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Trial Flowchart 2

1L 2L

NRG-BN011
MGMT mehylated only, IDH WT

Randomized: RT+TMZ vs RT+TMZ+CCNU

Coord: Hanh Ngo
Accrual: 3/5

UCI 22-58
Only Part C open

Randomized: Vaccine vs CCNU

1st recurrence only, measurable disease not required after Sx; 
IDH WT; multifocal disease not ok.

Coord: Daniel Na
Accrual: 0/6

Mutations- 
diffuse 
midline 
glioma

UCI 22-83

H3K K27M mutant mid-line glioma
Randomized: ONC201 vs Placebo

Coord: Hanh Ngo
Accrual: 0/4

NRG BN010 (opened on 2/1/24)
Randomized: Monotherapy + FSRT vs Combination therapy + 

FSRT

1st recurrence only; IDH WT; multifocal disease ok; patients 
need to be candidates for re-radiation; requires measurable 

disease. 

Coord: Hanh Ngo
Accrual: 0/6

UCI 23-67 (opened on 2/1/24)
Open Label monotherapy

Phase 1 only; needs DLL3 expression (found in 40% 
population only); broader patient population-HGG and LGG 
and IDH mut also included; phase 1 so will be intermittently 

closed for analysis; multifocal disease allowed; any number of  
recurrence ok.

Coord: Hanh Ngo
Accrual: 0/5

UCI 23-198

Randomized: NaNO2 vs Placebo

Methylated and unmethylated allowed; IDH 
WT; IV medication

PRMC approved

Presenter Notes
Presentation Notes
NRG-BN011Inclusion: Newly diagnosed glioblastoma/gliosarcoma.MGMT methylated onlyAvailability of tissue block for central confirmation.Age 18-70 yearsExclusion: Stereotactic Biopsy Confirmed clinical or radiologic evidence of metastatic disease outside the brain.Prior invasive malignancy (not including non-melanomatous skin cancer, cervical cancer in situ, and melanoma in situ) unless free for a minimum of 2 years. UCI 22-83Inclusion:Histologically confirmed newly diagnosed H3 K27M-mutant diffuse glioma. Completed radiotherapy within 2 to 6 weeks prior to randomization.Body weight ≥ 10 KgExclusion:Diffuse intrinsic pontine glioma.Leptomeningeal spread of disease or cerebrospinal fluid dissemination.Any known concurrent malignancy. UCI 22-58Inclusion:Historically confirmed WHO grade IV GBM referring to IDH-wild type as per WHO 2016 criteria. First tumor recurrence with measurable disease only (even after resection).12 weeks from radiotherapy and/or 23 days from chemotherapy prior to the start of the study. Stable corticosteroid dosage ≤ 4mg daily or decreasing for at least 5 days.KPS ≥ 70. Exclusion:Tumor is multi-focal or greater than 600mm2.Prior Bevacizumab.HCMV viremia in plasma greater than 18,200 IU/mL.NRG BN010Inclusion:Tumor is first recurrence following prior first line radiation therapy with prior dose ≥40Gy. Tumor amenable to FSRT, measuring at least 1 cm x 1 cm and no greater than 4cm in largest dimension and at least 0.5cm from the optic chiasm and brain stem. At least 21 days since last dose of temozolomide. Exclusion:Known somatic tumor mutation in IDH1/IDH2.Known germline DNA repair defect. Evidence of diffuse leptomeningeal disease. 

https://www.dropbox.com/scl/fi/ksj2wffixoefolu9az44z/NRG-BN011.pdf?rlkey=d3hpdb912epa7xpmxe4ula3b6&dl=0
https://www.dropbox.com/scl/fi/5swsy93jf0thg31kchuy9/UCI-22-58.pdf?rlkey=b4ol5abmgoijpkl7mf9nuk1b8&dl=0
https://www.dropbox.com/scl/fi/z2twr120c6nfiav17egco/UCI-22-83.pdf?rlkey=87cnsh6v9fhnux9jrg1da95lx&dl=0
https://www.dropbox.com/scl/fi/gg8unqr854t6sndm1y3x4/NRG-BN010.pdf?rlkey=oqm8730hfbj092xmkmcd28kz2&dl=0
https://www.dropbox.com/scl/fi/gg8unqr854t6sndm1y3x4/NRG-BN010.pdf?rlkey=oqm8730hfbj092xmkmcd28kz2&dl=0
https://www.dropbox.com/scl/fi/gg8unqr854t6sndm1y3x4/NRG-BN010.pdf?rlkey=oqm8730hfbj092xmkmcd28kz2&dl=0
https://www.dropbox.com/scl/fi/ups3ih0u018b0py7ttdjt/UCI-23-67.pdf?rlkey=f3zqv607ibhgklu9sdpuz2zht&dl=0
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Trial Flowchart 3

1L 2L

Alliance N0577
1p/19q co-deletion

Randomized: TMZ vs PCV

Coord: Hanh Ngo
Accrual: 2/5

LGG

HGG

UCI 23-67 (opened on 2/1/24)
Open Label monotherapy

Phase 1 only; needs DLL3 expression 
(found in 40% population only); broader 

patient population-HGG and LGG and 
IDH mut also included; phase 1 so will be 

intermittently closed for analysis; 
multifocal disease allowed any number 

of  recurrence ok.

Tumor histologies: astrocytoma IDH 
mutant WHO Grade 2-4 and 

oligodendroglioma IDH mutant and 
1p19q co-deleted WHO grade 2-3

Coord: Hanh Ngo
Accrual: 0/5

Presenter Notes
Presentation Notes
N0577 (CoDel)Inclusion: 1p/19q Co-deletion and IDH Mutation Newly diagnosed and ≤ 3 months from surgical diagnosis; if > 3 months earlier with grade 2 or 3 gliomas are eligible if the patient has not received prior radiation or prior chemotherapy Histological evidence of WHO grade III anaplastic glioma or WHO grade II low grade glioma (mixed glioma are eligible) Surgery (partial or gross total resection or biopsy) must be performed ≥ 2 weeks prior to registration. Exclusion: Other active malignancy within 3 years except: non-melanotic skin cancer or carcinoma-in-situ of the cervix and patients with low-risk prostate cancer who do not require treatment.History of prior radiation therapy or chemotherapy for glioma. HIV positive patients receiving retroviral therapy. UCI 23-67Inclusion: Tumor histologies: Astrocytoma IDH mutant, CNS WHO Grade 2-4; Oligodendroglioma IDH mutant and 1p19q co-deleted, CNS WHO Grade 2 and 3Glioblastoma (IDH wild type)2. Tumors must be positive for DLL3 expression3. Documented unequivocal progression after radiotherapy and/or chemotherapy with measurable disease by RANO criteriaExclusion: Previous treatment targeting DLL3. Extracranial or leptomeningeal disease.Prior treatment with bevacizumab, other anti-VEGF or anti-angiogenic treatment within 6 months of study treatment. 

https://www.dropbox.com/scl/fi/gnvgrl86ebfyk5bel1eoc/N0577.pdf?rlkey=4dr90x07zovb8h6e7xkpef6j3&dl=0
https://www.dropbox.com/scl/fi/ups3ih0u018b0py7ttdjt/UCI-23-67.pdf?rlkey=f3zqv607ibhgklu9sdpuz2zht&dl=0
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Trial Flowchart 4

Meningioma

1L 2L

NRG-BN003
Randomized: Observation vs RT

Coord: Hanh Ngo
Accrual: 2/5

A071401
Only AKT1/PIK3CA/PTEN arm open

Coord: Daniel Na
Accrual: 1/3

UCI 20-152
Cohort 2 open (non-heavily pre-treated)

Coord: Daniel Na
Accrual: 7/10

A071601
Only recurrent arm open

Coord: Hanh Ngo
Accrual: 3/5

Craniopharyngioma

ETCTN 10186 (opened on 1/31/24)
Phase II: Nivo + Ipi + Radiosurgery 

Meningioma grade II and III          

Coord: Tatsuya Tojima

Accrual: 0/4

Presenter Notes
Presentation Notes
NRG-BN003Inclusion: Newly diagnosed unifocal intracranial meningioma.Must be gross totally resected.Confirmation of histology by central pathology. Exclusion: Multiple meningiomas, hemangiopericytoma, other extracranial meningioma, and metastatic meningioma. Previous radiotherapy to the scalp, cranium, brain, or skull and radiation-induced meningiomas.Prior invasive malignancy unless free of disease for 3 years minimum except, non-melanomatous skin cancer, carcinoma in situ of the breast, oral cavity, cervix, melanoma in situ, or other non-invasive malignancies are allowed. UCI 20-152Inclusion:Recurrent Rare CNS disease of Ependymoma, Medulloblastoma, Parenchymal Pineal Region Tumors (Pineoblastoma, Pineocytoma, Pineal Tumor of Intermediate Differentiation, Papillary Tumor of the Pineal Region), Choroid Plexus Tumors (Carcinoma, Papilloma, Atypical Papilloma), Histone Mutated Gliomas, Gliomatosis Cerebri, ATRT, Malignant/Atypical Meningioma*, Gliosarcoma or Primary CNS Sarcoma, Pleomorphic Xanthoastrocytoma (PXA) and Anaplastic Pleomorphic Xanthoastrocytoma (APXA), and tumors formerly known as Primitive Neuro-Ectodermal Tumors (Embryonal Tumor with Multilayered Rosettes, Medulloepithelioma, CNS Neuroblastoma, CNS Ganglioneuroblastoma, CNS Embryonal Tumor NOS.Tumor tissue must be available for immunophenotyping and to be sent for central confirmation of diagnosis. Patients must have progressive tumor growth after receiving standard of care and/or other experimental treatments.Patient must not be on corticosteroid dose greater than physiologic replacement dosing defined as 30 mg cortisone per day or its equivalent. Patient must have received required vaccination(s) and boosters (if applicable) by the time of Step 2 registration and be considered fully immunized (typically 2 weeks after final vaccination or booster) by the time of the initiation of treatment. Exclusion:Prior use of an immunotherapy.Active autoimmune disease or history of autoimmune disease that might recur.Contraindications to COVID-19 vaccination. A071401Inclusion:Tissue available for central pathology review for AKT1, PIK3CA, or PTEN mutation. Progressive or residual disease in meningioma.Must be measurable disease.Exclusion:Chemotherapy within 28 days of registration. Metastatic meningiomas.Concomitant treatment with strong CYP3A4 inducers or CYP2D6 substrates. ETCTN 10186Inclusion: Progressive or recurrent grade 2-3 meningioma.Must have measurable disease of at least 1 lesion ≥1 cm. At least one prior surgery with available tumor block of initial or recurrent meningioma. If there are multiple surgeries, it must be the most recent tumor block. Exclusion:Chemotherapy within 4 weeks.Radiation therapy within 6 months to entering the study.Patients who have not recovered from adverse events caused by prior anti-cancer therapy, except alopecia, sensory neuropathy ≤ grade 2 , or other ≤ grade 2 at the judgement of the investigator. A071601Inclusion: Local diagnosis of papillary craniopharyngioma and central pathology review for confirmation of BRAF V600E mutation by IHC testing Progressive disease is required.No prior treatment with BRAF or MEK inhibitorsExclusion:No prior radiation therapy.Non-measurable disease.Less than 21 days from surgery.

https://www.dropbox.com/scl/fi/1yxxp5cc6uc1lpuegx5ez/NRG-BN003.pdf?rlkey=25h60pw83jhi6sfghhoh4qb52&dl=0
https://www.dropbox.com/scl/fi/xfzk3cau23k0ad7lsckrx/A071401.pdf?rlkey=6nams9tu327v427psg1r9qtx5&dl=0
https://www.dropbox.com/scl/fi/fup48w9mk6f8jly0y2k1r/UCI-20-152.pdf?rlkey=8v81z8mhvetl44uv3b687wtrr&dl=0
https://www.dropbox.com/scl/fi/dtynoeaj3rfj94mk89q6n/A071601.pdf?rlkey=dxjx7ml3r3b658vzbum6xtbb9&dl=0
https://www.dropbox.com/scl/fi/cm1g0gnh1c5f5iz3mwe2w/ETCTN-10186.pdf?rlkey=mm20lltepx7nnlv116cxocbxp&dl=0
https://healthuci.sharepoint.com/sites/cancer/Shared%20Documents/Forms/AllItems.aspx?viewpath=%2Fsites%2Fcancer%2FShared%20Documents%2FForms%2FAllItems%2Easpx&id=%2Fsites%2Fcancer%2FShared%20Documents%2FEligibility%20for%20all%20studies%20Open%20to%20Accrual%2FA071601%20Eligibility%2Epdf&viewid=e20cf8a2%2D1130%2D49f1%2D95f6%2D7d1a434b1c23&parent=%2Fsites%2Fcancer%2FShared%20Documents%2FEligibility%20for%20all%20studies%20Open%20to%20Accrual
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Trial Flowchart 5

2L

NRG BN012
Phase III: Pre-operative Stereotactic RT vs 

Post-operative Stereotactic RT 

1-4 lesions; only 1 reseactable

Coord: Daniel Na 

Accrual: 2/6

Presenter Notes
Presentation Notes
NRG-BN012Inclusion:Confirmation of 1-4 brain metastases one of which can be surgically resected. Brain metastases must be ≥ 5 mm from the optic chiasm and outside the brainstem.Ability to tolerate surgery and SRS.Exclusion:Prior cranial radiotherapy.Leptomeningeal disease.More than 1 metastasis planned for resection. 

https://www.dropbox.com/scl/fi/foxwh2z8pqvcdz8lj9p3r/BN012.pdf?rlkey=fs418f6shsf9nemnigdstftu6&dl=0
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Trial Flowchart 6

UCI 21-77
Part A: MTR + Tirabrutinib 

Coord: Daniel Na
Accrual: 1/6

1L 2L

PCNSL

Rare CNS cancers
UCI 20-152

Cohort 2 open (non-heavily pre-treated)

Histologically proven Ependymoma, 
Medulloblastoma, Parenchymal Pineal 

Region Tumors, Choroid Plexus ,Histone 
Mutated Gliomas, Gliomatosis Cerebri, 

ATRT, Malignant/Atypical Meningioma*, 
Gliosarcoma or Primary CNS Sarcoma, 
Pleomorphic Xanthoastrocytoma, and 

Anaplastic Pleomorphic 
Xanthoastrocytoma, and tumors formerly 

known as Primitive Neuro-Ectodermal 
Tumors

Coord: Daniel Na
Accrual: 7/10

Presenter Notes
Presentation Notes
UCI 21-77Part AInclusion: Relapse or refractory PCNSL with at least 1 prior HD-MTX therapy.Measurable lesion.Life expectancy of at least 3 months. Exclusion:Intraocular PCNSL without brain lesion.Patients with non-B-Cell PCNSL.Patients with systemic lymphoma. UCI 21-77Part BInclusion: Newly diagnosed PCNSL.No prior anti-tumor treatments.Measurable lesion.Exclusion:Intraocular PCNSL without brain lesion. Patients with non-B-Cell PCNSL.Patients with systemic lymphoma. UCI 20-152Inclusion:Recurrent Rare CNS disease of Ependymoma, Medulloblastoma, Parenchymal Pineal Region Tumors (Pineoblastoma, Pineocytoma, Pineal Tumor of Intermediate Differentiation, Papillary Tumor of the Pineal Region), Choroid Plexus Tumors (Carcinoma, Papilloma, Atypical Papilloma), Histone Mutated Gliomas, Gliomatosis Cerebri, ATRT, Malignant/Atypical Meningioma*, Gliosarcoma or Primary CNS Sarcoma, Pleomorphic Xanthoastrocytoma (PXA) and Anaplastic Pleomorphic Xanthoastrocytoma (APXA), and tumors formerly known as Primitive Neuro-Ectodermal Tumors (Embryonal Tumor with Multilayered Rosettes, Medulloepithelioma, CNS Neuroblastoma, CNS Ganglioneuroblastoma, CNS Embryonal Tumor NOS.Up to 2 prior therapies onlyTumor tissue must be available for central confirmation.Patients must have progressive tumor growth after receiving standard of care and/or other experimental treatments.Exclusion:Prior use of an immunotherapy. Active autoimmune disease or history of autoimmune disease.Contraindications to COVID-19 vaccination. 

https://www.dropbox.com/scl/fi/d6byo95cga29x7k06txeo/UCI-21-77.pdf?rlkey=jynyoz2iuf5i559rf21g6ivt9&dl=0
https://healthuci.sharepoint.com/:b:/r/sites/cancer/Shared%20Documents/Eligibility%20for%20all%20studies%20Open%20to%20Accrual/UCI%2021-77%20Eligibility.pdf?csf=1&web=1&e=euaZNn
https://www.dropbox.com/scl/fi/fup48w9mk6f8jly0y2k1r/UCI-20-152.pdf?rlkey=8v81z8mhvetl44uv3b687wtrr&dl=0
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