Supplementary Table S1: Medical and surgical history from the ITTS (>10%).

Ped-TMZ — TMZ | TMZ — Ped-TMZ Overall
(n=17) (n=19) (N=36)

SOC by PT, >10% n % E n % E n % E

All SOCs 16 (941 | 71 14 | 73.7| 35 | 30 |83.3| 105

Injury — Poisoning And 2 118 3 1 5.3 2 3 8.3 5

Procedural Complications

Investigations 4 (235 4 1 5.3 1 5 |[139 5
Biopsy 3 |176]| 3 1 5.3 1 4 1111 | 4

Metabolism And Nutrition 3 (176 | 5 0 0 0 3 8.3 5

Disorders 2 |11.8] 2 0 0 0 2 5.6 2
Type 2 Diabetes Mellitus

Neoplasms Benign — Malignant 3 (176 | 5 3 (158 4 6 (167 9

And Unspecified 3 |[176| 3 3 [105| 2 5 139 5
Glioblastoma

Nervous System Disorders 7 (412 7 0 0 0 7 (194 | 7
Hemiparesis 2 |11.8] 2 0 0 0 2 5.6 2

Psychiatric Disorders 3 (176 | 4 0 0 0 3 8.3 3
Depression 2 |11.8] 2 0 0 0 2 5.6 2

Respiratory — Thoracic and 2 (118 3 0 0 0 2 5.6 2

Mediastinal Disorders

Surgical and Medical Procedures | 16 | 94.1 | 31 11 (579 | 19 27 | 75.0| 50
Cancer Surgery 1 5.9 1 2 (105 2 3 8.3 3
Photon Radiation Therapy to 2 |11.8] 2 0 0 0 2 5.6 2
Brain 4 1235 4 3 |158| 3 7 (194 | 7
Radiotherapy 5 1294 | 5 4 (211| 4 9 |250| 9
Radiotherapy to Brain 6 |353| 6 7 1368 7 13 136.1| 13
Tumour Ablation 4 |235| 6 0 0 0 4 1111 6
Tumor Escision

Vascular Disorders 4 |(235| 4 2 (105 2 6 (167 6
Hypertension 4 |235]| 4 2 [105]| 2 6 |16.7| 6

%, percentage of patients; E, events; ITTS, intention-to-treat set; n, number of patients;
Ped-TMZ, temozolomide oral suspension (KIZFIZO®); PT, Preferred Term; SOC,
System Organ Class; TMZ, temozolomide.




