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CMUH113- 2024-19440 1) BLINDED 2~
1. 2024/11/16 Initial SEVERE BICYTOPENIA A
REC1-095 5(0) CC-99282 3.7
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1) INFECTIOUS .
CMUH113- 2024-15693|follow up| 1) BLINDED PNEUMONIA
2. 2024/10/3 o« | A
REC1-095 8(7) 7 CC-99282 2) FEBRILE 3.7
NEUTROPENIA
1) INFECTIOUS .
CMUH113- 2024-15693|follow up| 1) BLINDED PNEUMONIA
3. 2024/10/3 2« | A
REC1-095 8(9) 9 CC-99282 2) FEBRILE 3.7
NEUTROPENIA
1) ACUTE PULMONARY
CMUH113- 2024-16179|follow up| 1) BLINDED OEDEMA 2~
4. 2024/10/1 A
REC1-095 4(5) 5 CC-99282 2) THROMBOPENIA (37
3) NEUTROPENIA
1) ACUTE PULMONARY
OEDEMA
CMUH113- 2024-16179|follow up| 1) BLINDED | 2) THROMBOPENIA | 2-
5. 2024/10/1 A
REC1-095 4(6) 6 CC-99282 3) NEUTROPENIA |37
4) BILATERAL
PLEURAL EFFUSION
1) ACUTE PULMONARY
OEDEMA
CMUH113- 2024-16179|follow up| 1) BLINDED | 2) THROMBOPENIA | 2-
6. 2024/10/1 A
REC1-095 4(7) 7 CC-99282 3) NEUTROPENIA |37
4) BILATERAL
PLEURAL EFFUSION
1~
CMUH113- 2024-16903|follow up| 1) BLINDED 1) PNEUMONIA
7. 2024/10/24 2~ | A
REC1-095 1(3) 3 CC-99282 2) SEPSIS 3.7
1~
CMUH113- 2024-16903|follow up| 1) BLINDED
8. 2024/10/24 FUNGAL PNEUMONIA | 2~ | A
REC1-095 1(4) 4 CC-99282 3.7
1~
CMUH113- 2024-16903follow up| 1) BLINDED
9. 2024/10/24 FUNGAL PNEUMONIA | 2~ | A
REC1-095 1(5) 5 CC-99282 5.7
114247 25p ¥ 30 F % 53 F




RFFLEEHRFRFIARLA Y- FALR 4
-~ F-lrERFTXRAEREE(C RKR)
B X AR (AR L
*ENMELBE AP Vit Ex I ANt Z2E s
%}{, g J] 5? B % ?En%,{ ‘;'J |5 =2 ¥ %4
1~
CMUH113- 2024-16903|follow up| 1) BLINDED
10. 2024/10/24 FUNGAL PNEUMONIA | 2 - A
REC1-095 1(6) 6 CC-99282 3.7
CMUH113- 2024-19352 . 1) BLINDED FEBRILE 2~
11. 2024/9/25 Initial A
REC1-095 6(0) CC-99282 NEUTROPENIA 3~7
CMUH113- 2024-19352|follow up| 1) BLINDED FEBRILE 2~
12. 2024/9/25 A
REC1-095 6(1) 1 CC-99282 NEUTROPENIA 3~7
CMUH113- 2024-19390 1) BLINDED
13. 2024/11/26 Initial SEVERE NEUTROPENIA|2~7| A
REC1-095 8(0) CC-99282
CMUH113- 2024-19390|follow up| 1) BLINDED
14. 2024/11/26 SEVERE NEUTROPENIA|2 7| A
REC1-095 8(1) 1 CC-99282
CMUH113- 2024-19502 1) BLINDED
15. 2024/12/13 Initial MUCOSITIS ORAL 23 A
REC1-095 4(0) CC-99282
CMUH113- 2024-19502|follow up| 1) BLINDED
16. 2024/12/13 MUCOSITIS ORAL 23 A
REC1-095 4(2) 2 CC-99282
CMUH113- 2024-19510 1) BLINDED 2~
17. 2024/12/13 Initial MYELOSUPPRESSION A
REC1-095 1(0) CC-99282 37
CMUH113- 2024-19510|follow up| 1) BLINDED 2~
18. 2024/12/13 MYELOSUPPRESSION A
REC1-095 1(1) 1 CC-99282 37
CMUH113- 2024-14266|follow up| 1) BLINDED |ANASARCA, Generalised
19. 2024/9/5 2~3| A
REC1-095 6(8) 8 CC-99282 oedema
CMUH113- 2024-19608 1) BLINDED
20. 2024/12/17 Initial SEVERE NEUTROPENIA|2~7| A
REC1-095 4(0) CC-99282
114 #4017 2 p % 31 % 53 |
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#1) MK-3475
(pembrolizumab
)
#2)
infection [Infection
SACITUZUMA
(10021789)*]
B GOVITECAN ) ]
CN-009507 leukopenia [Leukopenia
CMUH113- Followup (3475
21. 2024/12/3 |513-2412C (10024384)*] 123 A
REC1-046 11 SOLUTION )
HNO001864 unconsciousness
FOR )
[Unconsciousness
INJECTION
(10045481)*]
STUDY)
(SACITUZUM
AB
GOVITECAN)
#1) MK-3475
(pembrolizumab
)
Stroke [Stroke
#2)
(10042244)*]
SACITUZUMA
MUCOSISTIS [Mucositis
B GOVITECAN
PE-009507 (10028127)*]
CMUH113- Followup (3475 ] )
22. 2024/10/8 |513-2410P Neutropenia [Neutropenia [ 1.2.3| A
REC1-046 22 SOLUTION
ER005406 (10029354)*]
FOR _
High blood pressure
INJECTION _ _
worsening [Hypertension
STUDY)
aggravated (10020773)*]
(SACITUZUM
AB
GOVITECAN)
114 #4012 p % 32 F > x 53 F
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23.

CMUH113-
REC1-046

2024/11/23

PE-009507
513-2411P
ER012448

Initial

#1)

PEMBROLIZU
MAB Solution
for injection
(pembrolizumab
)

#2)
SACITUZUMA
B GOVITECAN

(3475
SOLUTION
FOR
INJECTION
STUDY)
Injection
(SACITUZUM

AB
GOVITECAN)

Respiratory failure grade 5

[Respiratory failure

(10038695)*]

Diarrhea [Diarrhoea

(10012735)*]

1.23

24,

CMUH113-
REC1-046

2025/1/27

BR-009507
513-2501B
RA010165

Followup
4

#1)
PEMBROLIZU
MAB Solution
for injection
(pembrolizumab
)

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

GOVITECAN)

febrile neutropenia [Febrile
neutropenia (10016288)*]

2.3
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#1)
PEMBROLIZU
MAB Solution
for injection
(pembrolizumab
)
#2)
BR-009507 SACITUZUMA

CMUH113- Followup febrile neutropenia [Febrile

2025/1/27 |513-2501B B GOVITECAN ) 2.3
REC1-046 5 neutropenia (10016288)*]

RA010165 (3475
SOLUTION

FOR
INJECTION
STUDY)
(SACITUZUM
AB
GOVITECAN)

#1) MK-3475

(pembrolizumab
)

#2)

SACITUZUMA

B GOVITECAN
CN-009507 infection [Infection

CMUH113- Followup (3475

2024/12/3 |513-2412C (10021789)*] 1.2.3
REC1-046 12 SOLUTION
HNO001864 unconsciousness

FOR
INJECTION

STUDY)

(SACITUZUM
AB

GOVITECAN)

leukopenia [Leukopenia
(10024384)*]

[Unconsciousness
(10045481)*]

114 #4017 2 p % 34 F - £ 53 |
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#1) MK-3475
(pembrolizumab
)
#2) Febrile neutropenia
SACITUZUMA [Febrile neutropenia
B GOVITECAN (10016288)*]
DE-009507 , . .
CMUH113- Followup (3475 febrile neutropenia [Febrile
27. 2024/10/27 | 513-2411D ) 1231 A
REC1-046 7 SOLUTION | neutropenia (10016288)*]
EU000387 ) )
FOR Multi-organ failure
INJECTION [Multi-organ failure
STUDY) (10028154)*]
(SACITUZUM
AB
GOVITECAN)
#1)
PEMBROLIZU
MAB Solution
for injection
(pembrolizumab
| Stroke [Stroke
42) (10042244)*]
MUCOSISTIS [Mucositis
SACITUZUMA
PE-009507 (10028127)*]
CMUH113- Followup [B GOVITECAN ) )
28. 2024/10/8 |513-2410P Neutropenia [Neutropenia [ 1.2.3| A
REC1-046 23 (3475
ER005406 (10029354)*]
SOLUTION )
High blood pressure
FOR ) )
worsening [Hypertension
INJECTION
aggravated (10020773)*]
STUDY)
Injection
(SACITUZUM
AB
GOVITECAN)
114 #4012 p % 35 F % 53 F
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#1) MK-3475
(pembrolizumab
)
#2)
Febrile neutropenia
SACITUZUMA ] ]
[Febrile neutropenia
B GOVITECAN
BR-009507 (10016288)*]
CMUH113- Followup (3475 )
29. 2024/11/1 |513-2411B Infectious 23| A
REC1-046 12 SOLUTION »
RA001250 tracheobronchitis
FOR »
[Tracheobronchitis
INJECTION
(10044314)*]
STUDY)
(SACITUZUM
AB
GOVITECAN)
#1)
PEMBROLIZU
MAB Solution
for injection
(pembrolizumab
| Stroke [Stroke
42) (10042244)*]
MUCOSISTIS [Mucositis
SACITUZUMA
PE-009507 (10028127)*]
CMUH113- Followup [B GOVITECAN ) )
30. 2024/10/8 |513-2410P Neutropenia [Neutropenia [ 1.2.3| A
REC1-046 24 (3475
ER005406 (10029354)*]
SOLUTION )
High blood pressure
FOR ) ]
worsening [Hypertension
INJECTION
aggravated (10020773)*]
STUDY)
Injection
(SACITUZUM
AB
GOVITECAN)
114 # 42 2 p % 36 F % 53 F
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31.

CMUH113-
REC1-046

2025/1/27

BR-009507
513-2501B
RA010165

Followup

#1)

PEMBROLIZU
MAB Solution
for injection
(pembrolizumab
)

#2)
SACITUZUMA
B GOVITECAN

(3475
SOLUTION
FOR
INJECTION
STUDY)
(SACITUZUM

AB
GOVITECAN)

febrile neutropenia [Febrile
neutropenia (10016288)*]

2.3

32.

CMUH113-
REC1-046

2025/1/27

BR-009507
513-2501B
RA010165

Followup
7

#1)
PEMBROLIZU
MAB Solution
for injection
(pembrolizumab
)

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

GOVITECAN)

febrile neutropenia [Febrile
neutropenia (10016288)*]

2.3
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#1)
PEMBROLIZU
MAB Solution
for injection
(pembrolizumab
) Stroke [Stroke
) (10042244)*]
MUCOSISTIS [Mucositis
SACITUZUMA
PE-009507 (10028127)*]
CMUH113- Followup|B GOVITECAN ) .
33. 2024/10/8 |513-2410P Neutropenia [Neutropenia | 1.2.3| A
REC1-046 25 (3475
ER005406 (10029354)*]
SOLUTION .
High blood pressure
FOR ing [H .
worsenin ertension
INJECTION Irp
aggravated (10020773)*]
STUDY)
Injection
(SACITUZUM
AB
GOVITECAN)
1.LOCALISED
CUTANEOUS HERPES
ZOSTER[Herpes zoster]
2.SEPSIS [Sepsis]
3.ACUTE KIDNEY 1)
BLINDED | INJURY [Acute kidney |
CMUH110- 2024A0911 [follow up 3,4,
34. 2024/4/6 ANIFROLUMA injury] A
REC1-201 45 2 7:0th
B 4.INFECTION OF SKIN
er
AND SOFT TISSUED
LOWER EXTREMITIES
[Skin infection]
5.septic shock [Septic
shock]
114 # 42 2 p % 38 F % 53 F
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1.septic shock [Septic
shock]
2.LOCALISED
CUTANEOUS HERPES
ZOSTER[Herpes zoster] Lo
BLINDED 3.SEPSIS [Sepsis] o
CMUH110- 2024A0911 |follow up 3,4,
35. 2024/4/6 ANIFROLUMA 4 ACUTE KIDNEY A
REC1-201 45 3 ) 7:0th
B INJURY [Acute Kidney
er
injury]
5.INFECTION OF SKIN
AND SOFT TISSUED
LOWER EXTREMITIES
[Skin infection]
1~
CMUH113- 1) BLINDED MESENTERIC
36. 2025/1/3 |2025-00262| Initial 2~ A
REC1-095 CC-99282 ISCHEMIA
1(0) 3.7
1~
CMUH113- follow up| 1) BLINDED MESENTERIC
37. 2025/1/3 |2025-00262 2~ A
REC1-095 1 CC-99282 ISCHEMIA
1(1) 37
1) SYSTEMIC
CMUH113- 2025-01584 . 1) BLINDED INFLAMMATORY 2~
38. 2025/1/29 Initial A
REC1-095 1(0) CC-99282 |RESPONSE SYNDROME|3 ~7
2) ANEMIA
1) SYSTEMIC
INFLAMMATORY
CMUH113- 2025-01584|follow up| 1) BLINDED 2~
39. 2025/1/29 RESPONSE SYNDROME A
REC1-095 1(1) 1 CC-99282 3.7
2) ANEMIA
3) THROMBOPENIA
1~
CMUH113- 2024-16903|follow up| 1) BLINDED
40. 2024/10/24 FUNGAL PNEUMONIA | 2 ~ A
REC1-095 1(9) 9 CC-99282 3.7
1~
CMUH113- 2024-16903|follow up| 1) BLINDED
41, 2024/10/24 FUNGAL PNEUMONIA | 2 ~ A
REC1-095 1(10) 10 CC-99282 3.7
114 # 42 2 p % 39 F % 53 F
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CMUH113- 2024-19390|follow up| 1) BLINDED

42. 2024/11/26 SEVERE NEUTROPENIA[2~7] A
REC1-095 8(2) 2 CC-99282
CMUH113- 2024-19390|follow up| 1) BLINDED FEBRILE

43. 2024/11/26 2.7 A
REC1-095 8(3) 3 CC-99282 NEUTROPENIA
CMUH113- 2024-19510|follow up| 1) BLINDED 2~

44, 2024/12/13 MYELOSUPPRESSION A
REC1-095 1(2) 2 CC-99282 37
CMUH113- 2024-19510|follow up| 1) BLINDED 2~

45. 2024/12/13 MYELOSUPPRESSION A
REC1-095 1(3) 3 CC-99282 37
CMUH113- 2024-19608|follow up| 1) BLINDED

46. 2024/12/17 SEVERE NEUTROPENIA|2 7| A
REC1-095 4(1) 1 CC-99282
CMUH113- 2024-19608|follow up| 1) BLINDED

47. 2024/12/17 SEVERE NEUTROPENIA|2 7| A
REC1-095 4(2) 2 CC-99282
CMUH113- 2024-19608|follow up| 1) BLINDED

48. 2024/12/17 SEVERE NEUTROPENIA|2 7| A
REC1-095 4(3) 3 CC-99282
CMUH113- 2024-17833|follow up| 1) BLINDED LT Haemophagocytic 2~

49. 2024/11/12 o ] A
REC1-095 9(8) 8 CC-99282 Lymphohistiocytosis 3~7
CMUH113- 2024-17833|follow up| 1) BLINDED LT Haemophagocytic 2~

50. 2024/11/12 o ) A
REC1-095 9(9) 9 CC-99282 Lymphohistiocytosis 3~7
CMUH113- 2024-17833| follow | 1) BLINDED LT Haemophagocytic 2~

51. 2024/11/12 o ) A
REC1-095 9(10) upl0 CC-99282 Lymphohistiocytosis 3~7
CMUH113- 2024-19852|follow up| 1) BLINDED | 1) CUTANEOUS SEPSIS | 2 -

52. 2024/12/18 ) N A
REC1-095 2(3) 3 CC-99282 2)Infective Myositis 3~7

1) MULTIPLE ORGAN
DYSFUNCTION

CMUH113- 2025-02156 N 1) BLINDED 2~

53. 2025/2/10 Initial SYNDROME A
REC1-095 3(0) CC-99282 37

2) ACUTE
GASTROENTERITIS
114 #4012 p % 40 F > % 53 F
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#1) MK-7684A
Study (Code not
broken)
#2)
PACLITAXEL
(7684A-007
STUDY)
CMUH111- 2411USAO |Followup ) Hypontaremia
54, 2024/10/16 (paclitaxel) ] 23| A
REC1-019 00370 3 o [Hyponatraemia]
Injection
#3)
CARBOPLATI
N (7684A-007
STUDY)
(carboplatin)
Injection
#1) pulmonary
PEMBROLIZU thromboembolism
MAB [Pulmonary
(pembrolizumab thromboembolism
) (10037436)*]
#2) Immune-mediated
PEMETREXED pneumonitis
CL-009507 ]
(7684A-007 [Immune-mediated
CMUH111- 513- Followup »
55. 2024/1/22 STUDY) pneumonitis (10082452)*]| 1.3 | A
REC1-019 2401CHLO 29 ] ]
(Pemetrexed) Sepsis [Sepsis
14576
#3) (10040047)*]
CARBOPLATI |acute myocardial infarction
N (7684A-007 [Acute myocardial
STUDY) infarction (10000891)*]
(carboplatin) pneumonia bacterial
#4) [Pneumonia bacterial
PREDNISONE (10060946)*]
114 #4017 2 p % 41 7 - £ 53 |
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#1)
Vibostolimab pneumonia bacterial
(+) [Pneumonia bacterial
pembrolizumab (10060946)*]
Vs, pulmonary
Pembrolizumab thromboembolism
(F****) [Pulmonary
#2) thromboembolism
CL-009507
PEMETREXED (10037436)*]
CMUH111- 513- Followup i
56. 2024/1/22 (7684A-007 Immune-mediated 13 A
REC1-019 2401CHLO 30 -
STUDY) pneumonitis
14576 .
(Pemetrexed) [Immune-mediated
#3) pneumonitis (10082452)*]
CARBOPLATI Sepsis [Sepsis
N (7684A-007 (10040047)*]
STUDY) acute myocardial infarction
(carboplatin) [Acute myocardial
#4) infarction (10000891)*]
PREDNISONE
114 #4017 2 p % 42 F - £ 53 |
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#1)
PEMETREXED
(7684A-007
STUDY)
Injection
(Pemetrexed)
#2)
CARBOPLATI

FR-009507 N (7684A-007
CMUH111-

Followup Nephropathy [Nephropathy
2023/3/10 |513-2303F STUDY) 23 | A
REC1-019 15

o (10029151)*]
RA006640 Injection

(carboplatin)
#3)
Vibostolimab
(+)
pembrolizumab

Vs,

Pembrolizumab

(*****)
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#1)
Vibostolimab pneumonia bacterial
(+) [Pneumonia bacterial
pembrolizumab (10060946)*]
Vs, pulmonary
Pembrolizumab thromboembolism
(F****) [Pulmonary
#2) thromboembolism
CMUH11L CL-009507 Followup PEMETREXED (10037436)*]
58. 2024/1/22 [513-2401C (7684A-007 Immune-mediated 1.3 A
REC1-019 31
HL014576 STUDY) pneumonitis
(Pemetrexed) [Immune-mediated
#3) pneumonitis (10082452)*]
CARBOPLATI Sepsis [Sepsis
N (7684A-007 (10040047)*]
STUDY) acute myocardial infarction
(carboplatin) [Acute myocardial
#4) infarction (10000891)*]
PREDNISONE
114 # 47 2 p % 44 F > £ B3 F
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#1)
Vibostolimab pulmonary
(+) thromboembolism
pembrolizumab [Pulmonary
Vs. thromboembolism
Pembrolizumab (10037436)*]
(F****) Immune-mediated
#2) pneumonitis
CL-009507 PEMETREXED [Immune-mediated
CMUH111- Followup .
59. 2024/1/22 |513-2401C (7684A-007 | pneumonitis (10082452)*]| 1.3 | A
REC1-019 32 _ _
HL014576 STUDY) Sepsis [Sepsis
(Pemetrexed) (10040047)*]
#3) acute myocardial infarction
CARBOPLATI [Acute myocardial
N (7684A-007 | infarction (10000891)*]
STUDY) pneumonia bacterial
(carboplatin) [Pneumonia bacterial
#4) (10060946)*]
PREDNISONE
CMUH113- AR2024159| Follow | Dostarlimab vs | Cardiopulmonary arrest,
60. 2024/12/16 1-31 A
REC1-023 481 up 1 Placebo Dyspnea
CMUH113- IN2025006 . Dostarlimab vs
61. 2025/1/18 Initial Dyspnea 1 A
REC1-023 488 Placebo
CMUH113- IN2025006 | Follow | Dostarlimab vs
62. 2025/1/17 Dyspnea 1 A
REC1-023 488 up 1 Placebo
CMUH113- IN2025006 | Follow | Dostarlimab vs
63. 2025/1/17 Dyspnea 1 A
REC1-023 488 up 2 Placebo
CMUH113- IN2025006 | Follow | Dostarlimab vs
64. 2025/1/17 Dyspnea 1 A
REC1-023 488 up 3 Placebo
114 #4012 p % 45 F > % 53 F
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#1) BCG LIVE
(BCG)
#2) .
CN-009507 retroperitoneal hematoma
CMUH110- PEMBROLIZU
65. 2025/1/31 |513-222887| Initial ) [Retroperitoneal 2 A
REC1-156 MAB Solution
3 o haematoma (10058360)*]
for injection
(pembrolizumab
)
#1) BCG LIVE
(BCG)
#2) )
CN-009507 retroperitoneal hematoma
CMUH110- Followup | PEMBROLI1ZU
66. 2025/1/31 [513-222887 [Retroperitoneal 2 A
REC1-156 1 MAB Solution
3 S haematoma (10058360)*]
for injection
(pembrolizumab
)
#1) BCG LIVE
(BCG) retroperitoneal hematoma
#2) [Retroperitoneal
CN-009507
CMUH110- Followup | PEMBROLIZU | haematoma (10058360)*]
67. 2025/1/31 |513-222887 ) _ _ ) 2 A
REC1-156 3 2 MAB Solution | Gastrointestinal bleeding
for injection [Gastrointestinal bleed
(pembrolizumab (10017935)*]
)
#1)
PEMBROLIZU
MAB Solution | retroperitoneal hematoma
for injection [Retroperitoneal
CN-009507 )
CMUH110- Followup [ (pembrolizumab | haematoma (10058360)*]
68. 2025/1/31 [513-222887 _ _ ) 2 A
REC1-156 3 3 ) Gastrointestinal bleeding
#2) BCG LIVE | [Gastrointestinal bleeding
Powder For (10017936)*]
Instillation Fluid
(BCG)
114 # 42 2 p % 46 F > % 53 F
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#1)
PEMBROLIZU | Pneumonitis (immune
MAB Solution checkpoint inhibitor
for injection association)
CN-009507 ) )
CMUH110- Followup [ (pembrolizumab [Immune-mediated
69. 2024/11/28 | 513-2412C » 2,3 A
REC1-156 2 ) pneumonitis (10082452)*]
HN001898 . .
#2) BCG LIVE Bacterial pneumonia
Powder For [Pneumonia bacterial
Instillation Fluid (10060946)*]
(BCG)
#1)
PEMBROLIZU | Pneumonitis (immune
MAB Solution checkpoint inhibitor
for injection association)
CN-009507 ] )
CMUH110- Followup [ (pembrolizumab [Immune-mediated
70. 2024/11/28 | 513-2412C » 2,3 A
REC1-156 3 ) pneumonitis (10082452)*]
HN001898
#2) BCG LIVE Bacterial pneumonia
Powder For [Pneumonia bacterial
Instillation Fluid (10060946)*]
(BCG)
BLINDED
STUDY Pneumonia;Gastroenteritis;
CMUH112- ONO-2024- N
71. 2024/3/8 FU16 |MEDICATION(| Enterocolitis;General 13 A
REC1-204 017770
BLINDED Weakness;Pneumonia
THERAPY)
BLINDED
STUDY Pneumonia;Gastroenteritis;
CMUH112- ONO-2024- N
72. 2024/3/8 FU17 |[MEDICATION(| Enterocolitis;General 123 A
REC1-204 017770
BLINDED Weakness;Pneumonia
THERAPY)
BLINDED
STUDY Pneumonia;Gastroenteritis;
CMUH112- ONO-2024- N
73. 2024/3/8 FU18 [MEDICATION(| Enterocolitis;General 1,23 A
REC1-204 017770
BLINDED Weakness;Pneumonia
THERAPY)
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Livmoniplimab |Progression of pre-existing
CMUH109- IL-ABBVI |Follow-u| (ABBV-151), cancer,
74. 2023/11/1 o ) o 13| A
REC1-100 E-5479106 p1l Budigalimab Acute kidney injury,
(ABBV-181) | Small bowel obstruction
Livmoniplimab
CMUH109- IL-ABBVI |Follow-u| (ABBV-151), |Progression of pre-existing
75. 2023/11/22 o 1231 A
REC1-100 E-5510440 p6 Budigalimab cancer
(ABBV-181)
Livmoniplimab
CMUH109- ES-ABBVI |Follow-u| (ABBV-151), |Progression of pre-existing
76. 2023/7/27 o 12 | A
REC1-100 E-5767051 p4 Budigalimab cancer
(ABBV-181)
Livmoniplimab
CMUH109- AU-ABBVI|Follow-u| (ABBV-151), |Progression of pre-existing
7. 2024/5/29 o 131 A
REC1-100 E-5782630 p7 Budigalimab cancer
(ABBV-181)
Livmoniplimab
CMUH109- IL-ABBVI |Follow-u| (ABBV-151), | Worsening of bacteremia
78. 2024/5/30 o ) 123 A
REC1-100 E-5785788 p6 Budigalimab due to E. Coli
(ABBV-181)
Livmoniplimab ) o
Progression of pre-existing
CMUH109- US-ABBVI|Follow-u| (ABBV-151),
79. 2024/6/24 o cancer, 123 A
REC1-100 E-5818413 p6 Budigalimab S
Blood bilirubin increased
(ABBV-181)
Livmoniplimab ) o
Progression of pre-existing
CMUH109- US-ABBVI|Follow-u| (ABBV-151),
80. 2024/5/23 o cancer, 123 A
REC1-100 E-5870157 p3 Budigalimab ]
Cancer related pain
(ABBV-181)
Livmoniplimab
CMUH109- US-ABBVI|Follow-u| (ABBV-151), ) )
81. 2024/8/5 o Disease progression  |123| A
REC1-100 E-5871870 p5 Budigalimab
(ABBV-181)
HR-ABBVI 1. INFARCTUS
CMUH105- follow up L
82. 2018/6/14 |E-18P-216- Upadacitinib MYOCARDII 2,31 A
REC1-043 6
2423544-00 ACUTUS-NSTEMI
114 #4012 p % 48 F > % 53 F
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RU-ABBVI 1. SEVERE SEPSIS
CMUH105- follow up o 1,2,
83. 2022/7/19 |E-22K-251- Upadacitinib 2. PURULENT A
REC1-043 8 3
4485939-00 EPIDURITIS
1.HEART FAILURE
CMUH105- HU-ABBVI|follow up
84. 2023/3/14 Upadacitinib 2. ATYPICAL 1,2 A
REC1-043 E-4746111 6
PNEUMONIA
1. MYELODYSPLASTIC
CMUH105- EE-ABBVI [follow up o
85. 2023/6/22 Upadacitinib SYNDROME WITH 1,3 A
REC1-043 E-5302077 8
EXCESS BLASTS
1. ST-ELEVATION
MYOCARDIAL
CMUH105- US-ABBV!I [follow up o
86. 2023/7/3 Upadacitinib INFARCTION 2,3 A
REC1-043 E-5322192 8
2. ACUTE SYSTOLIC
HEART FAILURE
US-ABBVI
CMUH105- follow up o 1. SEVERE IRON
87. 2021/3/26 (E-21P-163- Upadacitinib 3 A
REC1-043 11 DEFICIENCY ANEMIA
3840768-00
1. PURULENT
HU-ABBVI
CMUH105- follow up o MENINGITIS
88. 2018/6/2 |E-18P-076- Upadacitinib 1,3 A
REC1-043 24 2. PLEUROPNEUMONIA
2404362-00
3. SEPSIS
1. ACUTE
RESPIRATORY
ZA-ABBVI
CMUH105- follow up o DISTRESS SYNDROME | 1, 2,
89. 2018/7/1 |E-18P-143- Upadacitinib A
REC1-043 20 2. BILATERAL 3,4
2437059-00
PNEUMONIA
3. SEPTIC SHOCK
1. INFILTRATIVE
RU-ABBVI
CMUH105- follow up o METASTATIC GASTRIC
90. 2018/3/31 |E-18P-251- Upadacitinib 2,3 A
REC1-043 16 CANCER.
2338307-00
ADENOCARCINOMA
114 # 42 2 p % 49 7 > % 53 F
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1. COMMUNITY
PNEUMONIA DUE TO
STAPHYLCOCCUS
AUREUS METHICILLIN
CL-ABBVI
CMUH105- follow up o RESISTANT
91. 2019/6/19 |E-19P-034- Upadacitinib 2,31 A
REC1-043 36 2. COMPLICATED
2845233-00
RIGHT PLEURAL
EFFUSION WITH
DECORTISED RIGHT
PLEURAL EMPYEMA
BA-ABBVI 1.CARDIAC
CMUH105- follow up 1,2,
92. 2021/3/19 |E-21P-211- Upadacitinib [ RESPIRATORY ARREST A
REC1-043 11 3
3865651-00 2. COVID-19 INFECTION
1. ST-ELEVATION
MYOCARDIAL
CMUH105- US-ABBVI |follow up o
93. 2023/7/3 Upadacitinib INFARCTION 2,3 A
REC1-043 E-5322192 9
2. ACUTE SYSTOLIC
HEART FAILURE
1. BOWEL
CMUH105- US-ABBVI [follow up o 2,3,
94, 2023/2/15 Upadacitinib PERFORATION A
REC1-043 E-5404862 6 4
2. SEPSIS
CMUH105- CO-ABBVI|follow up o 1. PULMONARY
95, 2024/3/14 Upadacitinib 2,3 A
REC1-043 E-5721196 7 THROMBOEMBOLISM
[iR) REATIH -
QR #F i# }i‘ is 1 IE % ﬁ
4
A * ¢ St N FENF

[DSMB ;-3 :d )
*AkGEpH 12024 &£ 12 7 13 p
DSMB Meeting and Recommendation (Meeting date:

1. | CMUH111-REC1-191 | % i= ¥ | 13-Dec-2024) [19-Dec-2024]
[DSMB -2k )
*AckG i p g 12024 & 12 7 13 p
DSMB Recommendation (13-Dec-2024) [16-Dec-2024]
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\L.
k3

[ DSMB -3k 5]
ARG Y D114 8020 28 p

4. | CMUH110-REC1-138

W
\L
3!

[z % 242 )

*ikgk % 1 24 1 INCMOR00208

* MM AR A WRFI2024 £ 010 31 p I 2024 & 07
130 p

[ 8% 2444 ]

*:#Z ¥ £ 4 1 INCMOR00208

*p MMAR 2 W i2024# 07 7 31 p 3 2025 & 01
130 p

(2]

*n % : DEVELOPMENT SAFETY UPDATE REPORT
(DSUR) No. 12 (31Jul2023-30Jul2024)

5. | CMUH111-REC1-010

L2

[ 8% >4 ]
*E% ¥ A ¢ Efavaleukin Alfa
*E MMIELEEF 2024 £ 07 2 01 p 2 2024 & 12
" 31F

6. | CMUH111-REC1-191

[z % 2144 ]
*E% ¥4 AL - MORF-057
*E > MHERLHRF 2024 087 08 p I 2025 & 02
107 p
Line Listing of Suspected Unexpected Serious Adverse
Reactions (Reporting period: from 08-Aug-2024 to
07-Feb-2025) [13-Feb-2025]

CMUH111-REC-1-22
8
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*5k 1 V10
*p gy 2024 # 10 ¥ 15 p

8. | CMUH107-REC1-105
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*E%k ¥ 4 AL Venetoclax
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28 p
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H
‘1_
s

[H]
*nE oD BERIRL £ 0 ABT-263: M19-753 V19.0 -
Uniques dated 01 Dec 2023

T & > M3 3R ABT-263/navitoclax Blinded and
Open Label Suspected Unexpected Serious Adverse
Reactions (B-SUSAR) Line Listing; 15 January 2024 -
14 July 2024
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[z 22 ]
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*E rMHFLYF

02-Aug-2024 ~01-Feb-2025

[z % 2144 ]

11. | CMUH110-REC1-114

H
\1_
s

12. | CMUH112-REC1-036

Y R A
13. | CMUHI13-RECI-111 | %% 5 | 1 e * AZDTT98

*% pMAFLYEF 13060 30p 3 114 # 12
128 p

[z# % 2144 ]
*iEkok E e AL ONO-4578

*x pMHIp2 B RE2024 #0107 06 p 3 2025 & 01
105p
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*x p AR LA p 2025 & 020 27 p
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) 2 A *E%k ¥ AL ¢ Giredestrant

* rPFLHPF 1132047 03p I 113 # 10
P02 p

[DSMB ;i34 i 4]
*lk i p g 12024 & 100 8 p
[z % 242 ]

*Eok ¥4 A 0 PF-06823859(Dazukibart)
*E rMHARLYEF 12022 % 12 10p I 2023 F 6
"9 p

(a2 2pdp ]
*iRE ¥ ¢ fiL 1 PF-06823859(Dazukibart)
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[z 242 )
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16. | CMUH112-REC1-152
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17. | CMUH112-REC1-196
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