2025. *3#sk 4 4L : INJ-56021927
(apalutamide)
g » 4R 2 H) B ! 14 February 2024 to 13 February 2025

16.

CMUH112-REC1-201

\‘%\
uis
#

[ % 2142])

*3#% E ¥ ¢ Regorafenib and Pembrolizumab

*E AMFLHF CII3F10% 06 P 3 114 & 04 7 05
p

17.

CMUH111-REC1-197

[2% =544 % 4]
*ux A ! Version 1.0
*pHp 2025 & 2% 24 p

18.

CMUHI111-REC1-114

o A8 R

[2#% 2142 ]

% E S LA 0 Abelacimab/ MAA86S
X 2MBLDPREF - xjr s 2 FERF AT
1.DSUR,ZE £ p #F : 2023/08/22

2022 # 07 * 01 p % 2023 & 06 * 30 p
2.DSUR,4F % P #) : 2024/08/27

2023 # 07 * 01 p % 2024 & 06" 30p
3.6MLL,3F 4 p #p 1 2024/07/29

2024 # 01 * 01 p X 2024 & 06 ® 30 p
4.6MLL,3E % p 8 : 2025/01/22

2024 # 07 * 01 p % 2024 & 12 * 31 p

19.

CMUH110-REC1-215

[ =% 2444 ]

% E P LA Giredestrant

*E PMHFLHF CII3£102 03 p 3 114 & 04 % 02
p

20.

CMUH113-REC1-122

(29 % 242474 ]
GAP_SUSAR Line Listing 6Monthly for DS-7300a 09-
Aug-2023 to 08-Feb-2024
3 & : Line Listing 6Monthly for DS-7300a 09-Aug-2023 to
08-Feb-2024

114 # 05 * 28 p
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p #:23Feb2024

[z % 242472 ]
GAP_SUSAR Line Listing 6Monthly for DS-7300a 09-Feb-
2024 to 08-Aug-2024

W< & : Line Listing 6Monthly for DS-7300a 09-Feb-2024 to
08-Aug-2024

p #p: 26Aug2024

(&= 2p4p ]
SUSAR Line Listing 6Monthly for DS-7300a 09-Aug-2024 to
08-Feb-2025

W< & : Line Listing 6Monthly for DS-7300a 09-Aug-2024 to
08-Feb-2025

p #p: 03Mar2025

21.

CMUH105-REC1-113

L -2

[z#= 2142 ]

*#5% F 4 ¢4 1 Upadacitinib (ABT-494)

*E rMIFL PR 12024087 16 P 3 2025 & 02
15 p

22.

CMUH106-REC1-094

iR

[{a7aiFr2p]
*5 & p #p ¢ Ipilimumab_Investigator’s Brochure Version 28
dated 21-Mar-2025

23.

CMUH110-RECI1-201

Lo
ass
Jok

[z 2442 ]

*H% F P ¢ ¢ Anifrolumab

g pMIFLDPF I3 EO07 Y 30 1 114 # 01 * 29
p

24,

CMUH111-REC1-208

[z % 2P48d]

*Eok # 4 L4 ¢ Cagrilintide, CagriSema

*E AMAFLEHF 12025017 0l p 3 2025 & 03 *
31 p

[z % 2482 ]

*REE Y LA T semaglutide, Ozempic® and Wegovy®
*E DM AFL R 12024 & 107 01 p 3 2025 & 03
31p

=

25.

CMUH112-REC1-071

|
(i
&

[ % 23R4 ]

*H% E P AL Inavolisib

*g MMHRLHF 12024 & 09 % 09 p F 2025 & 03
08 p

=

26.

CMUH109-REC1-084

|
(o
&

[ % 214E2]

*R% F P AL Giredestrant

*g PMHFLHET 12024 #1072 3p % 2025&# 47 2
p

27.

CMUH107-REC1-188

#ik

(Fx+ %27 2]
#5241 PO02MK 7902
*p g 12025 & 03 03 p

28.

CMUH110-RECI1-114

e
\1_
&

[ = 2Hd2]

*iR5% F 4 2L 1 CC-220 6M SUSAR LL

*F PR LAHRE 13 #1070 19p 3 114 # 040 18
P

EEERTE

114 # 05 * 28 p
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