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A Phase 1A/1B Multicenter, Open-label, Dose-escalation, and Dose-expansion
Study to Evaluate the Safety, Pharmacokinetics, and Antitumor Activity of
AK104 in Subjects With Advanced Solid Tumors

Clinical summary
This study is to characterize the safety, tolerability, pharmacokinetics (PK), immunogenicity,
pharmacodynamics (PD) and anti-tumor activity of AK104 as a single agent in adult subjects with
advanced solid tumor malignancies. The study consists of a dose escalation phase (Phase 1a) to
determine the maximum tolerated dose (MTD), or recommended Phase 2 dose (RP2D) for AK104 as
a single agent, and a dose expansion phase (Phase 1b) which will characterize treatment of AK104 as
a single agent at the MTD or RP2D. Patients will receive AK104 by intravenous administration.

Conditions
This trial is treating patients with advanced solid cancers (excluding some blood cancers)



Trial Acronym
Akeso

Trial Identifiers
NCT03261011
AK104-101

Cancer
Acute Lymphoblastic Lymphoma,
Adrenocortical carcinoma, Anus, Astrocytoma,
Basal cell carcinoma, B-Cell Non Hodgkin
Lymphoma, Bile duct, Bladder, Bone, Brain,
Brain stem, Breast, Central Nervous System,
Cervix, Chondrosarcoma, Colon, Colorectum,
Cutaneous Squamous Cell Carcinoma (CSCC),
Diffuse Large Cell Lymphoma, Endometrium,
Ependymomas, Epithelial, Ewing's Sarcoma,
Fallopian tube, Follicular Lymphoma,
Gallbladder, Gastrointestinal stromal tumors
(GISTs), Gastro-oesophageal junction , Germ
cell and sex cord stromal cell, Germ cell
tumour, Glioblastoma (GBM) , Glioma, Head
and neck, Hodgkin's Disease (Hodgkin's
Lymphoma), Kidney, Langerhans Cell
Histiocytosis, Leiomyosarcoma, Leukaemia,
Liposarcoma, Liver, Lung, Lymphoma, Mantle
Cell Lymphoma, Medullablastoma, Melanoma
(Ocular), Melanoma (Skin), Meningioma,
Merkel cell, Mesothelioma, Neuroblastoma,
Neuroendocrine tumours, Non-Small Cell Lung
Cancer, Nose (nasopharynx), Oesophagus, Oral
cavity, Oropharynx, Osteosarcoma, Ovary,
Pancreas, Penis, Peritoneal, Prostate, Rectum,
Renal cell carcinoma, Rhabdomyosarcoma,
Salivary glands, Sarcoma, Skin Lymphoma,
Small Cell Lung Cancer, Soft Tissue Sarcoma,
Spinal Cord, Squamous cell carcinoma (Skin),
Stomach, Synovial Sarcoma, T-Cell Lymphoma,
Testis, Throat (hypopharynx), Thyroid, Urinary
tract, Urothelial, Uterus, Vagina, Voice box
(larynx), Vulva, Wilm's tumour

Age: 18+
Phase: I

For full trial details, visit trials.cancervic.org.au/details/vctl_nct03261011


