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Disseminated Tuberculosis
#1) MK-7902 [Disseminated
CMUH111- 2404USAO0 |Followup #2) tuberculosis]
1. 2024/4/2 ) ] 131 A
REC1-135 05341 9 PEMBROLIZU | Fungemia [Fungaemia]
MAB cholecystitis
[Cholecystitis]
202412GL BLINDED | Hearth failure and Urinary
CMUH113-
2. 2024/12/4 | O005867A | Initial |DAPAGLIFLOZ Infection [Cardiac 2,3 A
REC1-058
R IN failure]
202412GL BLINDED | Hearth failure and Urinary
CMUH113- follow up . .
3. 2024/12/4 | O005867A DAPAGLIFLOZ Infection [Cardiac 2,3 A
REC1-058 1
R IN failure]
202412GL BLINDED
CMUH113- follow up Urinary Infection [Urinary
4, 2024/12/4 | O005867A DAPAGLIFLOZ ] ] 2,3 A
REC1-058 2 tract infection]
R IN
CMUH113-
5. 2024/12/26 | E7411002 | Initial Balcinrenone Cardiac Arrest 1 A
REC1-058
1~
2.
3~T:
OTH
ER
MED
CMUH112- 100000656 |follow up LIFE THREATENING |ICAL
6. 2024/8/14 RO0452294 A
REC1-142 98 4 SEPTIC SHOCK LY
IMP
ORT
ANT
CON
DITI
ON
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1~
2~
3~7:
OTH
ER
MED
LIFE THREATENING
CMUH112- 100000656 |follow up ICAL
7. 2024/8/14 RO5541077 SEPTIC SHOCK, A
REC1-142 98 4 LY
INFECTION
IMP
ORT
ANT
CON
DITI
ON
1~
2~
3~7:
OTH
ER
LIFE THREATENING |MED
CMUH112- 100000656 |follow up SEPTIC SHOCK, ICAL
8. 2024/8/14 RO7082859 A
REC1-142 98 4 SEVERE LY
INFECTION IMP
ORT
ANT
CON
DITI
ON
LIFE THREATENING
CMUH112- 100000015 |follow up 1~
9. 2024/6/13 RO0452294 |SEPSIS(PSEUDOMONAS A
REC1-142 17 1 2~3
AEROGINOSA)
LIFE THREATENING
CMUH112- 100000015 |follow up 1~
10. 2024/6/13 RO5541077 |SEPSIS(PSEUDOMONAS A
REC1-142 17 1 2~3
AEROGINOSA)
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CMUH112- 100000461 |follow up LIFE THREATENING

11. 202417129 R0O5541077 231 A
REC1-142 44 4 NEUTROPENIA
CMUH112- 100000461 |follow up LIFE THREATENING

12. 2024/7/29 R0O0452294 23 A
REC1-142 44 4 NEUTROPENIA
CMUH112- 100000461 |follow up LIFE THREATENING

13. 2024/7/29 RO7082859 231 A
REC1-142 44 4 NEUTROPENIA
CMUH112- 100000865 |follow up

14. 2024/8/31 R0O0452294 FATAL ENTERITIS 1-31 A
REC1-142 22 2
CMUH112- 100000865 |follow up

15. 2024/8/31 RO5541077 FATAL ENTERITIS 1-3] A
REC1-142 22 2
CMUH112- 100000865 |follow up

16. 2024/8/31 RO7082859 FATAL ENTERITIS 1-3] A
REC1-142 22 2
CMUH112- 100001643

17. 2024/12/22 Initial RO7082859 | UNEXPLAINED DEATH| 1 A
REC1-142 98
CMUH112- 100000865 |follow up

18. 2024/8/31 RO7082859 FATAL ENTERITIS 1-31 A
REC1-142 22 3
CMUH112- 100001631 N

19. Unknown Initial R0O0452294 | FATAL NEUTROPENIC | 1 A
REC1-142 59
CMUH112- 100001631 N

20. Unknown Initial RO5541077 | FATAL NEUTROPENIC | 1 A
REC1-142 59
CMUH112- 100001677

21. 2024/12/25 Initial RO5541077 FATAL PNEUMONITIS |13 A
REC1-142 24
CMUH112- 100001677

22. 2024/12/25 Initial R0O0452294 FATAL PNEUMONITIS |13 A
REC1-142 24
CMUH112- 100001643 |follow up

23. 2024/12/22 RO5541077 | UNEXPLAINED DEATH| 1 A
REC1-142 98 1
CMUH112- 100001643 |follow up

24. 2024/12/22 RO0452294 [ UNEXPLAINED DEATH| 1 A
REC1-142 98 1
CMUH112- 100001643 |follow up

25. 2024/12/22 RO7082859 [ UNEXPLAINED DEATH| 1 A
REC1-142 98 1
CMUH112- 100001726 N

26. 2024/12/11 Initial RO5541077 | UNEXPLAINED DEATH| 1 A
REC1-142 74
CMUH112- 100001726 N

27. 2024/12/11 Initial RO0452294 | UNEXPLAINED DEATH| 1 A
REC1-142 74

114 #3 " 5p % 39 F % 77 F




RFFASERRFRALARL - FALR 4
-~ F- e ERF=XBAEREEC RKR)
B X AR |3R L
*E LB AP GEsE P 7 AE R R N e
%}{, g J] 5? B % %En%){, ‘;'J |5 =2 ¥ %4
CMUH112- 100001726
28. 2024/12/11 Initial RO7082859 | UNEXPLAINED DEATH| 1 A
REC1-142 74
CMUH112- 100000865 |follow up LIFE THREATENING
29. 2024/8/31 RO5541077 23 A
REC1-142 22 4 ENTERITIS
CMUH112- 100000865 |follow up LIFE THREATENING
30. 2024/8/31 RO7082859 231 A
REC1-142 22 4 ENTERITIS
CMUH112- 100000865 |follow up
31. 2024/8/31 R0O0452294 FATAL ENTERITIS 1-31 A
REC1-142 22 5
CMUH112- 100000865 |follow up
32. 2024/8/31 RO5541077 FATAL ENTERITIS 1-3| A
REC1-142 22 5
CMUH112- 100000865 |follow up
33. 2024/8/31 RO7082859 FATALENTERITIS |1-3[ A
REC1-142 22 5
US-ABBVI
CMUH109- Follow Azacitidine )
34. 2020/12/31 |E-21P-163- Myelodysplasia 1 A
REC1-107 up 14 Venetoclax
3725640-00
BE-ABBVI o _ _
CMUH109- Follow Azacitidine | Disease progression, Lung
35. 2022/6/3 |E-22K-013- 131 A
REC1-107 up 10 Venetoclax Embolism
4425077-00
TR-ABBVI
CMUH109- Follow Azacitidine Febrile Neutropenia,
36. 2022/1/23 |E-22P-161- 23| A
REC1-107 up 34 Venetoclax Sepsis
4247603-00
CMUH109- Follow Azacitidine
37. 2022/9/19 |BR-ABBVI Anemia 23| A
REC1-107 up 9 Venetoclax
E-4128831
Heart failure, Platelet count
CMUH109- Follow Azacitidine decreased, White blood
38. 2022/11/7 |CN-ABBVI 113 A
REC1-107 up 9 Venetoclax | cell count low, Neutrophil
E-4193860
count decreased
CMUH109- AT-ABBVI| Follow | Azacitidine ) ) )
39. 2022/11/12 Sepsis, Cerebral ischemia |1,2,3| A
REC1-107 E-4199873| up12 Venetoclax
CMUH109- BR-ABBVI| Follow Azacitidine
40. 2024/9/16 Anemia 23| A
REC1-107 E-5926727| upl Venetoclax
202409GL BLINDED _ _
CMUH112- » Febrile neutropenia
41. 2024/9/12 | 0014414T | Initial AZD0901/ ) ) 2,3 A
REC1-222 [Febrile neutropenia]
W IRINOTECAN
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202409GL
CMUH112- follow up| BLINDED Febrile neutropenia
42. 2024/9/12 | O014414T 2,3 A
REC1-222 W 1 AZD0901 [Febrile neutropenia]
1.HEMORRHAGE IN
THE RIGHT BASAL
GANGLIAAND
RUPTURE INTO THE
CMUH112- 2024A1938|follow up| BLINDED
43. 2024/8/23 VENTRICLES [Basal 2,3 A
REC1-222 42 1 AZD0901 ]
ganglia haemorrhage]
2.BACTERIAL
PNEUMONIA [Pneumonia
bacterial]
202410GL
CMUH112- N BLINDED
44, 2024/10/8 | O009056C | Initial Unknown Death [Death] | 1 A
REC1-222 N AZD0901
1.HEMORRHAGE IN
THE RIGHT BASAL
GANGLIAAND
RUPTURE INTO THE
CMUH112- 2024A1938|follow up| BLINDED
45, 2024/8/23 VENTRICLES [Basal 2,3 A
REC1-222 42 2 AZD0901 ]
ganglia haemorrhage]
2.BACTERIAL
PNEUMONIA [Pneumonia
bacterial]
202410GL Multiple organ failure
CMUH112- follow up| BLINDED )
46. 2024/10/2 | O009056C [Multiple organ 1 A
REC1-222 1 AZD0901 )
N dysfunction syndrome]
202411GL
CMUH112- - BLINDED allergic to drug [Drug
47. 2024/8/16 | O008333C | Initial o 2 A
REC1-222 N AZD0901 hypersensitivity]
202411GL
CMUH112- - BLINDED Intestinal perforation
48. 2024/11/25 | ©025688C | Initial ) ) 2,3 A
REC1-222 N AZD0901 [Intestinal perforation]
114 # 3 * 5 % 41 F % 77 |
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1.HEMORRHAGE IN
THE RIGHT BASAL
GANGLIAAND
CMUH112- 2024A1938(follow up| BLINDED RUPTURE INTOTHE | 1, 2,
49, 2024/8/23 A
REC1-222 42 3 AZD0901 VENTRICLES [Basal 3
ganglia haemorrhage]
2.SEVERE PNEUMONIA
[Pneumonia]
1.coma [Coma]
202411GL RAMUCIRUM | 2.Acute respiratory failure
CMUH112- - _ _ 1,2,
50. 2024/11/4 |1 0002613C | Initial AB/ [Acute respiratory failure] A
REC1-222 3
N PACLITAXEL 3.severe pneumonia
[Pneumonia]
1.coma [Coma]
202411GL RAMUCIRUM | 2.Acute respiratory failure
CMUH112- follow up _ _ 1,2,
51. 2024/11/4 | ©002613C AB/ [Acute respiratory failure] A
REC1-222 1 3
N PACLITAXEL 3.severe pneumonia
[Pneumonia]
BLINDED
DESCOMPENSATION | 1, 2,
DURVALUMA
CMUH109- 2023A0362 OF LUNG DIFFUSE 3,
52. 2023/2/9 Initial B/ - A
REC1-150 00 DISEASE [Interstitial lung | 7:0th
5-FLUOROUR ]
disease] er
ACIL
BLINDED 1)
DURVALUMA | DESCOMPENSATION |~
CMUH109- 2023A0362 [follow up 3,
53. 2023/2/9 B/ OF LUNG DIFFUSE A
REC1-150 00 1 ) 7:0th
5-FLUOROUR | DISEASE [Lung opacity]
er
ACIL
BLINDED 1)
DURVALUMA | DESCOMPENSATION |~
CMUH109- 2023A0362 [follow up 3,
54, 2023/2/9 B/ OF LUNG DIFFUSE A
REC1-150 00 2 ~_|7:0th
5-FLUOROUR | DISEASE [Lung opacity]
er
ACIL
114 #3757 $ 42 F 2 77T F




RFFASEURFRAIARLR - FALR ¢
-~ F- e ERF=XBAEREEC RKR)
B X 2 PAR(RL
AE S (F AP G 1 *AE R N
g |6 2 | ul N
1.SEPTIC SHOCK [Septic
shock]
2.DIABETIC 1,2,
BLINDED
CMUH109- 2022A2043 N KETOACIDOSIS 3,
55. 2022/4/21 Initial | DURVALUMA o A
REC1-150 26 8 [Diabetic 7:0th
ketoacidosis] er
3.HASHITOXICOSIS
[Hashitoxicosis]
BLINDED
GASTROINTESTINAL
DURVALUMA
CMUH109- 2022A2626 N PERFORATION 1,2,
56. 2022/7/17 Initial B/ A
REC1-150 67 [Gastrointestinal 3
5-FLUOROUR )
perforation]
ACIL
BLINDED
Worsening of 1,2,
DURVALUMA )
CMUH109- 2023A0362 [follow up Descompensation of lung | 3,
57. 2023/2/9 B/ ) ) A
REC1-150 00 3 diffuse disease [Lung [7:0th
5-FLUOROUR )
opacity er
ACIL
BLINDED
DURVALUMA
CMUH109- 2021A6609 NEUTROPENIA
58. 2021/7/21 Initial B/ ) 2,31 A
REC1-150 63 [Neutropenia]
FLUOROURAC
IL
#1) MK-3475
(pembrolizumab
) Solution for
injection
#2)
CMUH113- 2411CHNO [Followup o o
59. 2024/11/16 SACITUZUMA [Pneumonitis [Pneumonitis]| 2.3 | A
REC1-046 06560 9
B GOVITECAN
(3475
SOLUTION
FOR
INJECTION
114 #3 2 5p % 43 F 2 77 |
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60.

CMUH113-
REC1-046

2024/12/3

2412CHNO
01864

Followup
7

#1) MK-3475
(pembrolizumab
) Solution for
injection
#2)
SACITUZUMA
B GOVITECAN
(3475
SOLUTION
FOR
INJECTION

leukopenia [Leukopenia]

unconsciousness [Loss of

consciousness]

nfection [Infection]

1.2.3

61.

CMUH113-
REC1-046

2024/12/3

2412CHNO
01864

Followup
8

#1) MK-3475
(pembrolizumab
) Solution for
injection
#2)
SACITUZUMA
B GOVITECAN
(3475
SOLUTION
FOR
INJECTION

leukopenia [Leukopenia]

unconsciousness [Loss of

consciousness]

nfection [Infection]

1.23

62.

CMUH113-
REC1-046

2024/11/16

2411CHNO
06560

Followup
10

#1) MK-3475
(pembrolizumab
) Solution for
injection
#2)
SACITUZUMA
B GOVITECAN
(3475
SOLUTION
FOR
INJECTION

Pneumonitis [Pneumonitis]

2.3

114 #3172 50p
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63.

CMUH113-
REC1-046

2024/10/19

2410THAO
10109

Followup
10

#1) MK-3475
(pembrolizumab
) Solution for
injection
#2)
SACITUZUMA
B GOVITECAN
(3475
SOLUTION
FOR
INJECTION

Myositis [Myositis]
Elevate liver enzyme
[Hepatic enzyme
increased]
Bacterial Pneumonia

[Pneumonia bacterial]

1.2.3

64.

CMUH113-
REC1-046

2024/11/13

2411TURO
05940

Followup
8

#1) MK-3475
(pembrolizumab
) Solution for
injection
#2)
SACITUZUMA
B GOVITECAN
(3475
SOLUTION
FOR
INJECTION

Neutropenia [Neutropenia]

2.3

65.

CMUH113-
REC1-046

2024/12/3

2412DEU0
01507

Followup
2

#1) MK-3475
(pembrolizumab
) Solution for
injection
#2)
SACITUZUMA
B GOVITECAN
(3475
SOLUTION
FOR
INJECTION

Neutropenia [Neutropenia]
Epiglottis abscess

[Epiglottic abscess]

2.3

114 #3172 50p
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Pulmonary embolism
[Pulmonary embolism]
Respiratory failure
[Respiratory failure]
#1) MK-3475 ) ]
Respiratory failure
CMUH113- 2407TURO |Followup | (pembrolizumab ) ) 1.2.3.
66. 2024/6/13 _ [Respiratory failure] A
REC1-046 02303 27 ) Solution for o 4
S Demyelinating
injection
polyneuropathy
[Demyelinating
polyneuropathy]
Myositis [Myositis]
#1) MK-3475
(pembrolizumab
) Solution for
injection ) i
) Febrile neutropenia
CMUH113- 2411DEUO0 |Followup [Febrile neutropenia]
67. 2024/10/27 SACITUZUMA| _ |123] A
REC1-046 00387 6 febrile neutropenia [Febrile
B GOVITECAN )
neutropenial
(3475
SOLUTION
FOR
INJECTION
#1) MK-3475
(pembrolizumab
) Solution for
injection ) ]
4) leukopenia [Leukopenia]
CMUH113- 2412CHNO |Followup unconsciousness [Loss of
68. 2024/12/3 SACITUZUMA 123 A
REC1-046 01864 9 consciousness]
B GOVITECAN
infection [Infection]
(3475
SOLUTION
FOR
INJECTION
114 &# 32 5¢p % 46 F % 77 F
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69.

CMUH113-
REC1-046

2024/11/16

2411CHNO
06560

Followup
1

#1) MK-3475
(pembrolizumab
) Solution for
injection
#2)
SACITUZUMA
B GOVITECAN
(3475
SOLUTION
FOR
INJECTION

Pneumonitis [Pneumonitis]
Pneumonitis [Pneumonitis]

septicemia [Sepsis]

2.3

70.

CMUH113-
REC1-046

2024/10/8

2410PEROO
5406

Followup
18

#1) MK-3475
(pembrolizumab
) Solution for
injection
#2)
SACITUZUMA
B GOVITECAN
(3475
SOLUTION
FOR
INJECTION

MUCOSISTIS [Mucosal
inflammation]
Neutropenia [Neutropenia]
Stroke [Cerebrovascular
accident]

High blood pressure

worsening [Hypertension]

1.23

71.

CMUH113-
REC1-046

2024/12/3

2412DEU0
01507

Followup
3

#1) MK-3475
(pembrolizumab
) Solution for
injection
#2)
SACITUZUMA
B GOVITECAN
(3475
SOLUTION
FOR
INJECTION

Neutropenia [Neutropenia]
Epiglottis abscess

[Epiglottic abscess]

2.3

114 #3172 50p
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#1) MK-3475
(pembrolizumab
) Solution for
injection
#2)
CMUH113- 2411CHNO |Followup Pneumonitis [Pneumonitis]
72. 2024/11/16 SACITUZUMA o ] 23 [ A
REC1-046 06560 12 septicemia [Sepsis]
B GOVITECAN
(3475
SOLUTION
FOR
INJECTION
#1) MK-3475
(pembrolizumab
) Solution for | MUCOSISTIS [Mucosal
injection inflammation]
#2) Neutropenia [Neutropenia]
CMUH113- 2410PEROO|Followup
73. 2024/10/8 SACITUZUMA| Stroke [Cerebrovascular |1.2.3| A
REC1-046 5406 19 ]
B GOVITECAN accident]
(3475 High blood pressure
SOLUTION | worsening [Hypertension]
FOR
INJECTION
#1) MK-3475
(pembrolizumab )
] Suspected Cytokine release
) Solution for )
S syndrome [Cytokine
injection
4) release syndrome]
CMUH113- 2411JPNOO |Followup Suspected
74. 2024/11/18 SACITUZUMA ) 2.3 A
REC1-046 7424 5 Haemophagocytic
B GOVITECAN
syndrome
(3475 _
[Haemophagocytic
SOLUTION mohofisti .
mphohistiocytosis
FOR ymp Y
INJECTION
114 &# 32 5¢p ¥ 48 F o2 77T F
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#1) MK-3475
(pembrolizumab ]
) Suspected Cytokine release
) Solution for ]
S syndrome [Cytokine
injection
42) release syndrome]
CMUH113- 2411JPNOO |Followup Suspected
75. 2024/11/18 SACITUZUMA ] 23 [ A
REC1-046 7424 6 Haemophagocytic
B GOVITECAN
syndrome
(3475 H " ]
aemophagocytic
SOLUTION vmoh h!o .g Y .
ymphohistiocytosis
FOR
INJECTION
#1) MK-3475
(pembrolizumab
) Solution for | MUCOSISTIS [Mucosal
injection inflammation]
#2) Neutropenia [Neutropenia]
CMUH113- 2410PEROO|Followup
76. 2024/10/8 SACITUZUMA| Stroke [Cerebrovascular |1.2.3| A
REC1-046 5406 20 ]
B GOVITECAN accident]
(3475 High blood pressure
SOLUTION | worsening [Hypertension]
FOR
INJECTION
#1) MK-3475
(pembrolizumab
) Solution for
injection
#2) N 5
CMUH113- 2411CHNO |Followup Pneumonitis [Pneumonitis]
77. 2024/11/16 SACITUZUMA o _ 123 A
REC1-046 06560 13 septicemia [Sepsis]
B GOVITECAN
(3475
SOLUTION
FOR
INJECTION
114 &# 32 5¢p ¥ 49 F > x 77 F
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#1) MK-3475
(pembrolizumab
) Solution for | Stroke [Cerebrovascular
injection accident]
#2) MUCOSISTIS [Mucosal
CMUH113- 2410PEROQO|Followup ) ]
78. 2024/10/8 SACITUZUMA inflammation] 1231 A
REC1-046 5406 21 ) ]
B GOVITECAN| Neutropenia [Neutropenia]
(3475 High blood pressure
SOLUTION [ worsening [Hypertension]
FOR
INJECTION
#1) MK-3475
(pembrolizumab
) Solution for
injection ) ) )
) infection [Infection]
CMUH113- 2412CHNO |Followup leukopenia [Leukopenia]
79. 2024/12/3 SACITUZUMA _ 123 A
REC1-046 01864 10 unconsciousness [Loss of
B GOVITECAN ]
consciousness]
(3475
SOLUTION
FOR
INJECTION
#1) MK-3475
(pembrolizumab )
] Suspected Cytokine release
) Solution for )
S syndrome [Cytokine
injection
4) release syndrome]
CMUH113- 2411JPNOO |Followup Suspected
80. 2024/11/18 SACITUZUMA ) 23 | A
REC1-046 7424 7 Haemophagocytic
B GOVITECAN
syndrome
(3475 _
[Haemophagocytic
SOLUTION | hohisti .
mphohistiocytosis
FOR ymp Y
INJECTION
114 #3 2 5p % 50 F % 77 F
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LINTERSTITIAL LUNG | 1, 2,
AZD0901/ .
CMUH112- 2024A1263 [follow up DISEASE (Interstitial lung| 3,
81. 2024/5/23 GEMCITABIN ) A
REC1-184 86 6 . disease) 7:0th
2.FEVER (Pyrexia) er
LINTERSTITIAL LUNG | 1, 2,
AZD0901/
CMUH112- 2024A1263(follow up DISEASE (Interstitial lung| 3,
82. 2024/5/23 GEMCITABIN ) A
REC1-184 86 4 . disease) 7:0th
2.FEVER (Pyrexia) er
#1) MK-3475
. The death was caused by
(pembrolizumab )
) severe pneumonia
) Solution for )
L [Pneumonia]
CMUH110- 2411CHNO [Followup injection
83. 2024/9/23 Death was due to upper 1 A
REC1-156 00637 6 #2 ) BCG LIVE
] gastrointestinal bleeding
(BCG live) . .
[Upper gastrointestinal
Powder For
haemorrhage]
Instillation Fluid
#1) MK-3475
(pembrolizumab Severe pneumonia
) Solution for [Pneumonia]
CMUH110- 2411CHNO |Followup injection Death was due to upper
84. 2024/9/23 o : 1| A
REC1-156 00637 7 #2) BCG LIVE | gastrointestinal bleeding
(BCG live) [Upper gastrointestinal
Powder For haemorrhage]
Instillation Fluid
#1) MK-3475
(pembrolizumab Severe pneumonia
) Solution for [Pneumonia]
CMUH110- 2411CHNO |Followup injection upper gastrointestinal
8b. 2024/9/23 ) 1 A
REC1-156 00637 8 #2 ) BCG LIVE bleeding [Upper
(BCG live) gastrointestinal
Powder For haemorrhage]
Instillation Fluid
114 &# 32 5¢p % 51 F »x 77 F
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#1) MK-3475
(pembrolizumab ) ]
) COPD exacerbation with
) Solution for ) o
L predominant clinical
CMUH110- 2305POL00|Followup injection ]
86. 2023/4/22 picture of emphysema | 2,3 | A
REC1-156 3742 25 #2 ) BCG LIVE ] ]
] [Chronic obstructive
(BCG live) ]
pulmonary disease]
Powder For
Instillation Fluid
#1) MK-3475
(pembrolizumab Severe pneumonia
) Solution for [Pneumonia]
CMUH110- 2411CHNO [Followup injection upper gastrointestinal
87. 2024/9/23 ] 1 A
REC1-156 00637 9 #2 ) BCG LIVE bleeding [Upper
(BCG live) gastrointestinal
Powder For haemorrhage]
Instillation Fluid
#1) MK-3475
(pembrolizumab Severe pneumonia
) Solution for [Pneumonia]
CMUH110- 2411CHNO [Followup injection upper gastrointestinal
88. 2024/9/23 ] 1 A
REC1-156 00637 10 #2 ) BCG LIVE bleeding [Upper
(BCG live) gastrointestinal
Powder For haemorrhage]
Instillation Fluid
#1) MK-3475
(pembrolizumab
) Solution for N
Immune myocarditis
CMUH110- 2409CHNO |Followup injection
89. 2024/9/8 [Immune-mediated 2,3 A
REC1-156 09750 2 #2 ) BCG LIVE N
) myocarditis]
(BCG live)
Powder For
Instillation Fluid
114 &# 32 5¢p % 52 F % 771 F
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#1) MK-3475
(pembrolizumab
) Solution for -
S Immune myocarditis
CMUH110- 2409CHNO |Followup injection ]
90. 2024/9/8 [Immune-mediated 2,3 A
REC1-156 09750 3 #2 ) BCG LIVE N
_ myocarditis]
(BCG live)
Powder For
Instillation Fluid
#1) MK-3475
(pembrolizumab Severe pneumonia
) Solution for [Pneumonia]
CMUH110- 2411CHNO [Followup injection upper gastrointestinal
91. 2024/9/23 ] 1 A
REC1-156 00637 11 #2 ) BCG LIVE bleeding [Upper
(BCG live) gastrointestinal
Powder For haemorrhage]
Instillation Fluid
#1) MK-3475
(pembrolizumab
) Solution for
CMUH110- 2411CHNO [Followup injection
92. 2024/10/21 death [Death] 1 A
REC1-156 00609 4 #2 ) BCG LIVE
(BCG live)
Powder For
Instillation Fluid
#1) MK-3475
(pembrolizumab
) Solution for N
Immune myocarditis
CMUH110- 2409CHNO |Followup injection
93. 2024/9/8 [Immune-mediated 2,3 A
REC1-156 09750 4 #2 ) BCG LIVE N
) myocarditis]
(BCG live)
Powder For
Instillation Fluid
114 &# 32 5¢p % B3 F % 77 F
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#1) MK-3475
(pembrolizumab
) Solution for »
S Immune myocarditis
CMUH110- 2409CHNO |Followup injection ]
94. 2024/9/8 [Immune-mediated 2,3 A
REC1-156 09750 5 #2 ) BCG LIVE N
_ myocarditis]
(BCG live)
Powder For
Instillation Fluid
#1) MK-3475
(pembrolizumab
) Solution for N
Immune myocarditis
CMUH110- 2409CHNO |Followup injection )
95, 2024/9/8 [Immune-mediated 2,3 A
REC1-156 09750 6 #2 ) BCG LIVE N
] myocarditis]
(BCG live)
Powder For
Instillation Fluid
#1) MK-3475
(pembrolizumab
) Solution for N
Immune myocarditis
CMUH110- 2409CHNO |Followup injection )
96. 2024/9/8 [Immune-mediated 2,3 A
REC1-156 09750 7 #2 ) BCG LIVE .
) myocarditis]
(BCG live)
Powder For
Instillation Fluid
#1)
CMUH111- 2412BRAO0 [Followup | PEMBROLIZU | Tumor bleeding [Tumour
97. 2024/12/4 131 A
REC1-135 02466 2 MAB haemorrhage]
#2 ) MK-7902
#1)
CMUH111- 2412BRAO0 |Followup | PEMBROLIZU | Tumor bleeding [Tumour
98. 2024/12/4 13 A
REC1-135 02466 3 MAB haemorrhage]
#2 ) MK-7902
114 &# 32 5¢p % 54 F > x 77 F
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CMUH111-
REC1-135

2024/12/4

2412BRA0

02466

Followup

4

#1)
PEMBROLIZU
MAB
#2') MK-7902

Tumor bleeding [Tumour

haemorrhage]

1,3

CMUH111-
REC1-019

2024/5/30

2405KOR0

10238

Followup

11

#1) MK-7684A
Study (Code not
broken)
#2)
PACLITAXEL
(7684A-007
STUDY)
(paclitaxel)
Injection
#3)
CARBOPLATI
N (7684A-007
STUDY)
(carboplatin)

Injection

Lung infection
[Pneumonia]
Diffuse Interstitial Lung
Disease [Interstitial lung

disease]

1.3

CMUH111-
REC1-019

2024/12/2

2412TURO
01452

Followup
9

#1) MK-7684A
Study (Code not
broken)
#2)
PACLITAXEL
(7684A-007
STUDY)
(paclitaxel)
Injection
#3)
CARBOPLATI
N (7684A-007
STUDY)

(carboplatin)

unknown cause of death
[Death]
Neutropenic fever [Febrile

neutropenia]

Injection

1.3

114 #3172 50p
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CMUH111-
REC1-019

102

2024/5/30

2405KOR0

10238

Followup
12

#1) MK-7684A
Study (Code not

broken)
#2)
PACLITAXEL
(7684A-007
STUDY)
(paclitaxel)
Injection
#3)
CARBOPLATI
N (7684A-007
STUDY)
(carboplatin)

Injection

Lung infection

[Pneumonia]

disease]

Diffuse Interstitial Lung

Disease [Interstitial lung

1.3

CMUH111-
REC1-019

103

2024/12/2

2412TURO
01452

Followup
10

#1) MK-7684A
Study (Code not
broken)
#2)
PACLITAXEL
(7684A-007
STUDY)
(paclitaxel)
Injection
#3)
CARBOPLATI
N (7684A-007
STUDY)

(carboplatin)

Injection

[Death]

neutropenial

unknown cause of death

Neutropenic fever [Febrile

1.3
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#1) MK-7684A
Study (Code not
broken)
#2)
PACLITAXEL
(7684A-007
STUDY)

unknown cause of death

2412TURO [Death]

01452

Followup
1

CMUH111-
REC1-019

104 2024/12/2 (paclitaxel)

o Neutropenic fever [Febrile
Injection

#3)

CARBOPLATI

N (7684A-007
STUDY)

neutropenia]

(carboplatin)

Injection

#1) MK-7684A
Study (Code not
broken)
#2)
PACLITAXEL

CMUH111-

105

REC1-019

2024/5/30

2405KOR0
10238

Followup
13

(7684A-007
STUDY)

(paclitaxel)

Lung infection

[Pneumonia]

Diffuse Interstitial Lung

1.3

Injection Disease [Interstitial lung
#3)
CARBOPLATI
N (7684A-007
STUDY)

(carboplatin)

disease]

Injection

114 #3172 50p
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CMUH111-
REC1-019

2024/12/2

2412TURO
01452

Followup
12

#1) MK-7684A
Study (Code not
broken)
#2)
PACLITAXEL
(7684A-007
STUDY)
(paclitaxel)
Injection
#3)
CARBOPLATI
N (7684A-007
STUDY)
(carboplatin)

Injection

[Death]

neutropenia]

unknown cause of death

Neutropenic fever [Febrile

1.3

CMUH111-
REC1-019

2024/12/2

2412TURO
01452

Followup
13

#1) MK-7684A
Study (Code not
broken)
#2)
PACLITAXEL
(7684A-007
STUDY)
(paclitaxel)
Injection
#3)
CARBOPLATI
N (7684A-007
STUDY)

(carboplatin)

Injection

unknown cause of death

[Death]

neutropenial

Neutropenic fever [Febrile

1.3

114 & 3

955




PRFRFEHRFIRA L KL
e ER%=% 3

—

-F-

RES-F2LF§
R R

A EN R

R e
2 5o

&

Ei4

GEE I

2

-

*AFE R

£

108

CMUH111-
REC1-019

2023/1/20

2302JPNOO
1810

Followup
13

#1) MK-7684A
Study (Code not
broken)
#2)
PEMETREXED
(7684A-007
STUDY)
(pemetrexed)
Injection
#3)
CARBOPLATI
N (7684A-007
STUDY)
(carboplatin)
Injection
#4)
PREDNISOLO
NE
(PREDNISOLO
NE) Tablet, 5
milligram
#5)
PREDNISOLO
N
(PREDNISOLO
NE) Tablet, 5

milligram

Pneumonitis [Pneumonitis]
Left lower lobe bacterial

pneumonia [Pneumonia

bacterial]

1.2.3

114 #3172 50p
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- F-trERF=XFAEERELE(L PR

Ny A
; R LA SR iﬁ;&f ﬂz;*?‘ P §:: Jal 7 AE @ SRR
#1) MK-7684A
Study (Code not
broken)
#2)
PACLITAXEL
(7684A-007 Lung infection
STUDY) [Pneumonia]
109 CMURTH- 2024/5/30 2405KOR0 Followup (paclitaxel) Diffuse Interstitial Lung | 1.3 | A
REC1-019 10238 14
Injection Disease [Interstitial lung
#3) disease]
CARBOPLATI
N (7684A-007
STUDY)
(carboplatin)
Injection
114 #3 7 5 p % 60 F % 77T F
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CMUH111-
REC1-019

2023/1/20

2302JPNOO
1810

Followup
14

#1) MK-7684A
Study (Code not
broken)
#2)
PEMETREXED
(7684A-007
STUDY)
(pemetrexed)
Injection
#3)
CARBOPLATI
N (7684A-007
STUDY)
(carboplatin)
Injection
#4)
PREDNISOLO
NE
(PREDNISOLO
NE) Tablet, 5
milligram
#5)
PREDNISOLO
N
(PREDNISOLO
NE) Tablet, 5

milligram

Pneumonitis [Pneumonitis]
Left lower lobe bacterial

pneumonia [Pneumonia

bacterial]

1.2.3

114 #3172 50p




TRFFAREARFRFLARELAEF-FELR ¢
- F-trERF=XFAEERELE(L PR

Ny A
; R LA SR iﬁ;&f ﬂz;*?‘ P §:: Jal 7 AE @ SRR
#1) MK-7684A
Study (Code not
broken)
#2)
PACLITAXEL
(7684A-007 Lung infection
STUDY) [Pneumonia]
111 CMURTH- 2024/5/30 2405KOR0 Followup (paclitaxel) Diffuse Interstitial Lung | 1.3 | A
REC1-019 10238 15
Injection Disease [Interstitial lung
#3) disease]
CARBOPLATI
N (7684A-007
STUDY)
(carboplatin)
Injection
114 #3 7 5 p ¥ 62 F o 77 F




PREFFAEFTEHRFRAIRELRAEF-FELE ¢
- P- LR ERF=AFEEREE(L PKR)
Ny 4
f; R LA *;;5 ﬂz;“?‘ TRER 3 AE @ BE|=R
#1) MK-7684A
Study (Code not
broken)
#2)
PEMETREXED
(7684A-007
STUDY)
(pemetrexed)
Injection
#3)
CARBOPLATI
N (7684A-007
STUDY) Pneumonitis [Pneumonitis]
11 CMUH111- 2023/1/20 2302JPNO0O |Followup (carboplatin) Left lower lobe bacterial 123l A
REC1-019 1810 15 pneumonia [Pneumonia
Injection
i) bacterial]
PREDNISOLO
NE
(PREDNISOLO
NE) Tablet, 5
milligram
#5)
PREDNISOLO
N
(PREDNISOLO
NE) Tablet, 5
milligram
SEPTIC SHOCK,
CATHETER-ASSOCIATE
CMUH112- 202403896 Satralizumab D URINARY TRACT
113 2024/10/26 Initial 2. A
REC1-079 6 Prednisone INFECTION,
VENTILATOR-ASSOCIA
TED
114 #3 7 5 p % 63 F o x 77 7




B (L PR)
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£E5-%atf¢g

-F-lrER¥=Xx% R
B X 2 PAR(RL
e e AP G 3 AEE Z2E s
%}{, g J] 5? B % ?En%,{ ‘;'J |5 =2 ¥ %4
SEPTIC SHOCK,
CATHETER-ASSOCIATE
CMUH112- 202403896 |follow up| Satralizumab D URINARY TRACT
114 2024/10/26 ) 2. A.
REC1-079 6 1 Prednisone INFECTION,
VENTILATOR-ASSOCIA
TED
CMUH112- 202403896 |follow up| Satralizumab
115 2024/10/26 SEPTIC SHOCK 2. A
REC1-079 6 2 Prednisone
CMUH112- 202403896 |follow up| Satralizumab
116 2024/10/26 ) SEPTIC SHOCK 2. A
REC1-079 6 3 Prednisone
CMUH112- 202403896 |follow up| Satralizumab
117 2024/10/26 SEPTIC SHOCK 2. A
REC1-079 6 4 Prednisone
CMUH112- 202403896 [follow up| Satralizumab
118 2024/10/26 SEPTIC SHOCK 2. A.
REC1-079 6 5 Prednisone
CMUH112- 202403896 [follow up| Satralizumab
119 2024/10/26 SEPTIC SHOCK 2. A.
REC1-079 6 6 Prednisone
BLINDED
202410GL 2,3,
CMUH110- ANASTROZOL| THROMBOEMBOLISM
120 2024/10/25 | 0023120R | Initial 7:0th[ A
REC1-004 U E/ [Embolism]
er
PALBOCICLIB
BLINDED
202410GL 2,3,
CMUH110- follow up| ANASTROZOL | THROMBOEMBOLISM
121 2024/10/25 | 0023120R 7:0th| A
REC1-004 U 1 E/ [Embolism]
er
PALBOCICLIB
BLINDED
202412GL DECREASED PLATELET
CMUH110- _ |ANASTROZOL
122 2024/9/9 |0018395C | Initial COUNT [Platelet 2 A
REC1-004 E/
N count decreased]
PALBOCICLIB
BLINDED
202410GL 2,3,
CMUH110- follow up| ANASTROZOL | THROMBOEMBOLISM
123 2024/10/25 | 0023120R 7:0th| A
REC1-004 U 2 E/ [Embolism]
er
PALBOCICLIB
BILATERAL
CMUH110- 2024A1857 Blinded for
124 2024/8/13 Initial ] PNEUMONIA 2,3 A
REC1-004 83 Investigator )
[Pneumonia]
114 #3 2 5p ¥ 64 F 2 77 F
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CMUH110-
REC1-004

2024/9/9

202412GL
0018395C
N

follow up
1

BLINDED

ANASTROZOL

E/

PALBOCICLIB

DECREASED PLATELET
COUNT [Platelet

count decreased]

126

CMUH111-
REC1-016

2024/2/23

2024A0535
87

Initial

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)
[Renal impairment]
5.SEVERE PNEUMONIA

[Pneumonia]

1,3

114 #3172 50p
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CMUH111-
REC1-016

2024/2/23

2024A0535
87

follow up
1

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)
[Renal impairment]
5.SEVERE PNEUMONIA

[Pneumonia]

1,3

128

CMUH111-
REC1-016

2024/2/23

2024A0535
87

follow up
2

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)
[Renal impairment]
5.SEVERE PNEUMONIA

[Pneumonia]

1,3

114 #3172 50p
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CMUH111-
REC1-016

2024/2/23

2024A0535
87

follow

up3

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)
[Renal impairment]
5.SEVERE PNEUMONIA

[Pneumonia]

1,3

130

CMUH110-
REC1-083

unk/unk/unk

2024A1428
26

follow up
1

Damoctocog
alfa pegol
(Jivi®)

Neoplasm malignant

114 #3172 50p
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£E5-%atf¢g

— p —
B X 2 PAR(RL
AEHEL|EL P Y G FOAE 2% [=k
g |6 EX T N
#1) MK-5684
(MK-5684)
Tablet
#2)
BILATERAL PLEURAL
DEXAMETHA
EFFUSION [Pleural
SONE )
effusion]
(5684-004
Acute tracheobronchitis
STUDY)
CMUH112- 2407PRTO00|Followup [Tracheobronchitis]
131 2024/6/17 (dexamethasone ) 1,3 A
REC1-196 3842 18 Pleural Effusion [Pleural
) Tablet )
effusion]
#) Type 1 i
ype 1 respiratory
FLUDROCORT| fici [Respi
insufficiency [Respirator
ISONE Y P Y
failure]
(5684-004
STUDY)
(fludrocortisone)
Tablet
#1) MK-5684
(MK-5684)
Tablet
#2)
BILATERAL PLEURAL
DEXAMETHA
EFFUSION [Pleural
SONE )
effusion]
(5684-004 N
Acute tracheobronchitis
STUDY) N
CMUH112- 2407PRTO00|Followup [Tracheobronchitis]
132 2024/6/17 (dexamethasone _ L,3| A
REC1-196 3842 19 Pleural Effusion [Pleural
) Tablet )
effusion]
") Type 1 i
e 1 respirator
FLUDROCORT | ﬁyp_ [F; _y
insufficiency [Respirator
ISONE -y P Y
failure]
(5684-004
STUDY)
(fludrocortisone)
Tablet
114 &# 32 5¢p % 68 F % 77 F




CRAFFASEURFRALIARLA £V - 2L 4
-~ F- e ERF=XBAEREEC RKR)
B X 2 PAR(RL
AE S (F AP V5B 3 AF @ R N
g |6 2 | ul N
#1) MK-5684
(MK-5684)
#2) BILATERAL PLEURAL
EFFUSION [Bilateral
DEXAMETHA )
pleural effusion
SONE
(10078037)*]
(5684-004
Acute tracheobronchitis
PT-009507 STUDY) Tablet N
CMUH112- Followup [Acute tracheobronchitis
133 2024/6/17 |513-2407P (dexamethasone 1,3 A
REC1-196 20 (10066672)*]
RT003842 )
#2) Pleural Effusion [Pleural
effusion (10035598)*]
FLUDROCORT Tvoe 1 ]
e 1 respirator
ISONE ] ﬁ)fp- [F; .y
insufficiency [Respiratory
(5684-004 | o
insufficiency (10038701)*]
STUDY) Tablet
(fludrocortisone)
#1)
ABIRATERON
E ACETATE
(5684 STUDY)
IT-0095075 )
CMUH112- Followup| (abiraterone stroke [Stroke 1,2,
134 2025/1/15 | 13-25011T A
REC1-196 3 acetate) (10042244)*] 3
A007050
#2)
PREDNISONE
(5684 STUDY)
(Prednisone)
#1)
ABIRATERON
E ACETATE Increased AST [AST
(5684 STUDY) | increased (10003544)*]
SG-009507 )
CMUH112- - (abiraterone Stroke [Stroke
135 2025/1/27 |513-222653| Initial 2,3 A
REC1-196 ) acetate) (10042244)*]
#2) Increased ALT [ALT
PREDNISONE | increased (10001845)*]
(5684 STUDY)
(Prednisone)
114 &# 32 5¢p % 69 F o x 77 F
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CMUH112-
REC1-196

2025/1/10

FR-009507
513-2501F
RA003624

Followup

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

#3)
FLUDROCORT
ISONE
(5684-004
STUDY)

(fludrocortisone)

Adrenal insufficiency

[Adrenal insufficiency

(10001367)*]

2,3

137

CMUH112-
REC1-196

2025/1/10

FR-009507
513-2501F
RA003624

Followup
5

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

#3)
FLUDROCORT
ISONE
(5684-004
STUDY)

(fludrocortisone)

Adrenal insufficiency

[Adrenal insufficiency

(10001367)*]

2,3

114 #3172 50p
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B (L PR)

—

£E5-%atf¢g

-F-leER¥z=x% 3
B X 2 PAR(RL
AE S (F AP V5B 3 AF @ R N
g |6 2 | ul N
#1) MK-5684
(MK-5684)
#2)
DEXAMETHA
SONE
HYPONATREMIA
(dexamethasone )
) [Hyponatraemia
(10021036)*]
C0O-009507 #3)

CMUH112- Followup brain vascular accident | 1, 2,
138 2025/1/27 |513-2501C FLUDROCORT ] A
REC1-196 4 [Cerebrovascular accident | 3, 4

OL011374 ISONE
) (10008190)*]
(fludrocortisone) . ]
) pneumonia [Pneumonia
(10035664)*]
HYDROCORTI
SONE
(5684-004
STUDY)
(hydrocortisone)
#1) MK-5684
Tablet
(MK-5684) Type 1 respiratory
#2) insufficiency [Respiratory
DEXAMETHA |insufficiency (10038701)*]
SONE BILATERAL PLEURAL
(5684-004 EFFUSION [Bilateral
PT-009507 ]
CMUH112- Followup| STUDY) Tablet pleural effusion
139 2024/6/17 |513-2407P 1,3 A
REC1-196 21 (dexamethasone (10078037)*]
RT003842 -
) Acute tracheobronchitis
#3) [Acute tracheobronchitis
FLUDROCORT (10066672)*]
ISONE Pleural Effusion [Pleural
(5684-004 effusion (10035598)*]
STUDY) Tablet
(fludrocortisone)
114 #3757 $ 71 F -2 77 F
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- F-lrER¥=Z% R
B X AR |3R L
AE S (F AP G 1 *AE R N
g |6 2 | ul N
#1)
ABIRATERON
E ACETATE
(5684 STUDY)
IT-0095075 ) Cerebral hemorrage
CMUH112- Followup| (abiraterone 1,2,
140 2025/1/15 | 13-25011T [Cerebral hemorrhage A
REC1-196 4 acetate) 3
A007050 (10008114)*]
#2)
PREDNISONE
(5684 STUDY)
(Prednisone)
#1) MK-5684
(MK-5684) ) )
42) pneumonia [Pneumonia
(10035664)*]
DEXAMETHA _ _
brain vascular accident
C0O-009507 SONE ) 1,
CMUH112- Followup [Cerebrovascular accident
141 2025/1/27 |513-2501C (dexamethasone 2,3 A
REC1-196 5 (10008190)*]
OL011374 ) 4
HYPONATREMIA
#3) _
[Hyponatraemia
FLUDROCORT
(10021036)*]
ISONE
(fludrocortisone)
114 #3757 $ 72 E % 77 F
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—

- F-LlrERFZXB R EHMEL(C BR)
B X AR |3R L
E S| A P Vit Ex *ORE Z2X |3
3 g o |% 2B 3 5 5] FE K v = e
#1) MK-5684
Tablet
(MK-5684)
#2)
DEXAMETHA
SONE
(5684-004 ] o
FR-009507 Adrenal insufficiency
CMUH112- Followup STUDY) ) o
142 2025/1/10 |513-2501F [Adrenal insufficiency | 2,3 [ A
REC1-196 6 (dexamethasone
RA003624 ) (10001367)*]
#3)
FLUDROCORT
ISONE
(5684-004
STUDY)
(fludrocortisone)
#1) MK-5684
(MK-5684) HYPONATREMIA
#2) [Hyponatraemia
FLUDROCORT (10021036)*]
CO-009507 ISONE BRAIN VASCULAR 1,
CMUH112- Followup )
143 2025/1/27 |513-2501C (fludrocortisone) ACCIDENT 2,,3,| A
REC1-196 6
OL011374 #3) [Cerebrovascular accident | 4
DEXAMETHA (10008190)*]
SONE PNEUMONIA [Pneumonia
(dexamethasone (10035664)*]
)
(k] b Lk -
4 .
B3 £ e FEPNF
[ 2102 ]
1. | CMUH111-REC1-062 | %4 & | *:#% &+ ¢4 : Enzalutamide
*E rMHIFELHEF 1122087 31p % 113+ 082

114 #3172 50p
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CMUH111-REC1-019

[z 2p24F4 ]

*HE%E P LA MK-7684A (VIBOSTOLIMAB +
PEMBROLIZUMAB)

* P AFLHPF 2024 & 057 10 p 3 2024 £ 11
709 p

CMUH107-REC1-189

3E YV AL

(2% 22 ]
FHAREFRREL L DU
IR
WS E S LA 0 INJ-212082(abiraterone acetate)
1.SSR_ niraparib_abiraterone
acetate_Blinded_20Apr2024-190ct2024
PERIOD COVERED BY THIS REPORT: 20 April 2024
to 19 October 2024
2.SSR_niraparib_Blinded_01May2024-310ct2024
PERIOD COVERED BY THIS REPORT:01 May2024
to 31 October 2024

CMUH112-REC1-178

v Ak

[z % 2144 ]

*Eo% & AL« regorafenib

*g rMHARA MR 2024 & 07 * 01 p 3 2024 & 09
230 p

[z 22 ]

*Eok B4 AL regorafenib

*g >MHIELHEF 12024 = 10 % 01 p £ 2024 & 12
731 p

CMUH108-REC1-144

T
11_
Bt

[2%2% 4]
* A 0 N/A
*pHp 12024 # 12 % 03 p

CMUH109-REC1-107

T
11_
Bt

[ 242 ]

*E% ¥ 5 AL Venetoclax

*Z rMEFLYPF 113 £ 057 29p 1 113 & 117
28 p

CMUH111-REC1-208

&

e

(e % 2pap ]

*:k2 ¥4 ¢4 Cagrilintide, CagriSema

*E 2P AFLHEF 2024 & 10 * 01 p 3 2024 & 12
P31 p

CMUH113-REC1-014

\;;
=
#

[z % 242 ]

*# % & ¢4 ¢ Budigalimab

*E ML HT 12024 47 19 p 3 2024 = 10
118 p

kS

ISAFETY REPORT FOR BUDIGALIMARB, Date: 22
November 2024, Interval covered: 19 April 2024
through 18 October 2024

~ =t i 3R 2R 5% # 5 Budigalimab p 2024 # 4 * 19 p
1 2024 & 10 * 18 p #F & 2 SUSAR Line

114 #3172 50p
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TRFFAREARFRFLARELAEF-FELR ¢
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BB

* g%

P&
344

I

Listing » # @ 4 6 i 27 & %5 % M24-052 4p b e
SUSAR % & » 8 FF #7284 22 SUSAR ¥ % ¢ e+ 4
2R E 2 AR BREFEF -

CMUH109-REC1-164

o AR

[ %35F24 5]
*u A \Version 10
*pndp 12024 # 10 % 07 p

10.

CMUH110-REC1-224

b
e
A

(2 2idp4 ]

*:#5% %+ LA : Finerenone vs. Placebo

g pMARLH R 02024 £ 09 7 01 p 3 2024 & 11
P 30P

11.

CMUH112-REC1-142

i
\L
s

(&L LIS

*R% E 5 AL ¢ Glofitamab

*E 2P AFLHPF 2023 & 12 7 19 p 3 2024 & 12
P18 p

*E5% ¥4 AL Polatuzumab Vedotin

* pMAFLHE 2023 & 02 7 04 p 3 2024 & 08
203 p

*E % ¥ 5 AL ¢ Rituximab

* pMFLYPEF 2024 £ 057 18 p 1 2024 £ 11
P17 p

*ik% F 4 ¢4 Tocilizumab

* rPAFLHF 2024 & 04 7 11 p 1 2024 & 10
10 p

12.

CMUH112-REC1-204

v Ak

[z 2p24F2 ]

*E%R 4 LA 0 ONO-4578

*x MRS R 2024 & 01 7 04 p & 2024 & 07
703 p

*x > MARL R 2024 & 07 7 06 p & 2025 & 01
706 p

*E rPAFLHPF 2024 & 07 * 04 p 3 2025 & 01
103p

13.

CMUH110-REC1-172

iR iR

CEREE 2L ED
Rk SERVAN0
*p g 12024 & 12 7 25 p

14.

CMUH112-REC1-048

[ =38« 2248 ¢ SASR]

*3E5% ¥ 4 ¢ AL - Dupikumab

*F rMIRLPEF 1122097 29 p 1 113 £ 03 7
28 p

15.

CMUH110-REC1-216

[#&]

*ROE D A Ep 2024 & 110 4 pAsd £
He(FmaHREneg o) s idkicd
(3 ~ % fy Pfizer, Inc)$ (7388 & I A2 o

16.

CMUH110-REC1-226

[##]
*mn % @ Development safety update
report(DSUR) 10 17Feb2023-16Feb2024

114 #3172 50p

¥ 75 F % 77T F
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I

(% 2pE2]

*:Ezk F P L4 Mitapivat(AG-348)
g pMAFL G 112080 17 B
16 p

[z =% 214F4 ]

*Rs E e 4L 0 Mitapivat(AG-348)
*g AR AR D113 E 02 7 17 p
16 p

ER

ER

113 & 02

113 # 08

17.

CMUH103-REC1-063

E‘\
e
#

(2= 2142 ]
*:R5% ¥ ¢4 Olaparib (AZD2281)

* pMHIFLHRE 112+ 120 16 p 3 113 & 06

15 p
[ 8<% 2>H4F2 ]
*:25% ¥ ¢ 4f © Olaparib (AZD2281)

X > ML PRF 113 £ 06 7 16 p 1 113 & 12

15 p

]

18.

CMUH110-REC1-220

v A8k

[z 2142 )
*:k5% % 1 4L 1 BGB-A317

* rPAFLYPF 2023 & 127 26 p %

v 25 p (DSUR)

2024 =

12

19.

CMUH110-REC1-060

|-
28
&

[ < 2>H4F2 ]
*HE%KE L LA Atezolizumab

X > MARLHRF 20242057 18 p 3

17 p
*E5 ¥ 4 L4 Tiragolumab

X > MR HEF 12024 20407 22 p 3

521 p

2024 &

2024 &

11

10

20.

CMUH112-REC1-071

|
(v
&
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