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1.Pulmonary
1,23,
. embolism
CMUH112- 2023A2065 [follow up Blinded for 7:lmportan
1. 2023/9/8 ) 2.Lower ) A
REC2-096 11 1 Investigator t medical
respiratory tract
event
infection
CMUH109- 2022-ARC-| Follow Neutropenic
2. 2022/8/20 Carboplatin ) 1 A
REC2-183 000275 up 9 sepsis
CMUH109- 2022-ARC-| Follow ) Neutropenic
3. 2022/8/20 Carboplatin ) 1 A
REC2-183 000275 up 10 sepsis
CMUH109- 2022-ARC-| Follow ] Neutropenic
4. 2022/8/20 Carboplatin ) 1 A
REC2-183 000275 up 11 sepsis
Brain
CMUH109- 2023-ARC-| Follow
5. 2023/2/22 Pemetrexed herniation;lschae 1 A
REC2-183 000065 up 7 ]
mic stroke
CMUH109- 2023-ARC-| Follow Acute kidney
6. 2023/8/14 Zimberelimab o 1 A
REC2-183 000375 up 2 injury
CMUH109- 2023-ARC-| Follow Acute kidney
7. 2023/8/14 Zimberelimab o 1 A
REC2-183 000375 up 3 injury
CMUH109- 2023-ARC-| Follow Acute kidney
8. 2023/8/14 Zimberelimab 1 A
REC2-183 000375 up 4 injury
CMUH109- 2023-ARC-| Follow Acute kidney
9. 2023/8/14 Zimberelimab 1 A
REC2-183 000375 up 5 injury
CMUH109- 2023-ARC-| Follow Acute kidney
10. 2023/8/14 Zimberelimab 1 A
REC2-183 000375 up 6 injury
CMUH109- 2023-ARC- Zimberelimab and Tumour
11. 2023/9/15 Initial ) 1 A
REC2-183 000508 Domvanalimab haemorrhage
CMUH109- 2023-ARC- Zimberelimab and
12. 2023/9/23 Initial Pneumonitis 1 A
REC2-183 000538 Domvanalimab
CMUH109- Follow
13. 2021/4/14 | 2812834 RO7223188 FATAL COLITIS 1,3 A
REC2-179 up 5
LIFE
CMUH109- Follow
14. 2021/10/14 | 2944827 RO5541267 THREATENING | 1,2,3 A
REC2-179 up 5
SEPSIS
112 # 12 % 20 p % 30 F>x 51 |
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LIFE
CMUH109- Follow
15. 2021/10/14 | 2944827 RO7092284 THREATENING | 1,2,3 A
REC2-179 up 5
SEPSIS
LIFE
CMUH109- Follow
16. 2021/10/14 | 2944827 RO7223188 THREATENING | 1,2,3 A
REC2-179 up 5
SEPSIS
CMUH109- Follow FATAL
17. 2022/2/24 | 3036930 RO5541267 1,3 A
REC2-179 up 3 PNEUMONITIS
CMUH109- Follow FATAL
18. 2022/2/24 | 3036930 RO7092284 1,3 A
REC2-179 up 3 PNEUMONITIS
LIFE
CMUH109- Follow
19. 2021/8/27 | 2901352 R0O5541267 THREATENING 2,3 A
REC2-179 up 3
TYPHLITIS
Pneumonitis
#1) MK-3475 Study
Alanine
(Code not broken) ]
aminotransferase
#2 ) CISPLATIN ]
CMUH109- 2307CHNO |Followup increased
20. 2023/7/12 FOR JAPAN 2,3 A
REC2-155 12350 28 43) Pneumonia
Hepatic function
5-FLUOROURACIL
abnormal
FOR JAPAN
Dermatitis
Febrile
#1) MK-3475 Study )
neutropenia
(Code not broken)
Febrile
#2 ) CISPLATIN )
CMUH109- 2310PRTO00|Followup neutropenia
21. 2023/10/1 FOR JAPAN 1,3 A
REC2-155 0617 3 4) Septic shock
Multiple organ
5-FLUOROURACIL )
dysfunction
FOR JAPAN
syndrome
112 # 12 % 20 p % 31 7% 51 |
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#1) MK-3475 Study
(Code not broken)
#2 ) CISPLATIN
FOR JAPAN
#3)
CMUH109- 2311PRTO0O0|Followup | 5-FLUOROURACIL )
22, 2023/10 Septic shock 1 A
REC2-155 0276 1 FOR JAPAN
#4) OXALIPLATIN
FOR JAPAN
#5)
LEVOLEUCOVORI
N FOR JAPAN
Multiple organ
#1) MK-3475 Study )
dysfunction
(Code not broken)
syndrome
#2 ) CISPLATIN ]
CMUH109- 2310PRTO00|Followup Febrile
23. 2023/10/1 FOR JAPAN 1,3 A
REC2-155 0617 4 43) neutropenia
Febrile
5-FLUOROURACIL )
neutropenia
FOR JAPAN
Septic shock
Febrile
#1) MK-3475 Study )
neutropenia
(Code not broken) _
Febrile
#2 ) CISPLATIN
CMUH109- 2310PRTO00|Followup neutropenia
24. 2023/9/30 FOR JAPAN ) 1,3 A
REC2-155 0617 5 4) Multiple organ
dysfunction
5-FLUOROURACIL
syndrome
FOR JAPAN
Septic shock

112 # 12 % 20 p
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Dermatitis
#1) MK-3475 Study N
Pneumonitis
(Code not broken)
Alanine
#2 ) CISPLATIN
CMUH109- 2307CHNO |Followup aminotransferase
25. 2023/7/12 FOR JAPAN 2,3 A
REC2-155 12350 29 4) increased
Pneumonia
5-FLUOROURACIL
Hepatic function
FOR JAPAN
abnormal
#1) MK-3475 Study
Platelet count
(Code not broken)
decreased
#2 ) CISPLATIN
CMUH109- 2310CHNO |Followup Platelet count
26. 2023/10/12 FOR JAPAN 2,3 A
REC2-155 07022 9 4) decreased
Platelet count
5-FLUOROURACIL
decreased
FOR JAPAN
Dermatitis
#1) MK-3475 Study .
Pneumonitis
(Code not broken)
Alanine
#2 ) CISPLATIN
CMUH109- 2307CHNO |Followup aminotransferase
27. 2023/7/12 FOR JAPAN 2,3 A
REC2-155 12350 30 4) increased
Pneumonia
5-FLUOROURACIL
Hepatic function
FOR JAPAN
abnormal
#1) MK-3475 Study
Platelet count
(Code not broken)
decreased
#2 ) CISPLATIN
CMUH109- 2310CHNO |Followup Platelet count
28. 2023/10/12 FOR JAPAN 2,3 A
REC2-155 07022 10 4) decreased
Platelet count
5-FLUOROURACIL
decreased
FOR JAPAN

112 # 12 % 20 p
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Dermatitis
#1) MK-3475 Study N
Pneumonitis
(Code not broken)
Hepatic function
#2 ) CISPLATIN
CMUH109- 2307CHNO |Followup abnormal
29. 2023/7/12 FOR JAPAN 2,3 A
REC2-155 12350 31 4) Pneumonia
Alanine
5-FLUOROURACIL
aminotransferase
FOR JAPAN ]
increased
#1) MK-3475 Study
Platelet count
(Code not broken)
decreased
#2 ) CISPLATIN
CMUH109- 2310CHNO |Followup Platelet count
30. 2023/10/12 FOR JAPAN 2,3
REC2-155 07022 11 4) decreased
Platelet count
5-FLUOROURACIL
decreased
FOR JAPAN

112 # 12 % 20 p
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31.

CMUH108-
REC2-134

2020/12/15

2309BRA0
02318

Followup
13

#1 ) MK-3475 Study
(Code not broken);
Regimen #1
#1 ) MK-3475 Study
(Code not broken);
Regimen #2
#2) CISPLATIN
FOR JAPAN (3475
SOLUTION FOR
INJECTION
STUDY) (cisplatin)
Intravenous infusion;
Regimen #1
#2 ) CISPLATIN
FOR JAPAN (3475
SOLUTION FOR
INJECTION
STUDY) (cisplatin)
Intravenous infusion;
Regimen #2
#3) GEMCITABINE
FOR JAPAN (3475
SOLUTION FOR
INJECTION
STUDY)
(gemcitabine)
Intravenous infusion;
Regimen #1
#3) GEMCITABINE

FOR JAPAN (3475
SOLUTION FOR
INJECTION
STUDY)
(gemcitabine)

Intravenous infusion;

Regimen #2

immune-mediated

hepatitis

[Immune-mediate

d hepatitis]

2,3

112 # 12 % 20 p
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#1) MK-7902 Colitis [Colitis]
CMUH109- 2310USAO |Followup ]
32. 2023/9/25 #2) Septic Shock 2,37 A
REC2-158 00107 9
PEMBROLIZUMAB | [Septic shock]
Intracranial
hemorrhage
[Haemorrhage
intracranial]
#1) Malignant
CMUH109- 2305CHNO |Followup
33. 2023/5/12 PEMBROLIZUMAB neoplasm 2,3 A
REC2-158 04756 25 )
#2 ) MK-7902 progression
[Malignant
neoplasm
progression]
seizure [Seizure]
Anaphylaxis
#1) MK-7902 [Anaphylactic
#2) reaction]
PEMBROLIZUMAB malignant
CMUH109- 2212CHLO |Followup
34. 2022/12/7 #3) OXALIPLATIN neoplasm 1,37 A
REC2-158 03823 27 )
#4) LEUCOVORIN progression
#5) [Malignant
5-FLUOROURACIL neoplasm
progression]
Anaphylaxis
#1) MK-7902 [Anaphylactic
#2) reaction]
PEMBROLIZUMAB malignant
CMUH109- 2212CHLO |Followup
35. 2022/12/7 #3) OXALIPLATIN neoplasm 1,37 A
REC2-158 03823 28 )
#4) LEUCOVORIN progression
#5) [Malignant
5-FLUOROURACIL neoplasm
progression]

112 # 12 % 20 p
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#1) MK-7902
#2)
PEMBROLIZUMAB |gastric perforation
CMUH109- 2304DEUO |Followup
36. 2023/4/20 #3) OXALIPLATIN [Gastric 1,3 A
REC2-158 09003 9
#4) perforation]
5-FLUOROURACIL
#5) LEUCOVORIN
#1) MK-7902 Colitis [Colitis]
CMUH109- 2310USAO0 |Followup )
37. 2023/9/25 #2) Septic Shock 2,37 A
REC2-158 00107 10 )
PEMBROLIZUMAB | [Septic shock]
malignant
neoplasms
progression
[Malignant
neoplasm
progression]
#1) OXALIPLATIN upper
CMUH109- 2202CHNO |Followup ) ]
38. 2022/1/24 #2) gastrointestinal 1,3 A
REC2-158 05243 22
CAPECITABINE hemorrhage
[Upper
gastrointestinal
haemorrhage]
Decreased platelet
count [Platelet
count decreased]
Upper digestive
tract bleeding
#1) MK-7902 [Upper
CMUH109- 2302COLO0 |Followup ) )
39. 2023/2/1 #2) gastrointestinal 1,3 A
REC2-158 00869 9
PEMBROLIZUMAB | haemorrhage]
Delirium
[Delirium]
112 # 12 % 20 p % 37 % 51 |
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#1) MK-7902 pulmonary
#2) thromboembolism
PEMBROLIZUMAB [Pulmonary
CMUH109- 2203ARGO |Followup
40. 2022/3/10 #3) OXALIPLATIN embolism] 1,2,3 A
REC2-158 04371 20
#4 ) LEUCOVORIN COVID-19
#5) infection
5-FLUOROURACIL | [COVID-19]
#1) MK-7902
#2)
PEMBROLIZUMAB pulmonary
CMUH109- 2205FRAOQ |Followup
41, 2022/4/28 #3) OXALIPLATIN | abscess [Lung 2,3 A
REC2-158 02319 14
#4) abscess]
5-FLUOROURACIL
#5) LEUCOVORIN
#1) MK-7902 Colitis [Colitis]
CMUH109- 2310USAO0 |Followup )
42, 2023/9/25 #2) Septic Shock 2,37 A
REC2-158 00107 11 )
PEMBROLIZUMAB | [Septic shock]
#1) MK-7902
CMUH109- 2302COLO |Followup Delirium
43. 2023/2/1 #2) o 13 A
REC2-158 00869 10 [Delirium]
PEMBROLIZUMAB
Intracranial
hemorrhage
#1) MK-7902 [Haemorrhage
CMUH109- 2211CHNO |Followup
44, 2022/11/16 #2) intracranial] 1,23 A
REC2-158 05987 10
PEMBROLIZUMAB Death
NOS(Unexplained
death) [Death]
Encephalitis
[Encephalitis]
#1) generalized
CMUH109- 2206 TURO |Followup
45, 2022/5/25 PEMBROLIZUMAB myopathy 123 | A
REC2-158 05307 43
#2 ) MK-7902 [Myopathy]
Hypertension
[Hypertension]
112 # 12 % 20 p % 38 F % 51 |
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#1) MK-7902 Colitis [Colitis]
CMUH109- 2310USAO |Followup ]
46. 2023/9/25 #2) Septic Shock 2,37 A
REC2-158 00107 12
PEMBROLIZUMAB | [Septic shock]
Intracranial
hemorrhage
[Haemorrhage
intracranial]
#1) Malignant
CMUH109- 2305CHNO |Followup
47, 2023/5/12 PEMBROLIZUMAB neoplasm 2,3 A
REC2-158 04756 26 )
#2 ) MK-7902 progression
[Malignant
neoplasm
progression]
seizure [Seizure]
Intracranial
#1) MK-7902
CMUH109- 2211CHNO |Followup hemorrhage
48. 2022/11/16 #2) 1,2,3 A
REC2-158 05987 11 [Haemorrhage
PEMBROLIZUMAB| _
intracranial]
Encephalitis
[Encephalitis]
#1) generalized
CMUH109- 2206 TURO |Followup
49, 2022/5/25 PEMBROLIZUMAB myopathy 1,2,3 A
REC2-158 05307 44
#2 ) MK-7902 [Myopathy]
Hypertension
[Hypertension]
#1) MK-7902
#2)
PEMBROLIZUMAB |gastric perforation
CMUH109- 2304DEUO |Followup
50. 2023/4/20 #3) OXALIPLATIN [Gastric 1,3 A
REC2-158 09003 10 )
#4) perforation]
5-FLUOROURACIL
#5) LEUCOVORIN
112 # 12 % 20 p % 39 7% 51 |
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Intracranial
#1) MK-7902
CMUH109- 2211CHNO |Followup hemorrhage
51. 2022/11/16 #2) 1,2,3 A
REC2-158 05987 12 [Haemorrhage
PEMBROLIZUMAB
intracranial]
#1) MK-7902
#2) gastric perforation
PEMBROLIZUMAB with septic
CMUH109- 2304DEUO [Followup ]
52. 2023/4/20 #3) OXALIPLATIN | decompensation 1,3 A
REC2-158 09003 11 )
#4) [Gastric
5-FLUOROURACIL perforation]
#5) LEUCOVORIN
Encephalitis
[Encephalitis]
generalized
#1) MK-7902 myopathy
CMUH109- 2206 TURO |Followup
53. 2022/5/25 #2) [Myopathy] 1,2,3 A
REC2-158 05307 45 )
PEMBROLIZUMAB/| Hypertension
[Hypertension]
encephalitis
[Encephalitis]
Intracranial
#1) MK-7902
CMUH109- 2211CHNO |Followup hemorrhage
54, 2022/11/16 #2) 1,2,3 A
REC2-158 05987 13 [Haemorrhage
PEMBROLIZUMAB
intracranial]
Encephalitis
[Encephalitis]
#1) MK-7902 generalized
CMUH109- 2206 TURO |Followup
55. 2022/5/25 #2) myopathy 1,2,3 A
REC2-158 05307 46
PEMBROLIZUMAB| [Myopathy]
Hypertension
[Hypertension]
112 # 12 % 20 p % 40 7 > % 51 |
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#1) MK-7902 Respiratory
#2) insufficiency
PEMBROLIZUMAB| [Respiratory
CMUH109- 2110CHLO |Followup
56. 2021/10/4 #3) OXALIPLATIN failure] 1,3 A
REC2-158 01474 12 ] )
#4) LEUCOVORIN | Sepsis abdominal
#5) focus [Abdominal
5-FLUOROURACIL sepsis]
Upper digestive
tract bleeding
#1) MK-7902 [Upper
CMUH109- 2302COLO0 |Followup ) )
57. 2023/2/1 #2) gastrointestinal 1,3 A
REC2-158 00869 11
PEMBROLIZUMAB | haemorrhage]
Delirium
[Delirium]
#1) MK-7902
#2)
PEMBROLIZUMAB |gastric perforation
CMUH109- 2304DEUO [Followup )
58. 2023/4/20 #3) OXALIPLATIN [Gastric 1,3 A
REC2-158 09003 12 )
#4) perforation]
5-FLUOROURACIL
#5) LEUCOVORIN
#1) MK-7902 Cardiac
#2) insufficiency
CMUH109- 2111FRAQ0|Followup | PEMBROLIZUMAB | [Cardiac failure]
59. 2021/10/18 2,3 A
REC2-158 8897 32 #3) dyspnea on effort
CAPECITABINE [Dyspnoea
#4 ) OXALIPLATIN exertional]

112 # 12 % 20 p
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Intracranial
hemorrhage
[Haemorrhage
intracranial]
#1) Malignant
CMUH109- 2305CHNO |Followup
60. 2023/5/12 PEMBROLIZUMAB neoplasm 2,3 A
REC2-158 04756 27
#2) MK-7902 progression
[Malignant
neoplasm
progression]
seizure [Seizure]
Gastrointestinal
bleeding
#1) OXALIPLATIN o
CMUH109- 2203CHNO |Followup [Gastrointestinal
61. 2022/3/24 #2) 1,3 A
REC2-158 09107 20 haemorrhage]
CAPECITABINE o
lung infection
[Pneumonia]
#1) MK-7902
#2)
CMUH109- 2207CHNO |Followup| PEMBROLIZUMAB| lung infection
62. 2022/7/2 ) 1,3 A
REC2-158 01119 29 #3) [Pneumonia]
CAPECITABINE
#4) OXALIPLATIN
#1) MK-7902
#2)
PEMBROLIZUMAB |gastric perforation
CMUH109- 2304DEUO [Followup )
63. 2023/4/20 #3) OXALIPLATIN [Gastric 1,3 A
REC2-158 09003 13 )
#4) perforation]
5-FLUOROURACIL
#5) LEUCOVORIN

112 # 12 % 20 p
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malignant
neoplasms
progression
[Malignant
neoplasm
progression]
#1) OXALIPLATIN upper
CMUH109- 2202CHNO |Followup
64. 2022/1/24 #2) gastrointestinal 1,3 A
REC2-158 05243 23
CAPECITABINE hemorrhage
[Upper
gastrointestinal
haemorrhage]
Decreased platelet
count [Platelet
count decreased]
CMUH108- 2311USA0 Endocarditis
65. 2023/10/27 INITIAL #1) MK-3475 1 A
REC2-169 07180 [Endocarditis]
CMUH108- 2311USA0 | FOLLO Endocarditis
66. 2023/10/27 #1) MK-3475 N 1 A
REC2-169 07180 | WUP: 1 [Endocarditis]
CMUH108- 2311USA0 | FOLLO Endocarditis
67. 2023/10/27 #1) MK-3475 N 1 A
REC2-169 07180 | WUP: 2 [Endocarditis]
1)
MULTI-ORGANI
CMUH109- 202204502 [follow-up
68. 2022/4/15 JNJ-75348780 C FAILURE 1,2,3,7 A
REC2-192 49(28) 28
2) CRS
3) FEVER
112 # 12 % 20 p % 43 F > % 51 |




CAFRAEERRFRFLIRELR G- F 5 AR ¢

—F-LCERFLZXTEEBRES( PR
)3 X 2R | RE T
AESE [ FAp P G L 1 2 A L5
5 3+ i & =
#1) GEMCITABINE
(3475 SOLUTION
FOR INJECTION
STUDY)
(gemcitabine)
Intravenous infusion
#2 ) CISPLATIN ) )
intra-abdominal
(3475 SOLUTION
abscess
FOR INJECTION )
) . [Abdominal
STUDY) (cisplatin)
abscess]
CMUH111- 2112JPNOO |Followup #3) DEXART )
69. 2021/10/28 Worsening of type 2.3 A
REC2-084 4783 7 (DEXAMETHASON )
2 diabetes [Type 2
E SODIUM
diabetes mellitus]
PHOSPHATE) ]
] Bacteremia
Solution for _
S [Bacteraemia]
injection/infusion, 6.6
milligram
#4 ) DECADRON
[DEXAMETHASON
E]
(DEXAMETHASON
E) Tablet
#1) GEMCITABINE
(3475 SOLUTION
FOR INJECTION
STUDY) Worsened Anemia
CMUH111- 2308USAO [Followup (gemcitabine) [Anaemia]
70. 2023/8/11 o ) 2.3 A
REC2-084 05195 11 Intravenous infusion Hypotension
#2 ) CISPLATIN [Hypotension]
(3475 SOLUTION
FOR INJECTION
STUDY) (cisplatin)
112 # 12 % 20 p % 44 F > % 51 |
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#1) MK-3475
(pembrolizumab) )
Myocardial
Solution for injection _
Infarction
#2 ) ENFORTUMAB )
CMUH111- 2308USAO0 |Followup [Myocardial
71. 2023/8/10 VEDOTIN (3475 ) ) 2.3 A
REC2-084 06026 6 infarction]
SOLUTION FOR »
Myocarditis
INJECTION -
[Myocarditis]
STUDY) (enfortumab
vedotin) Injection
#1) MK-3475 )
] Immunomediated
(pembrolizumab) -
pneumonitis
Solution for injection ]
[Immune-mediate
#2 ) ENFORTUMAB )
CMUH111- 2307ESPOO [Followup d lung disease]
72. 2023/7/1 VEDOTIN (3475 2.3 A
REC2-084 4918 13 Pulmonary
SOLUTION FOR ]
thromboembolism
INJECTION
[Pulmonary
STUDY) (enfortumab
embolism]
vedotin) Injection
#1) MK-3475
(pembrolizumab)
Myocardial
Solution for injection
Infarction
#2 ) ENFORTUMAB )
CMUH111- 2308USAO0 |Followup [Myocardial
73. 2023/8/10 VEDOTIN (3475 2.3 A
REC2-084 06026 7 infarction]
SOLUTION FOR -
Myocarditis
INJECTION .
[Myocarditis]
STUDY) (enfortumab
vedotin) Injection

112 # 12 % 20 p




CAFRAEERRFRFLIRELR G- F 5 AR ¢

—F-LCERFLZXTEEBRES( PR
)3 X >R | RE T
rE L | L P G 7 ALE & %
%}i ‘/;rj'- lﬁéﬂ%}{ v"] IEI
#1) MK-3475
(pembrolizumab) )
Myocardial
Solution for injection _
Infarction
#2 ) ENFORTUMAB )
CMUH111- 2308USAO0 |Followup [Myocardial
74. 2023/8/10 VEDOTIN (3475 ) ) 2.3 A
REC2-084 06026 8 infarction]
SOLUTION FOR »
Myocarditis
INJECTION -
[Myocarditis]
STUDY) (enfortumab
vedotin) Injection
#1) MK-3475
(pembrolizumab)
Myocardial
Solution for injection
Infarction
#2 ) ENFORTUMAB )
CMUH111- 2308USAO0 |Followup [Myocardial
75. 2023/8/10 VEDOTIN (3475 ] ] 2.3 A
REC2-084 06026 9 infarction]
SOLUTION FOR »
Myocarditis
INJECTION .
[Myocarditis]
STUDY) (enfortumab
vedotin) Injection
#1) MK-3475
(pembrolizumab) )
Myocardial
Solution for injection
Infarction
#2 ) ENFORTUMAB )
CMUH111- 2308USAO0 |Followup [Myocardial
76. 2023/8/10 VEDOTIN (3475 ] ] 2.3 A
REC2-084 06026 10 infarction]
SOLUTION FOR -
Myocarditis
INJECTION -
[Myocarditis]
STUDY) (enfortumab
vedotin) Injection
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#1) GEMCITABINE
(3475 SOLUTION
FOR INJECTION
STUDY) Worsened Anemia
CMUH111- 2308USAO |Followup (gemcitabine) [Anaemia]
77. 2023/8/11 2.3 A
REC2-084 05195 12 Intravenous infusion Hypotension
#2) CISPLATIN [Hypotension]
(3475 SOLUTION
FOR INJECTION
STUDY) (cisplatin)
#1) GEMCITABINE
(3475 SOLUTION
FOR INJECTION
STUDY) Worsened Anemia
CMUH111- 2308USAO [Followup (gemcitabine) [Anaemia]
78. 2023/8/11 o ) 2.3
REC2-084 05195 13 Intravenous infusion Hypotension
#2 ) CISPLATIN [Hypotension]
(3475 SOLUTION
FOR INJECTION
STUDY) (cisplatin)
#1) GEMCITABINE
(3475 SOLUTION
FOR INJECTION
STUDY) Worsened Anemia
CMUH111- 2308USAO [Followup (gemcitabine) [Anaemia]
79. 2023/8/11 o ) 2.3
REC2-084 05195 14 Intravenous infusion Hypotension
#2 ) CISPLATIN [Hypotension]
(3475 SOLUTION
FOR INJECTION
STUDY) (cisplatin)
Acute
ONO-2018-
) Encephalopathy,
CMUH105- 005126 Nivolumab vs )
80. 2018/9/7 FU7 Acute Kidney 2,3,7 A
REC2-132 (BMS-2018 Placebo .
Injury,
-083932) )
Hypokalaemia
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CMUH111-REC2-193

whi
<
x*

[ 2242 ]
*ESRE LA GS-5245
AP HE
01-Apr-2023~30-Jun-2023

CMUH112-REC2-050

LA

[ 22 ]
1. Blinded Line Listing of Suspected Unexpected
Serious Adverse Reactions (SUSARs) JNJ-17000139
(gemcitabine 225 mg intravesical delivery system) 26
February 2023 to 25 August 2023, Date: 25 September
2023
2. Development Safety Update Report No. 7 Executive
Summary JNJ-63723283 (cetrelimab) 2 September 2022
to 1 September 2023, Date: 20 October 2023
3. Blinded Line Listing of Suspected Unexpected
Serious Adverse Reactions (SUSARs) JNJ-63723283
(cetrelimab) 2 March 2023 to 1 September 2023, Date:
20 October 2023

AR EZ FRTHP L IPRLERFH o E%L
Kﬁ °

CMUH112-REC2-101

e &

(2= 2142 ]

*Eok E 4 L4 : semaglutide s.c.

*g rMHARA W R 2023 07 01 p 3 2023 & 09
.30 p

*:k2 F 4 ¢4 1 semaglutide (NNC0113-0217) and
CagriSema (NNC0174-0833+NNC0113-0217)

* r AR B 2023 £ 04 2 0L p 2 2023 & 09
.30 p

CMUH112-REC2-131

H
‘1_
s

[#]
*ROE D AF AL F L4 IBMemo_17-Oct-2023

CMUH109-REC2-155

IR

[ % 2444 ]
*:R% F I 4L 1 MK-3475 Pembrolizumab
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X3 hEHREHC 2R

B *§ ‘;i FEN G
* pMAR2 #2023 £ 037 04p 3 2023 & 09
103 p
[z 2132 ]
" *RE E 5 AL Telisotuzumab Vedotin (ABBV-399)
6. | CMUHI09-REC2:042 | % .1 *y pMARAHF 12 #0100 17 p I 112 & 07
16 p
(=% 2pap2]
7 | CMUH108-REC2-134 | 5 st5% *#% ¥4 4L 1 PEMBROLIZUMAB / MK-3475A
* pAR2 #2023 £ 037 04p 3 2023 & 09
1037
[z =% 2144 ]
*:RER E $ 14 1 PF - 06439535 (Bevacizumab )
*x pPARL PR 2023 & 040 02 p I 2023 & 10
8. | CMUH110-REC2-154 | 2 #&p | *» 01 p
*E % ¥4 4 Cetuximab
*% pMPARL PR 2023 201 01 p I 2023 & 06
130 P
[z =% 2144 ]
9. | CMUH109-REC2-191 | #l#t+» HAFS B4 RSVPreRS+ASOLE
g pMARLHF 112050 01 p 1 112 # 10
131 p
[#&]
R B £ 24572023 £ 80 15 p iR F 6o
10. | CMUH109-REC2-158 | o 4Lk | #2023 # 8 " 30 p =& § k% &5 kLo >
2023 & 117 7 p £37F B Rk L LR F 152
TRE R B RRBL
[#&]
11, | cMUH109-REC2-030 | % = | | 7 *SUSARLine Listing
HFEFHRF
2023 £ 03 % 14 p % 2023 # 09 * 13 p
[#&]
RF AT Z L ABFLAFARLIAP B IR
12. | CMUH111-REC2-125 | 425 i 2 W enSUSAR £ 6 £, 4 %] & Colitis, duodenal

perforation, diffuse peritonitis & 3 & (initial, FU1,
FU2 ) Acute kidney injury = 3 ¥ (initial, FU1, FU2),
FF2 MR L 202326 15 p 3 2023 & 11 % 21 p
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13. | CMUH107-REC2-142

o AR

CEE R E S KD
EB% = % 35 2 Version 1.0, 15 September 2023
% %44 & 2 4 & Version 2.0, 15 September
2023
WA ERL Y HEL % 20 %% 2023 £ 9 ¥
15 p

14. | CMUH112-REC2-075

[ =% 21442 ]

*ex5k 55 245 0 ABN401-003

*E ML YF 2022 F 07 % 26 p 1 2023 # 01
1257p

*E ML YF 202301 % 26 p % 2023 & 07
1257p

*E rMHARLYF 2022 F 07 % 26 p 1 2023 & 07
1257p

[#&]

*n % DRC#ZE:x & p #:2023 #09 * 28 p

15. | CMUH109-REC2-183

[ =% 2P4F2]

x5 % 45 © AB154(DSUR #5)
*Z pMELYEFI2022 08 01 p I 2023 & 07
1317p

16. | CMUH106-REC2-071

3R YV AL

[z 2p24F2 ]
Fi&%% Z 4 ¢4 - MK-3475 Pembrolizumab

X P2 HF2023 2037 04p T 2023 & 09
03 p

17. | CMUH112-REC2-154

[#&]

*PoF o3t F F &5 & @ (Protocol Clarification
Letter, PCL)#-4- 4+ % — 2% (> § 'T2 & 8 e4 o
Tk #% % IHCT0042301(:+ % 3 ﬁb’»i\ p ¥ Version
1.0, Date 28 Jun, 2023) % i J G13F & % (CRF) > 3=
B2 BAPRETILHAFT -

PSR 2 N AR R § R R X
> —\,,{ﬂ mﬁiﬁmfﬁ?

COTTETE
ER - REPEFLR0E)
RS 83K (1)
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