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Glioblastoma

Newly Diagnosed

UCI 26-34
Phase Il, part 2 only- investigational treatment given during adjuvant
treatment not concomitant treatment

Randomized open label; unmethylated GBM Harboring EGFRvIII mutation;
1:1 randomized Arm A: Silveretinib+TMZ Arm B TMZ monotherapy

PI: Dr. Bota

DOT approved on 02/06/26

UC # Chao Family
Comprehensive Cancer Center

. Open to Accrual Low Accruing Pending Activation/Suspended

* Only consent in Irvine
** Consent and Tx in Irvine

UCI 25-151
Phase Il

ENDURANCE Trial: GammaTile: Elderly and Frail Patients with ND GBM/rGBM or

recurrent glioma.

ArmA: Newly diagnosed Elderly or Frail GBM

ArmB: Recurrent Elderly or Frail Glioblastoma,

Arm C: Newly Diagnosed Frail (hon-GBM) Malignant Glioma
Arm D: Recurrent Frail (non-GBM) Malignant Glioma
PI: Dr. Yuen; Co-I: Dr. Hsu

PRMC approved.


Presenter Notes
Presentation Notes
UCI 26-34:
Inclusion: 
No treatment for newly diagnosed GBM other than surgery followed by standard-of-care postoperative radiation (54 to 60 Gy) and TMZ chemotherapy.
At least 4 weeks since completion of radiation therapy, with a post-radiation MRI obtained 3 to 5 weeks after radiation showing no progression (Appendix D). Note: If the MRI shows pseudo-progression (Dagher et al 2024), the patient is still eligible to enroll in the study 
Exclusion:
Recurrent multifocal disease, metastatic, leptomeningeal, or extracranial GBM, or gliomatosis cerebri. 
Biopsy-only/no resectional surgery. 
Other than TMZ, prior or concomitant treatment for GBM with an EGFR-targeting agent, including silevertinib, bevacizumab, cytotoxic chemotherapy, immunotherapy, experimental therapies, Gliadel wafers, GammaTile®, or other intratumoral or intracavitary antineoplastic therapy. 
Intent to use TTF

UCI 25-151:
ArmA Newly dig GBM
Inclusion:
≥ 65 years of age; Supratentorial
A bi-dimensionally measurable lesion of at least 10 mm
KPS to ≥ 60
Anti-angiogenic therapy (e.g., bevacizumab and biosimilars) or steroid use is allowed for symptom management
Exclusion:
Bilateral tumors, or multi-focal tumors that cannot be encompassed in one operative field
Spinal tumors are excluded. 
Enhancing extension into brainstem or thalamus, or significant invasion into the corpus callosum that would preclude a high likelihood of GTR or NTR






Glioblastoma

uc

UCI 24-39
Phase 1B
Open label: require surgical resection; IDH WT; multifocal disease
not allowed; 1%t recurrence only.

Mechanism: Dual Gene Therapy/immunotherapy

PI: Dr. Bota
Initial IRB approval, pending activation

A072201** (suspended for data analysis and modification)

Phase Il, randomized study, 1t recurrence
Arm 1: Relatlimab + Nivo; Arm 2: CCNU

PI: Dr. Choi
Coord: Katia Talamantez
1/5

UCI 25-151 Phase Il ENDURANCE Trial: GammaTile:
ArmA: Newly diagnosed Elderly or Frail GBM
ArmB: Recurrent Elderly or Frail Glioblastoma,
Arm C: Newly Diagnosed Frail (non-GBM) Malignant Glioma
Arm D: Recurrent Frail (nhon-GBM) Malignant Glioma
PI: Dr. Yuen; Co-I: Dr. Hsu

PRMC approved.

# Chao Family
Comprehensive Cancer Center

. Open to Accrual Low Accruing Pending Activation/Suspended

ETCTN 10713
Activation timeline- June-July 2026

Immunotherapy; Phase 1; Must be surgical candidates; ECOGO0-2,
1t or 2" relapse; measurable disease required; last RT >182 days;

<2mg dexa within 2 weeks of start

Pl: Dr. Lomax

ETCTN 10699**(temporarily suspended for data analysis)

Phase 1 open label combining Triapine and RT
Ribonucleotide reductase regulatory subunit 2 (RRM2) inhibitor; candidates for
re-irradiation; GBM and variants IDH WT grade 2-4, Astrocytoma IDH mut
grade 2-4, Diffuse midline glioma including pediatric-type H3K G34 or E3 K27

Pl: Dr. Lomax
Coord: Sabrina Beltran
2/5

* Only consent in Irvine
** Consent and Tx in Irvingial F|°WCharte


Presenter Notes
Presentation Notes

A072201:
PD or recurrence per RANO crietia.
1st recurrence following RT and TMZ, no prior therapies except RT, TMZ, TTF and/or gliadel wafers.
No prior nivo or other anti-PD1 agents.
No autoimmune disorders requiring systemic treatment.

ETCTN 10699:
Tumors ≤6 cm in maximal diameter.
Patients must have at least a 6-month break from last dose of radiation therapy 
ECOG performance status ≤2 
Not recovered from adverse events due to prior anti-cancer therapy ≤1. 
Patients who are actively taking medications that are known to induce methemoglobinemia (e.g. sulfonamides, nitrofurans, anti-malarials [primaquine, chloroquine], cyclophophsamide, and ifosfamide). 

UCI 25-151
ArmB recurrent GBM
Known somatic tumor mutation in IDH1 or IDH2 genes
Patients with suspected or confirmed radiation necrosis are excluded�





https://www.dropbox.com/scl/fi/86enevp0fnvwmd13274vg/10699-Schema-20250512.pdf?rlkey=f4ree75ab1i58kj7iiebs4hed&st=gi8o3ze6&dl=0
https://www.dropbox.com/scl/fi/81r9qo5khsqkcna9fa9qz/ETCTN-10699-Schema-Eligibility.pdf?rlkey=nitdp2hfbhwumouuj9rannue4&st=cl7okhuw&dl=0
https://www.dropbox.com/scl/fi/kqgubwmo1yuhrrmw58se6/A072201-Schema-Eligibility.pdf?rlkey=rj0ia91yzz8zrxmlzhw3hblvw&st=3robj81c&dl=0

Low Grade Glioma/IDH mutant

Newly Diagnosed

* Only consent in Irvine
** Consent and Tx in Irvine

Uc # Chao Family
Comprehensive Cancer Center

. Open to Accrual Low Accruing Pending Activation/Suspended

UCI 25-69

Phase 1, IDH inhibitor, DDI sub-study for cycle 1;
patients will then get IP (Olutasidenib) via
compassionate use after DDI substudy completion

IDH1m+ malignancies (e.g. AML, gastrointestinal [Gl]
cancers, glioma)

Pl: Dr. Yuen
Coord: Katia Talamantez

6/10

UCl 25-151
Phase Il

ENDURANCE Trial: GammarTile: Elderly and Frail Patients with ND
GBM/rGBM or recurrent glioma.

Pl: Dr. Yuen; Co-I: Dr. Hsu
PRMC approved


Presenter Notes
Presentation Notes
UCI 25-69:
Eastern Cooperative Oncology Group performance status ≤ 2.
Recovery from the non-hematologic toxic effects of prior treatment to Grade ≤ 1, or baseline. 
Diagnosis of IDH1m+ malignancy to be treated with olutasidenib (e.g. AML, GI cancers, glioma). Should not have received olutasidenib within the 2 weeks prior to the first dose of study drug.
Active smoker. Those who have ceased smoking > 1 month before the Screening Visit will be allowed.
Ingestion of alcohol within 72 hours prior to first study drug administration and during the study period.

https://www.dropbox.com/scl/fi/ckfvvxq2f4yv4abf6403d/UCI-25-69-Schema-Eligibility.pdf?rlkey=atjmcmdnvwzrp5sj8utvalxf4&st=1bmw7lho&dl=0
https://www.dropbox.com/scl/fi/ckfvvxq2f4yv4abf6403d/UCI-25-69-Schema-Eligibility.pdf?rlkey=atjmcmdnvwzrp5sj8utvalxf4&st=1bmw7lho&dl=0
https://www.dropbox.com/scl/fi/ckfvvxq2f4yv4abf6403d/UCI-25-69-Schema-Eligibility.pdf?rlkey=atjmcmdnvwzrp5sj8utvalxf4&st=1bmw7lho&dl=0

Diffuse Glioma

Newly Diagnosed

* Only consent in Irvine
** Consent and Tx in Irvine

uc

# Chao Family
Comprehensive Cancer Center

. Open to Accrual Low Accruing Pending Activation/Suspended

ETCTN 10699**(temporarily suspended for data analysis)

Phase 1 open label combining Triapine and RT
Ribonucleotide reductase regulatory subunit 2 (RRM2) inhibitor; candidates
for re-irradiation; GBM and variants IDH WT grade 2-4, Astrocytoma IDH mut
grade 2-4, Diffuse midline glioma including pediatric-type H3K G34 or E3 K27

PI: Dr. Lomax

Coord: Sabrina Beltran
2/5


Presenter Notes
Presentation Notes
ETCTN 10699:
Tumors ≤6 cm in maximal diameter.
Patients must have at least a 6-month break from last dose of radiation therapy 
ECOG performance status ≤2 
Not recovered from adverse events due to prior anti-cancer therapy ≤1. 
Patients who are actively taking medications that are known to induce methemoglobinemia (e.g. sulfonamides, nitrofurans, anti-malarials [primaquine, chloroquine], cyclophophsamide, and ifosfamide). 



https://www.dropbox.com/scl/fi/86enevp0fnvwmd13274vg/10699-Schema-20250512.pdf?rlkey=f4ree75ab1i58kj7iiebs4hed&st=gi8o3ze6&dl=0
https://www.dropbox.com/scl/fi/81r9qo5khsqkcna9fa9qz/ETCTN-10699-Schema-Eligibility.pdf?rlkey=nitdp2hfbhwumouuj9rannue4&st=cl7okhuw&dl=0

ingioma

Men

. Open to Accrual Low Accruing Pending Activation/Suspended

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

Pl: Dr. Bota

Coord: Katia Talamantez
Accrual: 5/8

* Only consent in Irvine
** Consent and Tx in Irvine

Uc # Chao Family
Comprehensive Cancer Center

RTOG 3523 (open on 05/12/26)

Phase Il; randomized, open label study of [*77Lu]Lu-
DOTATATE; progressive intracranial grade 1-3 meningioma

Randomization (2:1): Arm A (IP) and Arm B SOC therapy (

Measurable disease per RANO meningioma criteria; central
confirmation of PD required; [68Ga]Ga-DOTATATE uptake
on PET-CT required; option to cross over to IP arm; Excln:
radiation associated meningioma; clinical dx or molecular
dx of NF2-related schwannomatosis; prior SSTR2-targetted

therapy.

Mechanism: Somatostatin receptor type 2 (SSTR2)
PI: Dr. Bota
Coord: Sabrina Beltran

0/3


Presenter Notes
Presentation Notes
A071401
Inclusion:
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. 

RTOG 3523:
Histologically confirmed diagnosis of WHO grade 1-3 meningioma 
Presence of measurable contrast-enhancing disease on gadolinium-enhanced MRI brain scan defined as at least one lesion with two perpendicular diameters measuring 􀀈10 mm on two or more axial slices.
Progression of disease determined by local radiology review per current RANO meningioma criteria.
Scans for central submission for eligibility confirmation.
68Ga-Dotatate uptake on PET-CT. Positive uptake is defined as uptake at least as high as liver, based on the uptake in at least one target lesion.
Excluded if Patients with a clinical diagnosis of NF2-related schwannomatosis (Plotkin 2022) or with a known molecular diagnosis ofNF2-related schwannomatosis. 
Patients with radiation-associated meningiomas excluded.
Prior SSTR2-targeted therapy, e.g. Somatostatin LAR or short-acting Octreotide are excluded.


https://www.dropbox.com/scl/fi/4c3wsnaue4ve6mpkuy4vq/A071401.pdf?rlkey=gwwtbd1f5eq80tp38mkzeea2j&st=9ga04gof&dl=0

Primary CNS Lymphoma

. Open to Accrual Low Accruing Pending Activation/Suspended

Recurrent/Refractive

UCI 25-143

Open label, 2:1 randomized Tirabrutinib (480 mg) daily : R-
TMZ combination

Inclusion: R/R B-Cell PCNSL with at least 1 prior HD-MTX

based Tx, bidimensional measurable disease

Exclusion: Prior BTK inhibitor tx, Intraocular PCNSL w/o brain
lesions, systemic lymphoma, refractory to TMZ w/wo
rituximab containing regimen (ex mth-tmz-ritux)

Pl: Dr. Bota
Coord: Raufu Onayemi

0/4

Uc # Chao Family Trial Flowchart 0
Comprehensive Cancer Center



CNS Metastases

uc

. Open to Accrual

NRG BNO13 **

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

Eligible histologies within 5 years of registration:
NSCLC
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 < 3.0cm in
maximum dimension; no known leptomeningeal disease; no
prior radiotherapy to the brain.

PI: Dr. Simon

Coord: Sabrina Beltran
Accrual: 1/5 (open in Dec 2024)

# Chao Family
Comprehensive Cancer Center

Low Accruing Pending Activation/Suspended

* Only consent in Irvine
** Consent and Tx in Irvine

Trial Flowchart a


Presenter Notes
Presentation Notes



https://www.dropbox.com/scl/fi/46lko5nkup9q9p41dvhov/NRG-BN013-Schema-Eligibility.pdf?rlkey=xismcshzeahzsm21adzi9ui3u&st=5eqsiw24&dl=0

Advanced Solid Tumor (basket trials)

. Open to Accrual Low Accruing Pending Activation/Suspended

UCI 24-197 (slot reservation req)*
UCI 25-16 (slots reservation required)

Currently enrolling Part 2 only

(Initial IRB approval; PRMC approved--pending activation)

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

TNG456 monotherapy and TNG456+abemecicli arms Part 2: Any solid tumour type harbouring a Hippo

Requires Patients to have MTAP Mutation pathway alteration and other tumour

Patient must have had progression or an inadequate response
to or is intolerant of the approved standard of care therapy, no
standard of care therapy exists, or the investigator has
determined that treatment with the standard of care therapy is
not appropriate

Requires patients to have hippo pathway alteration

A fresh or recent (taken up to 1 year ago),
representative tumour tissue sample (from primary
tumour or from metastasis) must be available. Tissue

PI: Dr. Park must be a core needle biopsy, excisional or incisional

biopsy. Biopsies of bone lesions that do not have a
soft tissue component or decalcified bone tumour
samples are also not acceptable. Exemptions
possible by the sponsor’s decision

Main CRC: Cassie Smith
Neuro CRC: Sabrina Beltran

Accrual: 1/5

Pl: Dr. Dayyani

Main CRC: Peter Yang
Neuro CRC: Sabrina Beltran

* Only consent in Irvine Accrual 8/10
** Consent and Tx in Irvine

Uc # Chao Family Trial Flowchart e
Comprehensive Cancer Center


Presenter Notes
Presentation Notes
UCI 25-16
Part 1 (Dose Escalation): Subjects must have histological diagnosis of local advanced (primary or recurrent) or metastatic solid tumour of the kind listed below that is not amenable for treatment with curative intent.
Most recent enrollment strategy focus remain on mesothelioma, epithelioid hemangioendothelioma, signal finding patients with a Hippo pathway alterations, and meningioma.


UCI 24-197
On stable corticosteroids (14 days) to manage CNS disease
No CDK4/6 inhibitor EXCEPT on dose-expansion; prior CDK4/6 inhibitor use is allowed in dose escalation and for patients assigned to TNG456 monotherapy
No impaired GI function or disease that may significantly alter the absorption
No prior treatment with a PRMT5 inhibitor or a MAT2A inhibitor



https://www.dropbox.com/scl/fi/l3jbxp8mx3nermvxkkw4u/UCI-24-197.pdf?rlkey=kajr87k1hc7saewkpxudz5asy&st=qedm11wa&dl=0
https://www.dropbox.com/scl/fi/l3jbxp8mx3nermvxkkw4u/UCI-24-197.pdf?rlkey=kajr87k1hc7saewkpxudz5asy&st=qedm11wa&dl=0
https://www.dropbox.com/scl/fi/l3jbxp8mx3nermvxkkw4u/UCI-24-197.pdf?rlkey=kajr87k1hc7saewkpxudz5asy&st=qedm11wa&dl=0
https://www.dropbox.com/scl/fi/tmp8c29me2umhynskq78d/UCI-25-16-Eligibility-Schema.pdf?rlkey=w4424lnxxxzjrrxa7toygp9ox&st=ahgfi7en&dl=0
https://www.dropbox.com/scl/fi/tmp8c29me2umhynskq78d/UCI-25-16-Eligibility-Schema.pdf?rlkey=w4424lnxxxzjrrxa7toygp9ox&st=ahgfi7en&dl=0
https://www.dropbox.com/scl/fi/tmp8c29me2umhynskq78d/UCI-25-16-Eligibility-Schema.pdf?rlkey=w4424lnxxxzjrrxa7toygp9ox&st=ahgfi7en&dl=0

Non- treatment studies

. Open to Accrual Low Accruing Pending Activation/Suspended

UCI 25-93 UCI 24-05**
Lumbar puncture Riluzole PO vs. Placebo PO
Perceived worsening of cognitive function
Prospective, Single arm study of modified LP *BREAST COHORT FULL*
Pl: Dr. Kong Cohort A (no prior cranial radiation) excludes
DOT approved on 02/06/26 brain mets and primary CNS tumors

Cohort B (prior cranial radiation) excludes
high-grade glioma

PI: Dr. Chan
U.CI 25-197 Primary CRC: Randy Kang
Pilot study Accrual: 26/39

Surveillance approach to local therapy in patients
with Brain mets undergoing CNS-penetrating systemic
therapy

PI: Dr. Simon
PRMC approved

* Only consent in Irvine
** Consent and Tx in Irvine, Laguna Hills, Yorba Linda

Uc # Chao Family Trial Flowchart @
Comprehensive Cancer Center


Presenter Notes
Presentation Notes
UCI 24-05 
Past exposure to chemotherapy, radiotherapy, surgery, and/or other breast cancer interventions.
Perception of worsening cognitive function since treatment/diagnosis.
Literacy in English, Chinese, Korean, Vietnamese, or Spanish, to complete questionnaires.
Cohort A (no prior cranial radiation) excludes brain mets and primary CNS tumors 
Cohort B (prior cranial radiation) excludes high-grade glioma
Not taking/planning to take medications/substances with potential drug-drug interactions: pixantrone, current smoker (defined as having smoked within the last month), abametapir, cannabis, capmatinib, lapatinib, methotrexate, and levoketoconazole.


https://www.dropbox.com/scl/fi/sqq89dgdzv98mic5tn4q9/UCI-24-05.pdf?rlkey=eevsa6qli10w58arqskjn7g7l&st=tx63mr63&dl=0
https://www.dropbox.com/scl/fi/sqq89dgdzv98mic5tn4q9/UCI-24-05.pdf?rlkey=eevsa6qli10w58arqskjn7g7l&st=tx63mr63&dl=0
https://www.dropbox.com/scl/fi/sqq89dgdzv98mic5tn4q9/UCI-24-05.pdf?rlkey=eevsa6qli10w58arqskjn7g7l&st=tx63mr63&dl=0
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