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CMUH111- 2023P7U00|follow up
1. 2023/5/31 H8800 Acute cardiac event 2 A
REC3-218 0084 4
Blinded 2,3,7:
Semaglutide Medi
CMUH111- follow up o ]
2. 2023/6/27 | 1086925 (Placebo Tablet)| Myocardial infarction | cally| A
REC3-091 3
Tablet, 3,7, 14 Signif
mg icant
CMUH109- Follow
3. 2023/6/12 | 3186574 RO7444835 PLEURAL EFFUSION (2~3| A
REC3-131 up 1
CMUH109-
4, 2023/8/4 3400708 Initial RO7444835 |FATAL SUDDEN DEATH| 1 A
REC3-131
CMUH109- Follow
5. 2023/8/4 3400708 RO7444835 SUDDEN DEATH 1 A
REC3-131 up 1
1) IMMUNE MEDIATED
CMUH109- 2022-14291
6. 2022/11/20 follow up| NIVOLUMAB | MYASTHENIA GRAVIS | 2.3 A
REC3-185 4
2) MYOPATHY
112209 " 21 p % 34 F % 54 |
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1) IMMUNE MEDIATED
CMUH109- 2022-14291
1. 2022/11/20 follow up| NIVOLUMAB | MYASTHENIAGRAVIS | 23 | A
REC3-185 4
2) MYOPATHY
1) IMMUNE MEDIATED
CMUH109- 2022-14291
8. 2022/11/20 follow up| NIVOLUMAB | MYASTHENIAGRAVIS | 23 | A
REC3-185 4
2) MYOPATHY
1) IMMUNE MEDIATED
CMUH109- 2022-14291
9. 2022/11/20 follow up| NIVOLUMAB | MYASTHENIAGRAVIS | 23 | A
REC3-185 4
2) MYOPATHY
1) IMMUNE MEDIATED
CMUH109- 2022-14291
10. 2022/11/20 follow up| NIVOLUMAB | MYASTHENIAGRAVIS | 23 | A
REC3-185 4
2) MYOPATHY
1) IMMUNE MEDIATED
CMUH109- 2022-14291
11. 2022/11/20 follow up| NIVOLUMAB | MYASTHENIA GRAVIS | 2.3 A
REC3-185 4
2) MYOPATHY
2l 3!
Blinded
7
Semaglutide ]
CMUH111- - STROKE [Cerebrovascular| Medi
12. 2023/8/17 | 1106756 | Initial |(Placebo Tablet) _ A
REC3-091 accident] cally
Tablet, 3,7, 14
Signif
mg .
icant
#1 ) MK-6482
4) hypoxia [Hypoxia]
congestive heart failure
CMUH111- 2305FRAOQ |Followup| PEMBROLIZU
13. 2023/5/2 [Cardiac failure 23| A
REC3-116 01593 16 MAB
) congestive]
(pembrolizumab ) ) )
| lung infection [Pneumonia]
112 # 09 * 21 p % 35 F % 54 |
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Fever [Pyrexia]
Pulmonary infection
[Pneumonia]
Diffuse intravascular
#1) MK-6482 ) ) )
i) coagulation [Disseminated
intravascular coagulation]
CMUH111- 2305CHNO |Followup| PEMBROLIZU ] o
14. 2023/5/7 Acute renal insufficiency | 2.3 | A
REC3-116 04145 9 MAB ] o
) [Acute kidney injury]
(pembrolizumab| ] ]
Liver dysfunction [Hepatic
) .
function abnormal]
Septic shock [Septic
shock]
Anemia [Anaemia]
#1) MK-6482
#2)
CMUH111- 2305ESPO0 [Followup| PEMBROLIZU | myastheniform syndrome
15. 2023/5/23 ) 23 | A
REC3-116 8405 6 MAB [Myasthenic syndrome]
(pembrolizumab
)
1) GRADE 4
NEUTROPENIA
CMUH111- 202307451 [follow-up| IBRUTINIB 2) GRADE 3
16. 2023/7/17 27| A
REC3-162 45(2) 2 RITUXIMAB NEUTROPENIA
3) ELEVATION OF
LIVER ENZYMES
1) GRADE 4
NEUTROPENIA
CMUH111- 202307451 [follow-up| IBRUTINIB 2) GRADE 3
17. 2023/7/17 27| A
REC3-162 45(3) 3 RITUXIMAB NEUTROPENIA
3) ELEVATION OF
LIVER ENZYMES
#1) MK-8189
CMUH109- 2307USAO0 |Followup
18. 2023/7/3 Study (Code not Death [Death] 12| A
REC3-172 01208 4
broken)
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#1) MK-8189
CMUH109- 2307USAO0 |Followup
19. 2023/7/3 Study (Code not Death [Death] 12| A
REC3-172 01208 5
broken)
Death- heart failure
secondary to diabetes
[Death]
#1) MK-8189 Death- heart failure
CMUH109- 2307USAO0 |Followup )
20. 2023/7/3 Study (Code not| secondary to diabetes 12 | A
REC3-172 01208 6
broken) [Cardiac failure]
Death- heart failure
secondary to diabetes
[Diabetes mellitus]
#1)
IRINOTECAN
(3475
Lung infection
SOLUTION
CMUH112- 2307CHNO |Followup [Pneumonia]
21. 2023/6/30 FOR ) ) 1231 A
REC3-002 03637 4 Respiratory failure
INJECTION ) ]
[Respiratory failure]
STUDY)
(irinotecan)
Injection
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22.

CMUH110-
REC3-102

2023/4/29

2305ARGO0
01926

Followup
7

#1)
PEMBROLIZU
MAB
(pembrolizumab
) Solution for
injection
#2)
OXALIPLATIN
(7902 STUDY)
(oxaliplatin)
Injection
#3)
LEUCOVORIN
(7902 STUDY)
(Leucovorin)
Injection
#4)
5-FLUOROUR
ACIL (7902
STUDY)

(5-Fluorouracil)

Injection

Pneumonia [Pneumonia]

pneumonia [Pneumonia]

1.3
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#1) MK-7902
(lenvatinib
mesylate)

Capsule
#2)
PEMBROLIZU
MAB
(pembrolizumab )
] Hyperkalaemia
) Solution for )
S [Hyperkalaemia]
injection
2306JPNOO [Followup Hyperkalaemia
CMUH110- | 2023/6/12 #3) 23 | A
6679 10 [Hyperkalaemia]
REC3-102 CISPLATIN
(7902 STUDY)

(Cisplatin)

hyperkalaemia

[Hyperkalaemia]

Injection
#4)
5-FLUOROUR
ACIL (7902
STUDY)

(5-Fluorouracil)

Injection
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#1) MK-7902
(lenvatinib
mesylate)

Capsule
#2)
PEMBROLIZU
MAB
(pembrolizumab )
] Hyperkalemia
) Solution for )
S [Hyperkalaemia]
injection
2306JPNOO [Followup Hyperkalemia
CMUH110- | 2023/6/12 #3) 23 | A
6679 11 [Hyperkalaemia]
REC3-102 CISPLATIN
(7902 STUDY)

(Cisplatin)

Hyperkalemia

[Hyperkalaemia]

Injection
#4)
5-FLUOROUR
ACIL (7902
STUDY)

(5-Fluorouracil)

Injection
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#1) MK-7902
(lenvatinib
mesylate)

Capsule
#2)
PEMBROLIZU
MAB
(pembrolizumab )
] Hyperkalemia
) Solution for )
S [Hyperkalaemia]
injection
2306JPNOO [Followup Hyperkalemia
CMUH110- | 2023/6/12 #3) 23 | A
6679 12 [Hyperkalaemia]
REC3-102 CISPLATIN
(7902 STUDY)

(Cisplatin)

Hyperkalemia

[Hyperkalaemia]

Injection
#4)
5-FLUOROUR
ACIL (7902
STUDY)

(5-Fluorouracil)

Injection
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#1) MK-7902
(lenvatinib
mesylate)
Capsule
#2)
PEMBROLIZU Febrile Neutropenia
MAB [Febrile neutropenia]
(pembrolizumab anemia [Anaemia]
) Solution for [Oral mucositis [Stomatitis]
injection platelet count decreased
2206ITAQO |Followup
26. | CMUH110- | 2022/5/13 2750 07 #3) [Platelet count decreased] | 2.3 | A
REC3-102 CISPLATIN Lung Infection
(7902 STUDY) [Pneumonia]
(Cisplatin) Lung Infection
Injection [Pneumonia]
#4) lung infection [Pneumonia]
5-FLUOROUR
ACIL (7902
STUDY)
(5-Fluorouracil)
Injection
112 # 09 * 21 p % 42 F o ¥ 54 F
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#1) MK-7902
(lenvatinib
mesylate)

Capsule
#2)
PEMBROLIZU
MAB
(pembrolizumab )
] Hyperkalemia
) Solution for )
S [Hyperkalaemia]
injection
2306JPNOO [Followup Hyperkalemia
CMUH110- | 2023/6/12 #3) 23 | A
6679 13 [Hyperkalaemia]
REC3-102 CISPLATIN
(7902 STUDY)

(Cisplatin)

Hyperkalemia

[Hyperkalaemia]

Injection
#4)
5-FLUOROUR
ACIL (7902
STUDY)

(5-Fluorouracil)

Injection
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28.

CMUH110-
REC3-102

2023/5/23

2306FRAQ
06137

Followup
2

#1) MK-7902
(lenvatinib
mesylate)

Capsule
#2)
PEMBROLIZU
MAB
(pembrolizumab

) Solution for

injection
#3)
OXALIPLATIN
(7902 STUDY)
(oxaliplatin)
Injection
#4)

LEUCOVORIN

(7902 STUDY)

(Leucovorin)

Injection
#5)
5-FLUOROUR
ACIL (7902
STUDY)
(5-Fluorouracil)

Injection

INTERSTITIAL LUNG
DISEASE [Interstitial lung

disease]

1.3
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#1) MK-7902
(lenvatinib
mesylate)
Capsule
#2)
PEMBROLIZU
MAB
(pembrolizumab
) Solution for
injection aspiration pneumonia
#3) [Pneumonia aspiration]
OXALIPLATIN| Liver Function Test result
2307KORO0 |Followup| (7902 STUDY) | elevation [Liver function
29. [ CMUH110- | 2023/7/21 1.3 A
11329 3 (oxaliplatin) test increased]
REC3-102 Injection Atrial fibrillation with
#4) rapid V-rate [Atrial
5-FLUOROUR fibrillation]
ACIL (7902
STUDY)
(5-Fluorouracil)
Injection
#5)
LEUCOVORIN
(7902 STUDY)

(Leucovorin)

Injection
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#1) MK-7902
(lenvatinib
mesylate)
Capsule
#2)
PEMBROLIZU Febrile Neutropenia
MAB [Febrile neutropenia]
(pembrolizumab anemia [Anaemia]
) Solution for [Oral mucositis [Stomatitis]
injection platelet count decreased
2206ITAQO |Followup
30. | CMUH110- | 2022/5/13 2750 28 #3) [Platelet count decreased] | 2.3 | A
REC3-102 CISPLATIN Lung Infection
(7902 STUDY) [Pneumonia]
(Cisplatin) Lung Infection
Injection [Pneumonia]
#4) lung infection [Pneumonia]
5-FLUOROUR
ACIL (7902
STUDY)
(5-Fluorouracil)
Injection
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#1) MK-7902
(lenvatinib
mesylate)
Capsule
#2)
PEMBROLIZU
MAB
(pembrolizumab
) Solution for
injection aspiration pneumonia
#3) [Pneumonia aspiration]
OXALIPLATIN| Liver Function Test result
2307KORO0 |Followup| (7902 STUDY) | elevation [Liver function
31. [ CMUH110- | 2023/7/21 1.3 A
11329 4 (oxaliplatin) test increased]
REC3-102 Injection Atrial fibrillation with
#4) rapid V-rate [Atrial
5-FLUOROUR fibrillation]
ACIL (7902
STUDY)
(5-Fluorouracil)
Injection
#5)
LEUCOVORIN
(7902 STUDY)

(Leucovorin)

Injection
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#1) MK-7902
(lenvatinib
mesylate)
Capsule

#2)

PEMBROLIZU

MAB

(pembrolizumab )

] Hyperkalemia

) Solution for )

S [Hyperkalaemia]

injection

2306JPNOO [Followup Hyperkalemia

CMUH110- | 2023/6/12 #3) 23 | A

6679 14 [Hyperkalaemia]

REC3-102 CISPLATIN

(7902 STUDY)

(Cisplatin)

Hyperkalemia

[Hyperkalaemia]

Injection
#4)
5-FLUOROUR
ACIL (7902
STUDY)

(5-Fluorouracil)

Injection
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33.

CMUH110-
REC3-102

2023/2/3

2302JPNOO
1685

Followup
32

#1)
PEMBROLIZU
MAB
(pembrolizumab
) Solution for
injection
#2 ) MK-7902
(lenvatinib
mesylate)
Capsule
#3)
OXALIPLATIN
(7902 STUDY)
(oxaliplatin)
Injection
#4)
LEVOLEUCOV
ORIN (7902
STUDY)
(levoleucovorin)
Injection
#5)
5-FLUOROUR
ACIL (7902
STUDY)
(5-Fluorouracil)

Injection

Colonic perforation [Large
intestine perforation]

Septic shock [Septic

shock]
Lung infection

[Pneumonia]

2.3
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34.

CMUH110-
REC3-102

2022/9/16

2209TURO
06512

Followup
22

#1)
PEMBROLIZU
MAB
(pembrolizumab
) Solution for
injection
#2)
OXALIPLATIN
(7902 STUDY)
(oxaliplatin)
Injection
#3)
LEUCOVORIN
(7902 STUDY)
(Leucovorin)
Injection
#4)
5-FLUOROUR
ACIL (7902
STUDY)

(5-Fluorouracil)

Injection

Malignant Neoplasm
Progression [Malignant

neoplasm progression]

1.3
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#1)
PEMBROLIZU
MAB
(pembrolizumab
) Solution for
injection
#2)
OXALIPLATIN
(7902 STUDY)
(oxaliplatin)
2305ARGO0 |Followup Injection Pneumonia [Pneumonia]
35. | CMUH110- | 2023/4/29 ) ] 13| A
01926 8 #3) pneumonia [Pneumonia]
REC3-102
LEUCOVORIN
(7902 STUDY)
(Leucovorin)
Injection
#4)
5-FLUOROUR
ACIL (7902
STUDY)
(5-Fluorouracil)
Injection
1) IMMUNE MEDIATED
CMUH109- 2022-14291
36. 2022/11/20 follow up[ NIVOLUMAB | MYASTHENIAGRAVIS | 23 [ A
REC3-185 4
2) MYOPATHY
1) IMMUNE MEDIATED
CMUH109- 2022-14291
37. 2022/11/20 follow up[ NIVOLUMAB | MYASTHENIAGRAVIS | 23 [ A
REC3-185 4
2) MYOPATHY
(3R] FaPHE -
4
B 5 * € % . FAPMF
AgEA
. (% 2142 ]
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