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AML NEWLY DIAGNOSED: NON-INTENSIVE

UCI 21-216
Giltertinib+Venetoclax+Azacitidine in patients w/ FLT3 mutant AML not 

eligible for intensive induction chemotherapy
FLT3 mutation

Mechanism: FLT3 inhibitor

PI: Jeyakumar
Coord: S. Osorio

Accrual: 2/5

CLL NEWLY DIAGNOSED: HIGH RISK

SWOG S1925
Venetoclax+Obnutumab early intervention vs. delayed therapy in 

asymptomatic high-risk CLL/SLL

Mechanism: BCL2 inhibitor +anti-CD20 monoclonal antibody

PI: Coombs
Coord: M. Kunicki

Accrual: 4/10

Presenter Notes
Presentation Notes
UCI 21-216�Inclusion�- must be previously untreated�- positive FLT3 mutation 
Exclusion�- no prior CAR T-cell therapy�- not be diagnosed w/ APL, hx of MPN and active CNS involvement�
S1925  
Inclusion�- newly diagnosed CLL/SLL <12 months �- CLL-IPI score �- ≥ 4 and/or complex cytogenetics (defined as 3+ chromosomal abnormalities)�Exclusion: prior therapy w/ antiCD20 monoclonal antibodies


https://www.dropbox.com/scl/fi/z7u6ok64d3tdtkaeml68a/UCI-21-216.pdf?rlkey=z0bpcawh0c8marehjqhbmbrch&st=k3mdqtsx&dl=0
https://www.dropbox.com/scl/fi/z7u6ok64d3tdtkaeml68a/UCI-21-216.pdf?rlkey=z0bpcawh0c8marehjqhbmbrch&st=k3mdqtsx&dl=0
https://www.dropbox.com/scl/fi/z7u6ok64d3tdtkaeml68a/UCI-21-216.pdf?rlkey=z0bpcawh0c8marehjqhbmbrch&st=k3mdqtsx&dl=0
https://www.dropbox.com/scl/fi/uo69x2je778xu6iwzaext/S1925.pdf?rlkey=vei13s0v7948vhoxe973s317s&st=iti5ahx5&dl=0
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UCI 21-191
(SOC therapy with ctDNA testing)

PI: Dayyani
Coord: A. Luna
Accrual: 7/20

GASTRIC/GEJ: NEOADJUVANT

Presenter Notes
Presentation Notes
UCI-21-191
• Histologically or cytologically confirmed adenocarcinoma of the stomach or gastroesophageal junction. Other GE histologies which are treated per NCCN guidelines for neoadjuvant treatment are eligible. 
• Stage IB, II, or III disease eligible for (neo)adjuvant doublet or triplet chemotherapy for up to 6 months 
• Baseline ctDNA assay must be positive (tested by Signatera) prior to initiation of neoadjuvant chemotherapy


https://www.dropbox.com/scl/fi/hxh6n1p1b90c07zgmlnhb/UCI-21-191.pdf?rlkey=3egbm36vxd52zp4kawx8mcjv6&st=wswbakvi&dl=0
https://www.dropbox.com/scl/fi/hxh6n1p1b90c07zgmlnhb/UCI-21-191.pdf?rlkey=3egbm36vxd52zp4kawx8mcjv6&st=wswbakvi&dl=0
https://www.dropbox.com/scl/fi/hxh6n1p1b90c07zgmlnhb/UCI-21-191.pdf?rlkey=3egbm36vxd52zp4kawx8mcjv6&st=wswbakvi&dl=0
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NON-TREATMENT/BASIC SCIENCE

UCI 18-136
PI: Parajuli

Coord: B. Sanchez
Accrual: 77/100

UCI 17-05 (BRCA1 -/+)
PI: Parajuli
Coord: TBD

Accrual: 49/75

https://www.dropbox.com/scl/fi/d8zg8wd2q5hdtasrq9zpl/UCI-18-136.pdf?rlkey=yptdy3qp0et1gepzdtvoje4w1&st=vwmlbhdi&dl=0
https://www.dropbox.com/scl/fi/d8zg8wd2q5hdtasrq9zpl/UCI-18-136.pdf?rlkey=yptdy3qp0et1gepzdtvoje4w1&st=vwmlbhdi&dl=0
https://www.dropbox.com/scl/fi/d8zg8wd2q5hdtasrq9zpl/UCI-18-136.pdf?rlkey=yptdy3qp0et1gepzdtvoje4w1&st=vwmlbhdi&dl=0
https://www.dropbox.com/scl/fi/c9r5gb7xm22dh90rsbjuh/UCI-17-05.pdf?rlkey=1e4ebs2k81o4ukcad3k6yb8qn&st=staz18xd&dl=0
https://www.dropbox.com/scl/fi/c9r5gb7xm22dh90rsbjuh/UCI-17-05.pdf?rlkey=1e4ebs2k81o4ukcad3k6yb8qn&st=staz18xd&dl=0
https://www.dropbox.com/scl/fi/c9r5gb7xm22dh90rsbjuh/UCI-17-05.pdf?rlkey=1e4ebs2k81o4ukcad3k6yb8qn&st=staz18xd&dl=0
https://www.dropbox.com/scl/fi/c9r5gb7xm22dh90rsbjuh/UCI-17-05.pdf?rlkey=1e4ebs2k81o4ukcad3k6yb8qn&st=staz18xd&dl=0
https://www.dropbox.com/scl/fi/c9r5gb7xm22dh90rsbjuh/UCI-17-05.pdf?rlkey=1e4ebs2k81o4ukcad3k6yb8qn&st=staz18xd&dl=0
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ETCTN 10546 (TNBC)
Cytidine deaminase (CDA) inhibitor + nucleoside hypomethylating agent (HMA)

PI: Parajuli; Coord: R. Kang
Accrual: 1/5

1L METASTATIC 2L METASTATIC 3L METASTATIC

Presenter Notes
Presentation Notes
ETCTN 10546
Inclusion:
Patients must have histologically confirmed TNBC
Patients with treated brain metastases are eligible if there is evidence of measurable extracranial disease, and if follow-up brain imaging 4 weeks after central nervous system (CNS)-direct therapy shows no evidence of progression.
Any number of prior lines in the metastatic setting.
Exclusion:
Has a diagnosis of immunodeficiency or is receiving systemic steroid therapy
Has a known additional malignancy that is progressing or requires active treatment.




https://www.dropbox.com/scl/fi/dnd57xtq5vcicc584rpdo/ETCTN-10546.pdf?rlkey=2muqaa4fsx3s4at09l60oxhm0&st=49f7dh6n&dl=0
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HCC: LOCOREGIONAL

HCC: 1-3L

UCI 22-106
STAT3 ± Pembrolizumab or ± Atezolizumab and Bevacizumab

PI: Dayyani
Coord: H. Nguyen

Accrual: 10/15

UCI 19-49
Cabo + Ipi/Nivo + TACE

PI: Dayyani
Coord: B. Nguyen

Accrual: 24/35

PANCREATIC: BORDERLINE/LOCALLY ADVANCED

ETCTN 10366
M3814 (Peposertib) + radiation therapy

PI: Dayyani
Coord: S. Duong
Accrual: 10/13

Presenter Notes
Presentation Notes
UCI 19-49
Histologic or radiographic diagnosis of hepatocellular carcinoma
At least one lesion amenable to TACE treatment

UCI 22-106
• Locally advanced, metastatic, and unresectable HCC
• Cohort A, monotherapy: must have progressed on up to 3 prior lines of systemic therapy
• Cohort B, pembro: no more than 1L of therapy and must have progressed after at least 3 months of anti-PD(L)1 therapy
• Cohort C, atezo + bev: must be treatment naive to systemic therapy for advanced, mets, or unresectable disease
• Cohorts A + B: biopsy required

ETCTN 10366
• Locally advanced pancreatic adenocarcinoma
• Received 4-6 months of induction chemotherapy with either FOLFIRINOX or gemcitabine/abraxane, as per SOC


https://www.dropbox.com/scl/fi/zhiniz172rrtzwrssg13k/UCI-22-106.pdf?rlkey=ofa77uq0ob7nvfyzkojuzs7qc&st=khc4naal&dl=0
https://www.dropbox.com/scl/fi/zhiniz172rrtzwrssg13k/UCI-22-106.pdf?rlkey=ofa77uq0ob7nvfyzkojuzs7qc&st=khc4naal&dl=0
https://www.dropbox.com/scl/fi/zhiniz172rrtzwrssg13k/UCI-22-106.pdf?rlkey=ofa77uq0ob7nvfyzkojuzs7qc&st=khc4naal&dl=0
https://www.dropbox.com/scl/fi/cery7b3qk2r5int5end14/UCI-19-49.pdf?rlkey=2ublt4nno9yln96mwvlkq7hn4&st=thw6npv7&dl=0
https://www.dropbox.com/scl/fi/cery7b3qk2r5int5end14/UCI-19-49.pdf?rlkey=2ublt4nno9yln96mwvlkq7hn4&st=thw6npv7&dl=0
https://www.dropbox.com/scl/fi/cery7b3qk2r5int5end14/UCI-19-49.pdf?rlkey=2ublt4nno9yln96mwvlkq7hn4&st=thw6npv7&dl=0
https://www.dropbox.com/scl/fi/bu5nmgp5izl8i7sma0n4z/ETCTN-10366.pdf?rlkey=sfbzacq19rei7fe4uthfkmyjn&st=6207h7v9&dl=0
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MELANOMA: NON-TREATMENT

UCI 19-135
DecisionDx-Melanoma Impact on Sentinel Lymph Node Biopsy Decisions and 

Clinical Outcomes (DECIDE)

PI: Yamamoto
Coord: A. Reipolska

Accrual: 98/110

Presenter Notes
Presentation Notes
UCI 19-135: DecisionDx-Melanoma Impact on Sentinel Lymph Node Biopsy Decisions and Clinical Outcomes 
Status: Actively Enrolling
PI: Dr. Yamamoto
CRC: Anastasiia R.
Setting: Newly dx melanoma (stage 1-2)
Eligibility Criteria:
Inclusion:
 Newly diagnosed, being considered for SLNB
Exclusion:
 Known Stage 3 or 4 melanoma
Prior history of melanoma in the same anatomical region
Mechanism:  N/A
Notes: For patients that will be receiving a CASTLE test. Study looks at impact of the results of the test on patient’s decision to perform SLNB.


https://www.dropbox.com/scl/fi/y10u9zkx9jd39gk0m00b7/UCI-19-135.pdf?rlkey=5oo3i2zyg5uzb7nufoi0ftfrt&st=wkvlcin0&dl=0
https://www.dropbox.com/scl/fi/y10u9zkx9jd39gk0m00b7/UCI-19-135.pdf?rlkey=5oo3i2zyg5uzb7nufoi0ftfrt&st=wkvlcin0&dl=0
https://www.dropbox.com/scl/fi/y10u9zkx9jd39gk0m00b7/UCI-19-135.pdf?rlkey=5oo3i2zyg5uzb7nufoi0ftfrt&st=wkvlcin0&dl=0
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Neo-adjuvant or Adjuvant HNSCC

HN009
Cisplatin Q3 weeks vs Weekly

Locally Advanced HNSCC

Coord: A. Reipolska
Accrual: 1/5

Presenter Notes
Presentation Notes
HN009: Randomized Phase II/III Trial of Radiation with Cisplatin at 100 mg/m2 Every Three Weeks Versus Radiation with Weekly Cisplatin at 40 mg/m2 for Patients with Locoregionally Advanced Squamous Cell Carcinoma of the Head and Neck (SCCHN)
Status: Open to Accrual
PI: Dr. Attarian
CRC: Erin Palmer-Torrison
Setting: Neo-Adjuvant
Eligibility Criteria:
Inclusion:  Histologically or cytologically documented LA squamous cell carcinoma of the OP, HP, OC, or LX, or p16-positive unknown primary 
Patients must have clinically or radiographically evident measurable disease at the primary site or at nodal stations. Simple tonsillectomy or local excision of the primary without removal of nodal disease is permitted, as is excision removing gross nodal disease but with intact primary site 
Exclusion: Participants with any of the following: 
Patients with oral cavity cancer, nasopharynx cancer, or p16-negative cancer of unknown primary
Definitive clinical or radiologic evidence of distant metastatic disease
Prior systemic chemotherapy for the study cancer; note that prior chemotherapy for a different cancer is allowable, however, any prior exposure to cisplatin is excluded
Mechanism: Cytotoxic chemotherapy.


https://www.dropbox.com/scl/fi/vswo2a5vw4z53k7q9uvh2/HN009-Eligibility-and-Schema.pdf?rlkey=y3xjyv7xhjuz8ims4wmor11dy&st=dfvv6bxe&dl=0
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UCI 21-10
Bispecific antibody (anti-CLDN18.2 + anti-4-1BB)

PI: Dayyani
Coord: M. Nguyen

Accrual: 21/27

CLDN18.2

Presenter Notes
Presentation Notes
UCI-21-10
Dose Escalation Phase: 
• Histologically confirmed advanced or metastatic solid tumor whose disease has progressed despite standard therapy, or who has no further standard therapy, or is unsuitable for available standard treatment options 
• Subjects with HER2-positive GEJ cancer must have received prior anti-HER2 therapy 
• At least 1 measurable lesion per RECIST 1.





https://www.dropbox.com/scl/fi/fdhlznmwhqirov7pl83f3/UCI-21-10.pdf?rlkey=x9usw841cqpulsecvydz40y5n&dl=0
https://www.dropbox.com/scl/fi/fdhlznmwhqirov7pl83f3/UCI-21-10.pdf?rlkey=x9usw841cqpulsecvydz40y5n&dl=0
https://www.dropbox.com/scl/fi/fdhlznmwhqirov7pl83f3/UCI-21-10.pdf?rlkey=x9usw841cqpulsecvydz40y5n&dl=0
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