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A Phase 1, Open-label, Dose-Escalation Study Evaluating the Safety, Tolerability,
Pharmacokinetics, Pharmacodynamics, and Preliminary Efficacy of D3S-003
Monotherapy in Participants With Advanced Solid Tumors With a KRAS p.G12D
Mutation

Clinical summary
This is an early phase (Phase 1) clinical trial testing a new targeted cancer treatment called D3S-
003.&nbsp;
&nbsp;
D3S-003 is an investigational targeted therapy designed to treat cancers with a KRAS G12D mutation.
KRAS mutations can help cancer cells grow and survive. Researchers hope that targeting this
mutation may slow or stop tumour growth.
The main aim of the study is to find out:

How safe D3S-003 is
What side effects it may cause
How the body processes the drug
Whether the drug shows signs of helping control cancer growth

Who can take part?You may be eligible for this study if:

You are aged 18 years or older
You have a solid tumour that is locally advanced, recurrent, or metastatic
Your cancer has worsened after at least one standard treatment, or standard treatment is no longer
suitable for you
Testing has shown your cancer has a KRAS G12D mutation

What does participation involve?Participants will receive D3S-003, which is taken by mouth as a
tablet. Participants will be monitored by the study team during treatment.

Conditions
This trial is treating patients with locally advanced, recurrent or metastatic cancer that has
progressed after at least one line of prior treatment



Trial Acronym
D3S-003-100

Trial Identifiers
NCT07456046
D3S-003-100

Cancer
Adenoid cystic carcinoma, Adrenocortical
carcinoma, Anus, Appendix, Astrocytoma, Basal
cell carcinoma, Bile duct (Cholangiocarcinoma),
Bladder, Bone, Brain, Brain stem, Breast,
Cancer of Unknown Primary, Central Nervous
System, Cervix, Chondrosarcoma, Colon,
Colorectum (Bowel), Cutaneous Squamous Cell
Carcinoma (CSCC), Endometrium,
Ependymomas, Epithelial, Ewing's Sarcoma,
Fallopian tube, Gallbladder, Gastrointestinal
stromal tumors (GISTs), Gastro-oesophageal
junction , Germ cell and sex cord stromal cell,
Germ cell tumour, Glioblastoma (GBM) ,
Glioma, Head and neck, Kaposi Sarcoma,
Kidney, Leiomyosarcoma, Liposarcoma, Liver,
Lung, 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, Retinoblastoma,
Rhabdomyosarcoma, Salivary glands, Sarcoma,
Small bowel (small intestine) cancer, Small Cell
Lung Cancer, Soft Tissue Sarcoma, Spinal Cord,
Squamous cell carcinoma (Head and Neck),
Squamous cell carcinoma (Skin), Stomach
(Gastric), Stromal Sarcoma, Synovial Sarcoma,
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_nct07456046


