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Glioblastoma

Newly Diagnosed

NRG-BNO11

MGMT methylated only, IDH WT, surgery required, no biopsy,
tissue to NRG < 30 days from DOS; age 18-70

Randomized 1:1: RT+TMZ vs RT+TMZ+CCNU

Mechanism: Alkylating Chemotherapy

Coord: Daniel Na
Accrual: 6/8

UCI 23-198
Methylated and unmethylated; IDH WT; Biopsy ok;
Leptomeningeal disease ok***; IV medication

Randomized (2:1): NaNO2 vs Placebo

Mechanism: A High-Capacity Oxygen Carrier/radiosensitizer

Coord: Manisha Dandekar
Accrual: 2/6
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https://www.dropbox.com/scl/fi/bpzqoxddadedgucnpawvg/UCI-23-198.pdf?rlkey=9be83xyb9kwlnbxs250t4tvn9&st=3ixc1wuk&dl=0
https://www.dropbox.com/scl/fi/ksj2wffixoefolu9az44z/NRG-BN011.pdf?rlkey=d3hpdb912epa7xpmxe4ula3b6&st=1empuo88&dl=0

Glioblastoma

UCI 24-27 (opened 12/03/24)
Enrolling in Phase I currently (currently suspended: Astrocytoma grade 3 and
4 only)
Phase 2 for GBM only (currently suspended)

Randomized: NMS-03305293(IP)+ TMZ 7/28 day vs 28/28 day

1%t recurrence only, measurable disease required even after surgery; IDH WT;
multifocal disease allowed.

Mechanism: PARP-1 inhibitor
Coord: Daniel Na

UCl 24-39
Phase 1B
Open label: require surgical resection; IDH WT; multifocal disease
not allowed.

Mechanism: Dual Gene Therapy/immunotherapy

PRMC approved; IRB approval, awaiting grant and activation
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UCI 23-67 (Screening 01 temporarily suspended)

Phase 1 Open label monotherapy

DLL3 > 50% expressed; multifocal disease allowed; any number

of recurrence ok, prior bevacizumab washout 6 months.
Mechanism: humanized IgG-like T cell engager, targets DLL3;
histologies: astrocytoma, oligodendroglioma and GBM
Coord: Daniel Na
Accrual: 2/5

ETCTN 225Ac phase I- Immunotherapy
Phase 1
Early stage in ETCTN pipeline, protocol not available, DOT
approved on 01/03/2025

Must be surgical candidates; ECOGO0-2, 15t or 2" relapse;
measurable disease required; last RT 2182 days; <2mg dexa
within 2 weeks of start

ETCTN 10699
Phase 1
Awaiting final protocol, DOT approved on 03/07/2025, will
activate June 2025
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https://www.dropbox.com/scl/fi/d3qcbbh17dd3pp0g2yq43/UCI-24-27.pdf?rlkey=qwsekwsh9v4i5givqje9rjlkn&st=ionn703s&dl=0
https://www.dropbox.com/scl/fi/ups3ih0u018b0py7ttdjt/UCI-23-67.pdf?rlkey=f3zqv607ibhgklu9sdpuz2zht&dl=0
https://www.dropbox.com/scl/fi/ups3ih0u018b0py7ttdjt/UCI-23-67.pdf?rlkey=f3zqv607ibhgklu9sdpuz2zht&st=td6r01hx&dl=0
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UCI 23-67 (Screening 01 temporarily suspended)
Phase 1 Open label monotherapy

DLL3 > 50% expressed; multifocal disease allowed; any number
of recurrence ok, prior bevacizumab washout 6 months.
Mechanism: humanized IgG-like T cell engager, targets DLL3;
histologies: astrocytoma, oligodendroglioma and GBM
Coord: Daniel Na
Accrual: 2/5

UCI 25-69
DOT approved on 5/3/25 pending activation

Phase 1, DDI sub-study then patients will get Olutasidenib as
compassionate use

0/5
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https://www.dropbox.com/scl/fi/ups3ih0u018b0py7ttdjt/UCI-23-67.pdf?rlkey=f3zqv607ibhgklu9sdpuz2zht&dl=0
https://www.dropbox.com/scl/fi/ups3ih0u018b0py7ttdjt/UCI-23-67.pdf?rlkey=f3zqv607ibhgklu9sdpuz2zht&st=td6r01hx&dl=0

Diffuse Glioma

Newly Diagnosed

UCI 22-83
(Temporarily suspended as of 2/28/25)

Phase Ill; H3 K27M mutant diffuse glioma; IP starts in
adjuvant phase (2-6 weeks post RT); oral

Randomized 1:1:1: ONC201 vs Placebo
Mechanism: DRD2 dopamine receptor antagonist

Coord: Manisha Dandekar
Accrual: 2/4
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https://www.dropbox.com/scl/fi/z2twr120c6nfiav17egco/UCI-22-83.pdf?rlkey=87cnsh6v9fhnux9jrg1da95lx&st=2o483dcy&dl=0
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A071401
Only AKT1/PIK3CA/PTEN arm open

Mechanism: blocking signaling through the AKT cellular survival
pathway, leading to inhibition of cell proliferation and increased
apoptosis

Coord: Daniel Na
Accrual: 3/6


https://www.dropbox.com/scl/fi/xfzk3cau23k0ad7lsckrx/A071401.pdf?rlkey=6nams9tu327v427psg1r9qtx5&st=o1110v79&dl=0

CNS Metastases

uc

NRG BNO13

Phase lll: Single fraction Stereotactic Radiosurgery (SRS) vs
Fractionated Stereotactic Radiosurgery (FSRS)

Eligible histologies within 5 years of registration:
NSCLC m
Melanoma
Breast cancer
RCC
Gastrointestinal cancer

At least 1 and upto 8 intact brain mets; needs measurable
disease: > 1.0 cm and < 3.0 cm; all mets must be located
outside of brainstem and

>5 mm from the optic nerves or optic chiasm and < 3.0 cm in
maximum dimension; no known leptomeningeal disease; no
prior radiotherapy to the brain.

Coord: Daniel Na
Accrual: 0/5 (open in Dec 2024)
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NRG BN012
Phase Ill: Pre-operative Stereotactic RT vs Post-
operative Stereotactic RT

1-4 lesions allowed with 1 requiring resection; prior RT
or SRS to resection site is not allowed but prior SRS to
other lesions allowed; known active/history of non-CNS
primary cancer within 3 years (excludes germ cell
tumor, SCC or lymphoma).

Mechanism: stereotactic radiosurgery
Coord: Daniel Na

Accrual: 5/6
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https://www.dropbox.com/scl/fi/foxwh2z8pqvcdz8lj9p3r/BN012.pdf?rlkey=fs418f6shsf9nemnigdstftu6&st=uzosnvvn&dl=0
https://www.dropbox.com/scl/fi/a2v3gxejfyyswx4jq6o0j/NRG-BN013.pdf?rlkey=bg5k9cyspyqk0ocnfbn4nh8j7&st=3acj064q&dl=0

Compassionate use

UCI 23-199

TLX101-CDx (18F-FET): radiopharmaceutical tracer
To differentiating recurrence versus pseudoprogression in gliomas
(all grades)

Dose 5mCi +/-10%.; 30 days washout for experimental drugs

Coord: Sherin Mathew
10/10
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https://www.dropbox.com/scl/fi/ah3a566mxffb2ehww2a3r/UCI-23-199.pdf?rlkey=fxa0s3qpy3k7fhhtfuq1d331r&st=3sbii9nn&dl=0

Advanced Solid Tumor (basket trials)

UCI 24-82
NF1 mut solid tumors including but not limited to nerve
sheath tumors, gliomas, malignant melanoma, breast cancer
and others; however, NF1 is not open currently.

Local testing; contact CRC for specific tumor types

Coord: Connie Kang
Accrual: 6/10

UCI 24-197
(DOT approved on 01/08/25)

Phase I/Il; MTAP-loss; GBM patients in dose expansion cohort
only

TNG456 monotherapy and TNG456+abemecicli arms

Accrual: 0/5
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https://www.dropbox.com/scl/fi/oesoc0b5lwx5vyl1dgjvz/UCI-24-82.pdf?rlkey=neasj9djxdt1yuak4vszjzza5&st=myp39bsa&dl=0
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