
MIMIPAC: FSR

A2: CUMMULATIVE SUMMARY TABULATIONS OF SERIOUS ADVERSE EVENTS FROM DIBD TO 29-May-2024
Reporting date: 25-Jun-2024

SOC CTCAE v. 5.0 Grade 5 Total

Symptom lead event CTCAE v 5.0 preferred term NR R NR R NR

Gastrointestinal disorders 1 1 4 4 10

Abdominal pain 1 1 1 3

Colangitis 1 1

Colitis
1

3 3

Duodenal stenosis 1 1

Ileus 1 1

Pancreatitis 1 1

General disorders and administration site conditions 1 2

Fever 1

Pain 1 1

Injury, poisoning and procedural complications 1 1

Postoperative hemorrhage
2

1 1

Investigations 1 1

Other/liver enzymes increased 1 1

Total 2 1 5 4 1 14

Grade 2 Grade 3

1
 One immunotherapy-induced colitis occurring after the first infusion was considered DLT.

2
 Fatal post-operative event

Abbreviations: DIBD Development International Birth Date, DLT dose limiting toxicity, IMP investigational medicinal product, NR not related to IMP, R related to IMP, SOC system 

organ class. 
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