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Zimberelimab Immune related
CMUH109- 2024-ARC-| Follow
1. 113/1/31 and pneumotitis, Bicytopenia, | 2 A
REC2-183 000137 up 12
Domvanalimab Pneumonia
CMUH109- 2023-ARC-| Follow
2. 2023/8/14 Zimberelimab Acute renal failure 1 A
REC2-183 000375 up 16
Zimberelimab Immune related
CMUH109- 2024-ARC-| Follow
3. 113/1/31 and pneumotitis, Bicytopenia, 1 A
REC2-183 000137 up 13
Domvanalimab Pneumonia
Acute myocardial
CMUH109- 2023-ARC-| Follow
4, 2022/2/20 Zimberelimab infarction, Pulmonary 1 A
REC2-183 000059 up 14
sepsis
Zimberelimab Immune related
CMUH109- 2024-ARC-| Follow
5. 113/1/31 and pneumotitis, Bicytopenia, 1 A
REC2-183 000137 up 14
Domvanalimab Pneumonia
CMUHI111- LIFE THREATENING
6. 113/6/7 3579305 Initial RO7198574 2~3]1 A
REC2-087 ANAEMIA
CMUHI111- follow up LIFE THREATENING
7. 113/6/7 3579305 RO7198574 2~3]1 A
REC2-087 1 ANAEMIA
CMUHI111- follow up Life threatening
8. 113/6/7 3579305 RO7198574 231 A
REC2-087 2 HYPERGLYCEMIA
CMUHI111- follow up LIFE THREATENING | 2 -
9. 113/6/7 3579305 RO7198574 A
REC2-087 3 ANAEMIA 3-4
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10.

CMUH111-
REC2-087

113/8/10

100000542
89

Initial

RO7197597

DEATH

11.

CMUHI111-
REC2-087

113/8/10

100000542
89

Initial

RO7198574

DEATH

12.

CMUHI111-
REC2-084

2023/12/10

04493

2312USAO0 |Followup

5

#1)
GEMCITABIN
E (3475
SOLUTION
FOR
INJECTION
STUDY)
(gemcitabine)
Intravenous
infusion
#2)
CISPLATIN
(3475
SOLUTION
FOR
INJECTION
STUDY)

(cisplatin)

Pulmonary Embolism

[Pulmonary embolism]
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13.

CMUHI111-
REC2-084

113/2/21

2402USA0
08148

Followup

12

#1 ) MK-3475
(pembrolizumab
) Solution for
injection
#2)
ENFORTUMA
B VEDOTIN
(3475
SOLUTION
FOR
INJECTION
STUDY)
(enfortumab
vedotin)

Injection

Immune-Checkpoint

Inhibitors Related

Hypophysitis [[mmune-
mediated hypophysitis]

2,3

14.

CMUHI111-
REC2-084

2021/11/1

21111TA00
1341

Followup

2

#1)
CISPLATIN
(3475
SOLUTION
FOR
INJECTION
STUDY)
(cisplatin)
Intravenous
infusion
#2)
GEMCITABIN
E (3475
SOLUTION
FOR
INJECTION
STUDY)
(gemcitabine)
Intravenous

infusion

Thrombocytopenia

[Thrombocytopenia]

Neutropenia [Neutropenia]

2,3
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CMUHI111-
REC2-084

15.

2021/11/1

2111ITA00
1341

3

Followup

#1)
CISPLATIN
(3475
SOLUTION
FOR
INJECTION
STUDY)
(cisplatin)
Intravenous
infusion
#2)
GEMCITABIN
E (3475
SOLUTION
FOR
INJECTION
STUDY)
(gemcitabine)
Intravenous

infusion

Thrombocytopenia

[Thrombocytopenia]

Neutropenia [Neutropenia]

2,3

CMUHI111-
REC2-084

16.

113/3/6

2403JPNOO
2085

Followup
29

#1 ) MK-3475
(pembrolizumab
) Solution for
injection
#2)
ENFORTUMA
B VEDOTIN
(3475
SOLUTION
FOR
INJECTION
STUDY)
(enfortumab
vedotin)

Injection

Pneumonitis [Pneumonitis]

2,3
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17.

CMUHI111-
REC2-084

113/3/6

2403JPNO0
2085

Followup

30

#1 ) MK-3475
(pembrolizumab
) Solution for
injection
#2)
ENFORTUMA
B VEDOTIN
(3475
SOLUTION
FOR
INJECTION
STUDY)
(enfortumab
vedotin)

Injection

Pneumonitis [Pneumonitis]

2,3

18.

CMUH109-
REC2-155

2023/5/12

2305CHNO
04740

Followup
13

#1 ) MK-3475
Study (Code not
broken)
#2)5-
FLUOROURAC
IL FOR JAPAN
#3)
CISPLATIN
FOR JAPAN

Electrolyte imbalance

2,3

19.

CMUH109-
REC2-155

113/10/9

2411GTMO
04688

Followup

5

#1 ) MK-3475
Study (Code not
broken)
#2)
OXALIPLATIN
FOR JAPAN
#3)5-
FLUOROURAC
IL FOR JAPAN

Guillain-Barre syndrome

2,3
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20.

CMUH109-
REC2-155

113/10/9

2411GTMO
04688

Followup

6

#1 ) MK-3475
Study (Code not
broken)
#2)
OXALIPLATIN
FOR JAPAN
#3)5-
FLUOROURAC
IL FOR JAPAN

Guillain-Barre syndrome

2,3

21.

CMUH109-
REC2-155

113/5/31

2406PRT00
4994

Followup
2

#1 ) MK-3475
Study (Code not
broken)
#2)5-
FLUOROURAC
IL FOR JAPAN
#3)
CISPLATIN
FOR JAPAN

Death

22.

CMUH109-
REC2-155

2021/5/14

2105FRA0
06889

Followup
5

#1 ) MK-3475
Study (Code not
broken)
#2)5-
FLUOROURAC
IL FOR JAPAN
#3)
OXALIPLATIN
FOR JAPAN
#4)
LEVOLEUCOV
ORIN FOR
JAPAN

Cytomegalovirus infection
reactivation
Platelet count decreased
Acute kidney injury
Dysphagia

2,3,7
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