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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: 1/5

CLL RELAPSED/REFRACTORY: 2L+

UCI 21-209 
LOXO-305 + Venetoclax and Rituximab vs. Venetoclax and Rituximab in 

previously treated CLL/SLL

Mechanism: BTK inhibitor + BCL2 inhibitor + CD20 marker

PI: Coombs
Coord: S. Osorio

Accrual: 2/3

UCI 21-204 
ISIS702843 in patients w/ PD-PC 

Mechanism: Antisense oligonucleotide specific for human transmembrane 
protease serine 6

PI: Fleischman
Coord: K. McAbee

Accrual: 1/5

POLYCYTHEMIA VERA 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: S. Osorio

Accrual: 1/10

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 involvementUCI 21-209�Inclusion�- confirmed diagnosis of CLL/SLL�- meet at least one of the requirements consistent w/ iwCLL 2018 criteria�- received at least 1 prior line of therapy, including covalent BTK inhibitorUCI 21-204�Inclusion�- meet diagnostic criteria for polycythemia vera (PV) at the time of clinical diagnosis.�- must be phlebotomy dependent.- participant's cytoreductive therapy must either be discontinued at least 3 months prior to screening, OR participant must be on a stable dose for at least 3 months prior to screeningS1925  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/rsgkche3t1o10vd1i5cqp/UCI-21-216.pdf?rlkey=25ghy2gy0n5ohezflf7966tm7&dl=0https://www.dropbox.com/scl/fi/rsgkche3t1o10vd1i5cqp/UCI-21-216.pdf?rlkey=25ghy2gy0n5ohezflf7966tm7&dl=0https://www.dropbox.com/scl/fi/rsgkche3t1o10vd1i5cqp/UCI-21-216.pdf?rlkey=25ghy2gy0n5ohezflf7966tm7&dl=0
https://www.dropbox.com/scl/fi/v9985m8igwjrooojkashp/UCI-21-209.pdf?rlkey=ghp53ei257fgv2bhrwg2cc0ix&dl=0
https://www.dropbox.com/scl/fi/4yt5vq8cl0isyhd12wr69/UCI-21-204.pdf?rlkey=72loc21aov740qib5c585n5mq&dl=0
https://www.dropbox.com/scl/fi/u781enz0enn9qjxjhcou7/S1925.pdf?rlkey=3xjjb2i2fbwguvga1583rsy3e&dl=0


Open to Accrual Low Accruing Pending Activation/Suspended

G
as

tr
oi

nt
es

tin
al

March 2024 3

GASTRIC/GEJ: NEWLY DIAGNOSED METASTATIC

ECOG EA2183
(SOC + XRT)

PI: Seyedin
Coord: J. Koff
Accrual: 0/10

UCI 21-191
(SOC therapy with ctDNA testing)

PI: Dayyani
Coord: A. Luna

Pending activation

GASTRIC/GEJ: NEOADJUVANT

UCI 21-193
(FGFR inhibitor + mFOLFOX6 + 

antiPD-L1 (nivolumab)

PI: Dayyani
Coord: M. Nguyen

Accrual: 1/12

CRC: ADJUVANT

NRG GI005/COBRA
(SOC vs mFOLFOX6 or CAPOX or surveillance)

PI: Zell
Coord: L. Aguilar

Accrual: 2/5

Presenter Notes
Presentation Notes
NRG-GI005/COBRAInclusion: Histologically/pathologically confirmed stage IIA adenocarcinoma of the colon (T3, N0, M0) with at least 12 lymph nodes examined at the time of surgical resectionDistal extent of the tumor must be ≥12 cm from the anal verge on pre-surgical endoscopy (i.e., excluding rectal adenocarcinomas warranting treatment with chemoradiation). If the patient did not undergo a pre-surgical endoscopy, then the distal extent of the tumor must be ≥12 cm from the anal verge as determined by surgical examination or pre-operative imaging. Appropriate for active surveillance (i.e., no adjuvant chemotherapy) at the discretion of and as documented by the evaluating oncologist based on current practice patterns. Exclusion: Colon cancer histology other than adenocarcinoma (i.e., neuroendocrine carcinoma, sarcoma, lymphoma, squamous cell carcinoma, etc.)Pathologic, clinical, or radiologic evidence of overt metastatic disease. This includes isolated, distant, or non-contiguous intra-abdominal metastases, even if resected (including the presence of satellite nodules constituting N1c disease in the absence of lymph node involvement). EA2183A Phase III Study of Consolidative Radiotherapy in Patients with Oligometastatic HER2 Negative Esophageal and Gastric Adenocarcinoma (EGA)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 chemotherapyUCI-21-193• Histologically documented gastric or gastroesophageal junction adenocarcinoma • Previously treated disease that is unresectable, locally advanced, or metastatic; perioperative therapy is allowed if < 6 months • Measurable disease or non-measurable, but evaluable disease, per RECIST v1.1 • FGFR2b overexpression as determined by central testing

https://www.dropbox.com/scl/fi/v42zkmmk34kq5uq2koev8/EA2183.pdf?rlkey=i5je7ekmoxhbktvunq7mjdtui&dl=0
https://www.dropbox.com/scl/fi/kf5yybm80gvqea2ipbv7b/UCI-21-193.pdf?rlkey=qo20jalch0dk6i38xxzqqe6l2&dl=0
https://www.dropbox.com/scl/fi/6apq4nxt9c96c66uys3ig/GI005.pdf?rlkey=0dl34a9juqn55q3406su55a0f&dl=0
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ADJUVANT

ALLIANCE A011801 (HER2+)
Antibody drug conjugate + kinase inhibitor

PI: Parajuli
Coord: Stephany Ruiz

Accrual: 2/5

UCI 22-141 (TNBC)
PDL-1 inhibitor

PI: Parajuli
Coord: Stephany Ruiz

Accrual: 0/5

NON-TREATMENT/BASIC SCIENCE

UCI 18-136
PI: Parajuli

Coord: B. Sanchez/C. Carlton
Accrual: 64/100

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

Coord: B. Sanchez
Accrual: 48/75

Presenter Notes
Presentation Notes
A011801Inclusion: Patients must have received neoadjuvant chemotherapy with one of the following regimens: THP, TMP, AC-TH(P); TCH(P); FAC-TH(P), or FEC-TH(P)Prior treatment must have consisted of ≥ 6 cycles of chemotherapy and HER2-directed therapy, with a total duration of ≥ 12 weeks, including at least 9 weeks of preoperative taxane and trastuzumab with or without pertuzumabPatients with clinical stage T1-4, N0-3 disease at presentation and residual invasive disease postoperatively as defined above are eligible. (Note: Patients with T1a/bN0 tumors at initial breast cancer diagnosis are not eligible).Patients may have received ≤ 1 cycle of T-DM1 in the adjuvant settingExclusion: Prior receipt of T-DM1 in the neoadjuvant setting is not allowedNo adjuvant treatment with any anti-cancer investigational drug within 28 days prior to registration.UCI 22-141Inclusion: Histologically confirmed invasive TNBC.Residual invasive disease in the breast and/or axillary lymph node(s) at surgical resection following neoadjuvant therapy.Completed at least 6 cycles of neoadjuvant therapy containing an anthracycline and/or a taxane with or without carboplatin, with or without pembrolizumab.Exclusion:History of prior invasive breast cancer, or evidence of recurrent disease following preoperative therapy and surgeryPrior exposure to a PD-1/PD-L1 inhibitor other than pembrolizumab.

https://www.dropbox.com/scl/fi/x8fed4c8ynddf97onsb4b/A011801.pdf?rlkey=wtzgfqjf6iqulxaiqkpfuq9j2&dl=0
https://www.dropbox.com/scl/fi/2n91y2o31s0puq96wv79q/UCI-22-141.pdf?rlkey=s1okbrg5wvcil2dnvohnjo3b2&dl=0
https://www.dropbox.com/scl/fi/zfcqoacclsjqfkjeamyl8/UCI-18-136.pdf?rlkey=me75qz3rx2qz7vhed6u4nsr41&dl=0
https://www.dropbox.com/scl/fi/493dxcxyr9t3mcvmyvl2v/UCI-17-05.pdf?rlkey=gkp442milvxetia44ykkdokmv&dl=0
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UCI 22-114 (ER+/HER2-)
Proteasome-mediated degradation

PI: Parajuli; Coord: Alexis Chavez
Accrual: 3/5

ETCTN 10546 (TNBC)
Cytidine deaminase (CDA) inhibitor + nucleoside hypomethylating agent (HMA)

PI: Parajuli; Coord: K. Kaminski/D. Huttar
Accrual: 1/5

UCI 22-139 (HR+/HER2-)
PI3K/mTOR inhibitor

PI: Parajuli; Coord: Alexis Chavez
Accrual: 2/5

UCI 19-145 (HR+/HER2-)
CDK 4/6 inhibitor + ER Regulator + Aromatase Inhibitor

PI: Mehta; Coord: S. Ruiz
Accrual: 9/20

UCI 21-212 (TNBC)
Antibody drug conjugate

PI: Parajuli; Coord: St. Ruiz/J. Miranda
Accrual: 0/3

ETCTN 10551 (germline BRCA 1/2+)
Hu5F9-G4 (magrolimab) recombinant humanized anti-CD47 mAb IgG4

PI: Parajuli; Coord: A. Chavez
Accrual: 0/5

1L METASTATIC 2L METASTATIC 3L METASTATIC

Presenter Notes
Presentation Notes
ETCTN 10546Inclusion:Patients must have histologically confirmed TNBCPatients 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 therapyHas a known additional malignancy that is progressing or requires active treatment.UCI 19-145Inclusion:Patients must have a diagnosis of HR+ breast cancer.Patients must have newly diagnosed metastatic regional breast cancer or local-regional advanced or recurrent cancer not amenable to curative treatmentExclusion:Patients with HER2 positive and triple negative breast cancer.Patients who have had chemotherapy or radiotherapy within 12 months prior to entering the study.Prior treatment with FulvestrantUCI 21-212Inclusion:Patients with locally advanced inoperable or metastatic TNBC who have not received previous systemic therapy for advanced disease and whose tumors are PD-L1 positivePatients must have completed treatment for Stage I to III breast cancer, if indicated, and ≥ 6 months must have elapsed between completion of treatment with curative intentExclusion:Have previously received topoisomerase 1 inhibitors or antibody drug conjugates containing a topoisomerase inhibitor.Has received prior radiotherapy within 2 weeks of start of study intervention.ETCTN 10551Prior chemo (adv, treatment); or if HR+, must have had prior endocrine therapy or deemed inappropriate for endocrine treatmentNo prior PARP inhibitor in the metastatic setting when given for therapeutic purposesPatients with treated brain metastases are eligible if follow-up brain imaging after central nervous system (CNS)-directed therapy shows no evidence of progression. Patients with prior brain metastasis that was treated with evidence of  resolution or stable disease for 6 months are eligible.No prior anti-CD47 therapyUCI 22-139Inclusion:Confirmed diagnosis of estrogen receptor positive and/or progesterone receptor positiveDocumented HER2 immunohistochemistry (IHC) negativeProgressed during or after CDK4/6 inhibitor combination treatment with non-steroidal aromatase inhibitor (AI)Exclusion:Prior treatment with a phosphoinositide 3 kinase (PI3K) inhibitor, a protein kinase B (Akt) inhibitor, or a mechanistic target of rapamycin (mTOR) inhibitorMore than 2 lines of prior endocrine therapy treatmentPrior treatment with chemotherapy and antibody drug conjugates (e.g., Enhertu®) for advanced disease is not permitted (prior adjuvant or neoadjuvant chemotherapy is permitted).UCI 22-114Inclusion:Documented ER+, HER2-Prior ET in combination with CDK4/6iExclusion:Prior treatment with another oral SERDProgression on no more than 2 prior lines of systemic ET in the locally advanced unresectable or metastatic breast cancer settingPrior chemotherapy for locally advanced unresectable or metastatic disease

https://www.dropbox.com/scl/fi/nhj8oq63duk9lm17ofe7d/UCI-22-114.pdf?rlkey=fjcim2unfpapd4ml4v6ej6rxc&dl=0
https://www.dropbox.com/scl/fi/vpk8trkz69flhedmpyak2/ETCTN-10546.pdf?rlkey=13008zsjnl7v6fobyph1jx8sm&dl=0
https://www.dropbox.com/scl/fi/20m7wf1f1xcf12bw4u902/UCI-22-139.pdf?rlkey=zzs3qtq933et4ostao51xm5kv&dl=0
https://www.dropbox.com/scl/fi/5ojv5uqeabmywgrft85ah/UCI-19-145.pdf?rlkey=df2zrn4x9x5ur5km7os0yxukk&dl=0
https://www.dropbox.com/scl/fi/9trtmy6tsjt3xrcbgc8ox/UCI-21-212.pdf?rlkey=jd7pyfzvggqa1eiewqoi15c8b&dl=0
https://www.dropbox.com/scl/fi/b70ccvgcwxf4bvb4se92l/ETCTN-10551.pdf?rlkey=1nrbddpdghrkg6xjgumnsmc2x&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: 5/10

UCI 19-49
Cabo + Ipi/Nivo + TACE

PI: Dayyani
Coord: Han Nguyen

Accrual: 15/35

PANCREATIC: BORDERLINE/LOCALLY ADVANCED

ETCTN 10366
M3814 (Peposertib) + radiation therapy

PI: Dayyani
Coord: H. Nguyen

Accrual: 4/8

Presenter Notes
Presentation Notes
UCI 19-49UCI 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 requiredETCTN 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/jyrnhyoy3edxlberhci8w/UCI-22-106.pdf?rlkey=pc57agrxwglqv43bq71hid8uf&dl=0
https://www.dropbox.com/scl/fi/toby4321cd0t8mldfjbyd/UCI-19-49.pdf?rlkey=41rpt30q5qwp0hegyzljhmpcs&dl=0
https://www.dropbox.com/scl/fi/nyqzg56rnhxd2483whp2j/ETCTN-10366.pdf?rlkey=tdg8ynxn33gzey9kfl3ibjhkr&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: 68/90

SARCOMA: RECURRENT

ETCTN 10556
Ipilimumab and Nivolumab +/- Cabozantinib

PI: Chow
Coord: B. Huynh

Accrual: 1/5

Presenter Notes
Presentation Notes
UCI 19-135: DecisionDx-Melanoma Impact on Sentinel Lymph Node Biopsy Decisions and Clinical Outcomes Status: Actively EnrollingPI: Dr. YamamotoCRC: Anastasiia R.Setting: Newly dx melanoma (stage 1-2)Eligibility Criteria:Inclusion: Newly diagnosed, being considered for SLNBExclusion: Known Stage 3 or 4 melanomaPrior history of melanoma in the same anatomical regionMechanism:  N/ANotes: 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.ETCTN 10556Inclusion: histologically or cytologically confirmed metastatic STS, specifically undifferentiated pleomorphic sarcoma (UPS), extraskeletal myxoid chondrosarcoma (EMC), liposarcoma (LPS) or non-uterineleiomyosarcoma (LMS) that are locally advanced and surgically unresectable.Patients with baseline blood pressure (BP) lower than 140 mmHg (systolic) and 90 mmHg (diastolic). Patients on >2 anti-hypertensive agents will be excluded.Exclusion: Patients with prior treatment with MET or VEGFR inhibitors are allowed.However, prior cabozantinib-treated patients or patients that have received Ipilimumab in combination with Nivolumab will not be allowedPatients that require concomitant treatment, in therapeutic doses, with anticoagulants such as warfarin or warfarin-related agents, heparin, thrombin or Factor Xa inhibitors, or antiplatelet agents. Low dose aspirin (≤81 mg/day), low-dose warfarin (≤1 mg/day), and prophylactic low molecular weight heparin (LMWH) are permitted.

https://www.dropbox.com/scl/fi/b9at69ngyeo7mkn7tiful/UCI-19-135.pdf?rlkey=wsl671g01j2i3siwq3iihm2kw&dl=0
https://www.dropbox.com/scl/fi/qou0x7xojozikr4d5dcid/ETCTN-10556.pdf?rlkey=cykjnokiyat0y7od122ktmj5m&dl=0
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KRAS

UCI 22-75
KRAS targeted Vaccine

PI: Valerin
Coord: M. Duron

Accrual: 1/7

UCI 21-10
Bispecific antibody (anti-CLDN18.2 + anti-4-1BB)

PI: Dayyani
Coord: K. Ghio
Accrual: 10/17

CLDN18.2

NON-TREATMENT

UCI 20-101
(Biospecimen Collection for patients planned to start treatment)

PI: Senthil
Coord: N. Arechiga

Accrual: 53/80

SWOG S1823
Low risk group (Stage I/IA)

Moderate risk group (Stage IIA/IB)
High risk group (nonseminoma Stage IS only)

PI: Rezazadeh
Coord: K. Cung

Accrual 3/8

Presenter Notes
Presentation Notes
UCI-22-75• Histologically/cytologically confirmed solid tumor, centrally tested for RAS mutation • Following chemotherapy and surgical resection, subject must have RO or R1 margins and radiographic NED • Phase I: high risk of relapse evidenced by positive ctDNA or high/rising tumor markerUCI-21-10Dose 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.UCI-20-101• Must have immunotherapy-naïve histologically, radiologically, or cytologically confirmed cancer (e.g. melanoma, HCC, colorectal, appendix or gastric cancer) • Must have measurable disease at time of enrollmentUCI-20-101• Must have immunotherapy-naïve histologically, radiologically, or cytologically confirmed cancer (e.g. melanoma, HCC, colorectal, appendix or gastric cancer) • Must have measurable disease at time of enrollmentSWOG S1823*New diagnosis of a germ cell tumor (includes mixed cell tumors) *Orchiectomy completed ≤ 56 days prior to registration if surgery is planned

https://www.dropbox.com/scl/fi/7z2y73zgzm31ccop4tmmv/UCI-22-75.pdf?rlkey=pj616h5wimq9x4vlnktuzl2th&dl=0
https://www.dropbox.com/scl/fi/fdhlznmwhqirov7pl83f3/UCI-21-10.pdf?rlkey=x9usw841cqpulsecvydz40y5n&dl=0
https://www.dropbox.com/scl/fi/52fw6zt3web9rivrbhn4y/UCI-20-101.pdf?rlkey=xzmj3f3u1vlzk9cf1bmifb7ca&dl=0
https://www.dropbox.com/scl/fi/x91eqbh434f7pt8k066ns/S1823.pdf?rlkey=izk3hewj107uvyquh553ropq9&dl=0
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