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NEOADJUVANT ADJUVANT INTRA-OPERATIVE

UCI 20-43
(TAS102 + irinotecan)

Coord: M. Bauk
PI: Dr. Dayyani
Accrual: 10/11

NRG-GI008/CIRCULATE
(ctDNA guided tx)

(opened 9/14/22)

Coord: A. Ballard
PI: Dr. Zell

Accrual: 5/10

MOLECULAR FAILURE

CCTG-CO32
(NEO-RT trial)

(opened 4/29/24)

Coord: P. Yang
PI: Dr. Zell

Accrual: 3/5

UCI 20-163
(CG-100 Intraluminal 

Bypass Device)

(opened 2/27/25)

Coord: M. Nguyen
PI: Dr. Carmichael

Accrual: 2/10

Presenter Notes
Presentation Notes
NEOADJUVANT
A022104/Janus Trial 7/21/2025
Stage II or III rectal adenocarcinoma defined as T4N0 or any T with node positive disease (any T, N+); also, T3N0 requiring APR or coloanal anastomosis.
Tumor Site: Rectum; ≤ 12cm from the anal verge. 
No prior systemic chemotherapy, targeted therapy, or immunotherapy; or radiation therapy administered as treatment for colorectal cancer within the past 5 years is allowed. 

CCTG-CO32
The NEO-RT Trial: A Phase III Randomized Trial of Neoadjuvant Chemotherapy, Excision and Observation Versus Chemoradiotherapy for Early Rectal Cancer.
Histologically confirmed invasive, well-moderately differentiated rectal adenocarcinoma, mismatch repair proficient.
MRI stage: a) cT1 not eligible for transanal surgery alone as per NCCN guidelines, (including but not limited to T1 tumours >2 cm in size, positive margin, tumour depth SM3 invasion to the lower third of the submucosal level). or b) cT2 – T3a
cN0 stage based on pelvic MRI – including absence of radiographic evidence of mesorectal nodal metastasis, tumour deposits or extramural venous invasion (EMVI).
M0 stage based on no evidence of metastatic disease by CT imaging of chest, abdomen and pelvis. 

ADJUVANT
NRG-GI008/Circulate
Histologically/pathologically confirmed Stage IIA, IIB, or III with R0 resection accordingly to AJCC 8th edition criteria. 
Distal extent of tumor must be ≥ 12 cm from the anal verge on colonoscopy or above the peritoneal reflection as documented during surgery or on pathology specimen (i.e., excluding rectal adenocarcinomas warranting treatment with chemoradiation).
No colon cancer histology other than adenocarcinoma (i.e., neuroendocrine carcinoma, sarcoma, lymphoma, squamous cell carcinoma, etc.). 
No radiographic evidence of overt metastatic disease within 28 days prior to study entry (CT with IV contrast or MRI imaging is acceptable and must include chest, abdomen, and pelvis). 
No tumor-related bowel perforation.
No history of prior invasive colon malignancy, regardless of disease-free interval. 

MOLECULAR FAILURE
UCI-20-43 
Must have Stage II, Stage III, or Stage IV colorectal cancer after curative intent resection eligible for adjuvant doublet chemotherapy for at least 3 additional months.
Must have ctDNA positive assay (tested by Signatera MRD assay) after at least 3 months of perioperative chemotherapy 
No major surgery within 4 weeks, or chemotherapy or radiotherapy within 2 weeks prior to Cycle 1 Day 1 
No prior treatment with irinotecan or TAS-102.
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https://www.dropbox.com/scl/fi/c3uvldhrxj5639uju5pr8/UCI-20-43.pdf?rlkey=d7dltaivt4lfvdwloew8hl3r7&st=fdybnq2k&dl=0
https://www.dropbox.com/scl/fi/c3uvldhrxj5639uju5pr8/UCI-20-43.pdf?rlkey=d7dltaivt4lfvdwloew8hl3r7&st=fdybnq2k&dl=0
https://www.dropbox.com/scl/fi/c3uvldhrxj5639uju5pr8/UCI-20-43.pdf?rlkey=d7dltaivt4lfvdwloew8hl3r7&st=fdybnq2k&dl=0
https://healthuci.sharepoint.com/sites/cancer/Shared%20Documents/Forms/AllItems.aspx?id=%2Fsites%2Fcancer%2FShared%20Documents%2FEligibility%20for%20all%20studies%20Open%20to%20Accrual%2FUCI%2020%2D43%20Eligibility%2Epdf&viewid=e20cf8a2%2D1130%2D49f1%2D95f6%2D7d1a434b1c23&parent=%2Fsites%2Fcancer%2FShared%20Documents%2FEligibility%20for%20all%20studies%20Open%20to%20Accrual
https://www.dropbox.com/scl/fi/nji4e2a2b0v7z4h1k5kf9/GI008.pdf?rlkey=b9t59povzdmyxh0rwl3lth64g&dl=0
https://www.dropbox.com/scl/fi/nji4e2a2b0v7z4h1k5kf9/GI008.pdf?rlkey=b9t59povzdmyxh0rwl3lth64g&dl=0
https://www.dropbox.com/scl/fi/nji4e2a2b0v7z4h1k5kf9/GI008.pdf?rlkey=b9t59povzdmyxh0rwl3lth64g&dl=0
https://www.dropbox.com/scl/fi/82k4xm3tp3r8gouhe23n6/CCTG-CO32-Eligibility.pdf?rlkey=h3zw614jql7afgr3u3n5kyy7i&st=cofgzk83&dl=0
https://www.dropbox.com/scl/fi/82k4xm3tp3r8gouhe23n6/CCTG-CO32-Eligibility.pdf?rlkey=h3zw614jql7afgr3u3n5kyy7i&st=cofgzk83&dl=0
https://www.dropbox.com/scl/fi/82k4xm3tp3r8gouhe23n6/CCTG-CO32-Eligibility.pdf?rlkey=h3zw614jql7afgr3u3n5kyy7i&st=cofgzk83&dl=0
https://www.dropbox.com/scl/fi/nqfrurxg71e8ervuisra2/UCI-20-163.pdf?rlkey=cd023amdz68jkfgiuan49fj6g&st=4m8058lo&dl=0
https://www.dropbox.com/scl/fi/nqfrurxg71e8ervuisra2/UCI-20-163.pdf?rlkey=cd023amdz68jkfgiuan49fj6g&st=4m8058lo&dl=0
https://www.dropbox.com/scl/fi/nqfrurxg71e8ervuisra2/UCI-20-163.pdf?rlkey=cd023amdz68jkfgiuan49fj6g&st=4m8058lo&dl=0
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1L METASTATIC 2L METASTATIC 3L METASTATIC

UCI 21-39
(Pembro + TATE)

(opened 8/26/21)
Coord: LM Aguilar

PI: Dr. Abi-Jaoudeh
Accrual: 30/33

A022101

(at least 4 months of chemo 
once metastatic disease is 

confirmed)

(opened 9/21/23)
Coord: A. Luna

PI: Dr. Eng
Accrual: 1/2

ETCTN 10670
(Abemaciclib + 5-

Fluorouracil)

(opened 4/8/25)
Coord: My Nguyen

PI: Dr. Dayyani
Accrual: 2/8

UCI 24-93
(Fruquintinib)

(opened 5/28/25)
Coord: M Bauk

PI: Dr. Dayyani
Accrual: 3/7:

UCI 24-142
(VET3-TGI +/- 

pembrolizumab)

(opened 3/7/25)
Coord: TBD

PI: Dr. Uchio
Accrual: 0/4:

Presenter Notes
Presentation Notes
1L METASTATIC
A022101
Histologically confirmed rectal adenocarcinoma with inferior margin < 15 cm from anal verge, based on colonoscopy and/or flexible sigmoidoscopy; T3-4Nx or TxN+ disease based on MRI Pelvis and CT of Abd/Chest.
Must have MSI-S or dMMR status based on IHC or PCR.
Patients must be receiving (or have received) first-line systemic therapy for metastatic 3 disease for a minimum of 12 weeks and a maximum of 39 weeks. Prior definitive therapy, including adjuvant chemotherapy, must have been completed at least 6 months prior to diagnosis of metastatic disease.
HIV-infected patients on effective anti-retroviral therapy with undetectable viral load within 6 months of registration are eligible.

2L/3L+ METASTATIC
ETCTN-10670
Histologically or cytologically confirmed microsatellite stability (MSS) metastatic colorectal cancer.
Progressed on standard therapies which would have included 5-FU or capecitabine, oxaliplatin, and irinotecan.
Must have had PD or intolerance to bevacizumab and anti-EGFR antibodies (cetuximab or panitumumab) in patients who have left-sided and RAS-wildtype CRC. 

3L METASTATIC
UCI-21-39
Histologically confirmed mCRC in liver, based on histopathology of prior section of primary lesion or a biopsied liver metastatic lesion (cannot be MSI-H) or metastatic NSCLC.
mCRC: primary lesions resected and received at least 2 regimens of 5-FU-based chemotherapy (e.g. FOLFOX, FOLFIRI, CAPOX, XELOX) + anti-VEGF/anti-EGFR.
Must have measurable disease; should also have at least one liver target tumor lesions with diameter of >2 cm and amenable for TATE. Patients should also have one measurable non-hepatic lesion.

UCI 24-93
Self-identify as Black and/or African American or Hispanic and/or Latino or as both.
Have been previously treated with standard approved therapies:
Fluoropyrimidine-, oxaliplatin-, and irinotecan-based chemotherapy.
An anti-VEGF biological therapy (eg, bevacizumab, aflibercept, ramucirumab (regorafenib is NOT an anti-VEGF biologic).
If RAS wild-type and medically appropriate, an anti-EGFR therapy (eg, cetuximab, panitumumab).
If known MSI-H or dMMR tumor and medically appropriate, a programmed cell death protein 1 (PD1) inhibitor.

UCI-24-142
Failed, intolerant to, or refused potentially curative treatment options, including but not limited to, standard of care molecularly targeted agents, immunotherapy (e.g., anti pembrolizumab/PDL1 antibodies), and chemotherapy.
Failed, refused, or intolerant to at least 2 lines of palliative chemotherapy.



https://www.dropbox.com/scl/fi/9xyb7si37q9244awf5czd/UCI-21-39.pdf?rlkey=038m7r4m2hrup1vjg6qwrkdv4&dl=0
https://www.dropbox.com/scl/fi/9xyb7si37q9244awf5czd/UCI-21-39.pdf?rlkey=038m7r4m2hrup1vjg6qwrkdv4&dl=0
https://www.dropbox.com/scl/fi/9xyb7si37q9244awf5czd/UCI-21-39.pdf?rlkey=038m7r4m2hrup1vjg6qwrkdv4&dl=0
https://www.dropbox.com/scl/fi/hmxev7retx6gk00v4qky4/A022101.pdf?rlkey=u4ojl0vmffdfz7rd1sc58mrcf&st=uwe5fpfc&dl=0
https://www.dropbox.com/scl/fi/eh02hzvs5hihtf6eurhfu/ETCTN-10670-Eligibility-Schema.pdf?rlkey=97gkvic9n5cm4u7ieko6jgiau&st=9ky23n2w&dl=0
https://www.dropbox.com/scl/fi/getrzu7yyvzxgylog77cm/UCI-24-93-Schema-Only.pdf?rlkey=qfd6v8zequ3wdnmfgzpdtw118&st=orqi1iom&dl=0
https://www.dropbox.com/scl/fi/getrzu7yyvzxgylog77cm/UCI-24-93-Schema-Only.pdf?rlkey=qfd6v8zequ3wdnmfgzpdtw118&st=orqi1iom&dl=0
https://www.dropbox.com/scl/fi/getrzu7yyvzxgylog77cm/UCI-24-93-Schema-Only.pdf?rlkey=qfd6v8zequ3wdnmfgzpdtw118&st=orqi1iom&dl=0
https://www.dropbox.com/scl/fi/0w0c5yzzddl1opfu5by1c/UCI-24-142.pdf?rlkey=ldz2u56wkhrwyodj9vyyz9w0b&st=99qpyiu2&dl=0
https://www.dropbox.com/scl/fi/0w0c5yzzddl1opfu5by1c/UCI-24-142.pdf?rlkey=ldz2u56wkhrwyodj9vyyz9w0b&st=99qpyiu2&dl=0
https://www.dropbox.com/scl/fi/0w0c5yzzddl1opfu5by1c/UCI-24-142.pdf?rlkey=ldz2u56wkhrwyodj9vyyz9w0b&st=99qpyiu2&dl=0
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Newly Diagnosed Advanced/Metastatic
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Trial Flowchart 5

Neoadjuvant Newly Diagnosed Metastatic Recurrent

UCI 21-191
(SOC w/ ctDNA testing)

(opened 6/27/25)
Coord: A. Ballard

PI: Dr. Dayyani
Accrual: 5/20

UCI 22-51
(ASP2138 +/- 1L/2L chemo backbone)

(opened 8/8/24)

Coord: N. Ferrand (Gastric/GEJ); P. Yang (PDAC)
PI: Dr. Dayyani
Accrual: 31/35

UCI 16-94
(Tirapazamine, Nivolumab)

(opened 6/15/23)
Coord: M Duron

PI: Dr. Abi-Jaoudeh
Accrual: 34/48

A022102
(mFOLFIRINOX +/- 

Nivolumab vs. FOLFOX 
+/- Nivolumab)

Coord: M. Bauk
PI: Dr. Dayyani
Accrual: 8/14

UCI 21-10
(FOLFOX + nivo + 

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

Coord: M. Nguyen

PI: Dr. Dayyani
Accrual: 21/27

UCI 24-49
(Beamion BCGC-1: 
Oral Zongertinib + 

Trastuzumab Deruxtecan or + 
Trastuzumab Emtansine)

(opened 10/22/24)

Coord: M. Nguyen
PI: Dr. Dayyani
Accrual: 3/10

UCI 24-77
(I-DXd)

Coord: TBD
PI: Dr. Dayyani

Pending activation

ESCC

UCI 23-173
(ICI in ARID1a Mu)

Coord: TBD
PI: Dr. Dayyani

Pending activation

UCI 23-184
Pafolacianine for 

Imaging of Peritoneal 
Carcinomatosis

(opened 11/13/24)
Coord: LM Aguilar

PI: Dr. Senthil
Accrual: 6/10

EA2234
(IV Paclitaxel + IV 5-FU + IV 
leucovorin +/- IP paclitaxel)

(opened 8/28/25)
Coord: LM Aguilar

PI: Dr. Senthil
Accrual: 0/65

Presenter Notes
Presentation Notes
NEOADJUVANT
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.

UCI 23-184
Primary gastrointestinal cancer, planned for cytoreductive surgery.
No prior exposure to Cytalux (Pafolacianine) or known carcinomatosis determined pre-operatively to be inoperable.

ESOPHAGEAL SQUAMOUS CELL ADENOCARCINOMA
UCI 24-77
Pre-treated/advanced metastatic ESCC.

NEWLY DIAGNOSED METASTATIC
UCI 20-87
Histologically/cytologically confirmed GEJ adenocarcinoma with confirmed peritoneal carcinomatosis.
Have received minimum of 3 months and a maximum of 6 months of 1st line systemic treatment without visceral metastatic progression.
No evidence of distant, solid organ metastases (visceral (liver, lung, brain), bone, extra-abdominal).

A022102
HER2 negative adenocarcinoma of the esophagus, gastroesophageal junction, or stomach with known PD-L1 CPS.
No prior systemic treatment for unresectable or metastatic disease.
Prior neoadjuvant or adjuvant cytotoxic chemotherapy or adjuvant immunotherapy allowed if completed at least 1 year prior to registration.

UCI-21-10 
1L patients only now being enrolled.
At least 1 measurable lesion per RECIST 1.

EA2183
HER2 negative metastatic esophageal or gastric adenocarcinoma with known PDL1 CPS expression.
Must have received 3-6 months of first-line therapy within 4 weeks of protocol randomization.
Must have received at least 2 chemotherapy agents during their first-line treatment.

RECURRENT
UCI-23-78
Must have received at least 1 line of therapy.
EGFR or MET amplification.
Patients with HER2+ (IHC 3+ or IHC 2+/FISH+) tumors must have progressed on trastuzumab.
No prior receipt of an EGFR or MET inhibitor for esophagogastric cancer.

UCI 23-109
Escalation phase: Previously treated advanced GC/GEJC or Breast Cancer (HER2-expressing).
Expansion phase: Expansion Phase Cohort B HER2+ 3L or higher Breast Cancer, HER2-low 2L GC/GEJC.

UCI 23-200
3L for GEJ/Gastric claudin18.2 positive patients.

UCI-16-94
Metastatic gastro-esophageal cancer.
If gastro-esophageal cancer, they should have progressed on one regimen of 5-fluouracil-based systemic chemotherapy such as such as mFOLFOX6 or CAPOX, plus an immune checkpoint inhibitor if HER2 negative and regardless of PD-L1 expression level. If HER2 positive, patients should progress on a HER2-targeted agent, a chemotherapy regimen and a PD-(L)1 inhibitor.

UCI 22-51
Positive for CLDN 18.2 by central IHC testing 
Participants with gastric or GEJ adenocarcinoma or pancreatic adenocarcinoma.
No prior CLDN18.2-targeted investigational agent (e.g., zolbetuximab or chimeric antigen receptor CLDN18.2-specific T cells) prior to first dose of study intervention.

UCI 24-49
Documented HER2+ (IHC 3+ or IHC 2+ and evidence of HER2 amplification by in situ hybridization).
Documented progression after HER2-directed treatment for unresectable, locally advanced, or metastatic disease.
One line of prior therapy is required for all cohorts. Additional therapies are cohort specific.

UCI 23-173
Proof of Principle Study Evaluating the Effect of Intra-tumoral T Cells After a Single Dose of Immune Checkpoint Inhibitors in Gastro-esophageal Adenocarcinoma with ARID1a Mutations

https://www.dropbox.com/scl/fi/hxh6n1p1b90c07zgmlnhb/UCI-21-191.pdf?rlkey=3egbm36vxd52zp4kawx8mcjv6&st=wxpk6jwz&dl=0
https://www.dropbox.com/scl/fi/hxh6n1p1b90c07zgmlnhb/UCI-21-191.pdf?rlkey=3egbm36vxd52zp4kawx8mcjv6&st=wxpk6jwz&dl=0
https://www.dropbox.com/scl/fi/hxh6n1p1b90c07zgmlnhb/UCI-21-191.pdf?rlkey=3egbm36vxd52zp4kawx8mcjv6&st=wxpk6jwz&dl=0
https://www.dropbox.com/scl/fi/l2nsmgdkr33vmhayd638m/UCI-22-51-Eligibility-Schema.pdf?rlkey=w23lh8qac75n5a6sebl0d12z5&st=kd4u5pzw&dl=0
https://www.dropbox.com/scl/fi/l2nsmgdkr33vmhayd638m/UCI-22-51-Eligibility-Schema.pdf?rlkey=w23lh8qac75n5a6sebl0d12z5&st=kd4u5pzw&dl=0
https://www.dropbox.com/scl/fi/l2nsmgdkr33vmhayd638m/UCI-22-51-Eligibility-Schema.pdf?rlkey=w23lh8qac75n5a6sebl0d12z5&st=kd4u5pzw&dl=0
https://www.dropbox.com/scl/fi/7m92hq95zgx1tnm6ysjk6/UCI-16-94.pdf?rlkey=c0rqeg6iv1s5wy4ajis42glto&st=2ip50bgj&dl=0
https://www.dropbox.com/scl/fi/7m92hq95zgx1tnm6ysjk6/UCI-16-94.pdf?rlkey=c0rqeg6iv1s5wy4ajis42glto&st=2ip50bgj&dl=0
https://www.dropbox.com/scl/fi/7m92hq95zgx1tnm6ysjk6/UCI-16-94.pdf?rlkey=c0rqeg6iv1s5wy4ajis42glto&st=2ip50bgj&dl=0
https://www.dropbox.com/scl/fi/czc6r2n6lhhjipvpcukd3/A022102.pdf?rlkey=cgtkfukgmma0kqxrbp6bdikn2&dl=0
https://www.dropbox.com/scl/fi/cj3pnwntukbyu24bkyl6t/UCI-21-10-Eligibility.pdf?rlkey=323f3ni9ujk2tzutsbqcobs6k&st=i72zogmy&dl=0
https://www.dropbox.com/scl/fi/cj3pnwntukbyu24bkyl6t/UCI-21-10-Eligibility.pdf?rlkey=323f3ni9ujk2tzutsbqcobs6k&st=i72zogmy&dl=0
https://www.dropbox.com/scl/fi/cj3pnwntukbyu24bkyl6t/UCI-21-10-Eligibility.pdf?rlkey=323f3ni9ujk2tzutsbqcobs6k&st=i72zogmy&dl=0
https://www.dropbox.com/scl/fi/74la6337hfxc6u3gka5pw/UCI-24-49.pdf?rlkey=ik1gj0l66svs6orkufpf306np&st=3onzlluy&dl=0
https://www.dropbox.com/scl/fi/74la6337hfxc6u3gka5pw/UCI-24-49.pdf?rlkey=ik1gj0l66svs6orkufpf306np&st=3onzlluy&dl=0
https://www.dropbox.com/scl/fi/74la6337hfxc6u3gka5pw/UCI-24-49.pdf?rlkey=ik1gj0l66svs6orkufpf306np&st=3onzlluy&dl=0
https://www.dropbox.com/scl/fi/jviv4ziu15n3qx40m83xg/UCI-23-184.pdf?rlkey=21l897p47rg4xrengfd1j253y&st=kydmhexv&dl=0
https://www.dropbox.com/scl/fi/jviv4ziu15n3qx40m83xg/UCI-23-184.pdf?rlkey=21l897p47rg4xrengfd1j253y&st=kydmhexv&dl=0
https://www.dropbox.com/scl/fi/jviv4ziu15n3qx40m83xg/UCI-23-184.pdf?rlkey=21l897p47rg4xrengfd1j253y&st=kydmhexv&dl=0
https://www.dropbox.com/scl/fi/e5zajjildlz5x2i35kpub/EA2234-Eligibility-Schema.pdf?rlkey=uqzxxxnuysbh6qu56kje9ua8z&st=leqgggev&dl=0
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Trial Flowchart 6

HER-2 KRAS CLDN18.2EGFR

ETCTN-10358/DASH
(DS8201a + AZD6738) 

Coord: M. Nguyen

PI: Dr. Dayyani
Accrual: 5/8

UCI 22-51
(ASP2138)

Coord: N. Ferrand/
P. Yang

PI: Dr. Dayyani

Accrual: 31/25

UCI 23-200
(AZD0901)

(opened 7/24/24)

Coord: M. Duron
PI: Dr. Dayyani

Accrual: 5/10UCI 24-49
(Beamion BCGC-1: 
Oral Zongertinib + 

Trastuzumab Deruxtecan) 
(opened 10/22/24)

Coord: M. Nguyen
PI: Dr. Dayyani
Accrual: 3/10

ETCTN-10495
(DS8201a + Neratinib)

(opened 3/5/25)
Coord: M. Nguyen

PI: Dr. Dayyani
Accrual: 2/7

Presenter Notes
Presentation Notes
HER-2
ETCTN-10358/DASH
• Patients must have HER2-exists, or HER2-expressing tumors determined by a CLIA-certified laboratory
	• HER2 expression (1-3+) by IHC locally and confirmed centrally OR 
	• HER2 expression (1-3+) by IHC tested centrally OR 
	• HER2 amplification based on FISH or Next Generation Sequencing
• Must have received at least one line of systemic chemotherapy for either locally advanced or metastatic disease and should have either progressed on this therapy or been intolerant to this therapy
• For tumors where anti-HER2 therapy is standard of care, patients must have progressed on at least 1 line of anti-HER2 therapy if eligible. For patients where DS8201a is approved as standard of care, prior treatment with DS8201a is not allowed
• Dose-escalation phase: 
Must have histologically confirmed advanced solid tumor including but not restricted to breast cancer, gastric or gastroesophageal cancer, colon cancer, endometrial cancer, salivary gland tumors, and hepatobiliary tumors
• Dose-expansion phase: 
Must have histologically confirmed advanced/metastatic gastroesophageal cancer (cohort A) or colorectal cancer (cohort B) 

UCI 20-67 
•   HER2 expression by IHC and/or erbb2 amplification and/or erbb2-activating mutations.
•   Histologically/cytologically-proven locally advanced or metastatic solid tumors for which no standard therapy exists, or standard therapy has failed.
•   UBC Cohort: must have received only 1L platinum-containing regimen for inoperable locally advanced/metastatic urothelial carcinoma with PD/recurrence < 6 months after the last dose.
•   MBC Cohort: no more than 3 prior lines of cytotoxic therapy for metastatic disease 

UCI 24-49
Documented HER2+ (IHC 3+ or IHC 2+ and evidence of HER2 amplification by in situ hybridization).
Documented progression after HER2-directed treatment for unresectable, locally advanced, or metastatic disease.
One line of prior therapy is required for all cohorts. Additional therapies are cohort specific.

BRAF

KRAS
UCI-24-65
•   Definitively diagnosed locally advanced unresectable or metastatic solid tumor with KRAS G12C mutation.
•   NSCLC, CRC, and solid tumor cohort.

EGFR
UCI-22-171
•    Documented EGFR expression.
•    Dose Escalation: progressed on standard of care therapy, evaluable disease (no TL required).
•    Dose Expansion: measurable colorectal, esophageal, or gastric adenocarcinoma.

CLDN18.2
UCI 22-51
CLDN 18.2 positive by central IHC testing 
Participants with gastric or GEJ adenocarcinoma or pancreatic adenocarcinoma.
No prior CLDN18.2-targeted investigational agent (e.g., zolbetuximab or chimeric antigen receptor CLDN18.2-specific T cells) prior to first dose of study intervention.

UCI 23-200
3L for GEJ/Gastric CLDN 18.2 positive patients.




https://www.dropbox.com/scl/fi/5acrz4ctc290wz6pidywj/ETCTN-10358-Eligibility.pdf?rlkey=16bahsw3dnxfk90v60px511ns&st=u7ylqegb&dl=0
https://www.dropbox.com/scl/fi/5acrz4ctc290wz6pidywj/ETCTN-10358-Eligibility.pdf?rlkey=16bahsw3dnxfk90v60px511ns&st=u7ylqegb&dl=0
https://www.dropbox.com/scl/fi/5acrz4ctc290wz6pidywj/ETCTN-10358-Eligibility.pdf?rlkey=16bahsw3dnxfk90v60px511ns&st=u7ylqegb&dl=0
https://www.dropbox.com/scl/fi/l2nsmgdkr33vmhayd638m/UCI-22-51-Eligibility-Schema.pdf?rlkey=w23lh8qac75n5a6sebl0d12z5&st=9lhyfv9c&dl=0
https://www.dropbox.com/scl/fi/l2nsmgdkr33vmhayd638m/UCI-22-51-Eligibility-Schema.pdf?rlkey=w23lh8qac75n5a6sebl0d12z5&st=9lhyfv9c&dl=0
https://www.dropbox.com/scl/fi/l2nsmgdkr33vmhayd638m/UCI-22-51-Eligibility-Schema.pdf?rlkey=w23lh8qac75n5a6sebl0d12z5&st=9lhyfv9c&dl=0
https://www.dropbox.com/scl/fi/4hy8pjylbr7ipdww72ofj/UCI-23-200.pdf?rlkey=zxld85b7uhfj2fkd6fxfqllwf&st=4okjkb1w&dl=0
https://www.dropbox.com/scl/fi/4hy8pjylbr7ipdww72ofj/UCI-23-200.pdf?rlkey=zxld85b7uhfj2fkd6fxfqllwf&st=4okjkb1w&dl=0
https://www.dropbox.com/scl/fi/4hy8pjylbr7ipdww72ofj/UCI-23-200.pdf?rlkey=zxld85b7uhfj2fkd6fxfqllwf&st=4okjkb1w&dl=0
https://www.dropbox.com/scl/fi/74la6337hfxc6u3gka5pw/UCI-24-49.pdf?rlkey=ik1gj0l66svs6orkufpf306np&st=3onzlluy&dl=0
https://www.dropbox.com/scl/fi/74la6337hfxc6u3gka5pw/UCI-24-49.pdf?rlkey=ik1gj0l66svs6orkufpf306np&st=3onzlluy&dl=0
https://www.dropbox.com/scl/fi/74la6337hfxc6u3gka5pw/UCI-24-49.pdf?rlkey=ik1gj0l66svs6orkufpf306np&st=3onzlluy&dl=0
https://www.dropbox.com/scl/fi/ku479yquz5ykpreo300ca/ETCTN-10495.pdf?rlkey=x9c9v0rbkncwqnmdvu18c1y7y&st=cgbj7kjz&dl=0
https://www.dropbox.com/scl/fi/ku479yquz5ykpreo300ca/ETCTN-10495.pdf?rlkey=x9c9v0rbkncwqnmdvu18c1y7y&st=cgbj7kjz&dl=0
https://www.dropbox.com/scl/fi/ku479yquz5ykpreo300ca/ETCTN-10495.pdf?rlkey=x9c9v0rbkncwqnmdvu18c1y7y&st=cgbj7kjz&dl=0
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UCI 22-26
(Androgen and 

glucocorticoid receptor 
antagonist)

Coord: B. Nguyen

PI: Dr. Dayyani
Accrual: 11/12

UCI 23-85
(BA3182 + (EPCAM)/CD3 

Antibody)

(opened 9/19/24)

 Coord: H. Nguyen

PI: Dr. Valerin
Accrual: 6/8

ETCTN-10579
(ZEN003694 (ZEN-3694) 

+ capecitabine)

(opened 10/27/23)

Coord: P.Yang

PI: Dr. FC Lee

Accrual: 2/4

UCI 21-241
(ALK inhibitor NLV-655)

(opened 7/12/24)

Coord: A. Ballard

PI: Dr. Nagasaka
Accrual: 20/25

UCI 25-75
(CRN09682- on SST2 
expressing tumors)

Coord: TBD

PI: Dr. Dayyani
Pending activation

UCI 25-16
(ODM-212)

(opened 8/29/2025)

Coord: P. Yang

PI: Dr. Dayyani
Accrual: 0/10

UCI 24-138
(Tarlatamab in DLL3 
Expressing Tumors + 

Neuroendocrine 
Neoplasms)

Coord: TBD

PI: Dr. Park
Pending activation

ETCTN-10572
(Temozolomide + 

M1774)

Coord: TBD

PI: Dr. Dayyani
Pending activation

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 menigioma.

UCI 23-85
Archived tumor tissue or tissue amenable to biopsy must be available to the Sponsor for epithelial cell adhesion molecule (EpCAM) and other gene expression testing. 

UCI-22-26
Part 1 (Dose Escalation): histologically or cytologically confirmed relapsed or refractory advanced or metastatic solid tumor of any origin, not amenable to standard of care therapy.
Measurable or evaluable disease per RECIST v1.1 criteria.
No known brain metastases, spinal cord compression, carcinomatous meningitis or leptomeningeal disease unless appropriately treated and neurologically stable for > 4 week.

ETCTN-10579
Dose Escalation: histologically confirmed metastatic or unresectable cancer; must have progressed on standard therapies (have included 5-FU or capecitabine).
Dose Expansion: histologically confirmed metastatic or unresectable CRC; must have progressed on standard therapies (have included 5-FU or capecitabine); *pre and post treatment biopsies are required for specific cohorts.

UCI-23-197
A Phase I/Ib, First-In-Human, Multi-Part, Open-Label Study to Investigate the Safety, Tolerability, Pharmacokinetics, Biological and Clinical Activity of DF6215 in Patients with Advanced (Unresectable, Recurrent, or Metastatic) Solid Tumor
Currently in 3+3.
Participation does not require measurable disease, only evidence of objective disease.
Archival tissue, or fresh biopsy, required during screening.

UCI-21-241
Documented ALK rearrangement or activating ALK mutation detected by certified assay (i.e. CLIA in the US). The report from this test is required to be submitted for eligibility.
Phase 1: histologically or cytologically confirmed locally advanced or metastatic solid tumor.
Phase 2 cohorts except 2f: histologically or cytologically confirmed locally advanced or metastatic NSCLC (excluding patients with documented transformation to non-NSCLC histology).
Phase 2 cohort 2f: any other histologically or cytologically confirmed locally advanced or metastatic solid tumor.


https://www.dropbox.com/scl/fi/kx6gbt16qs0smu1ujkgkp/UCI-22-26.pdf?rlkey=all21mje63lwejoyvzjzgrsls&dl=0
https://www.dropbox.com/scl/fi/kx6gbt16qs0smu1ujkgkp/UCI-22-26.pdf?rlkey=all21mje63lwejoyvzjzgrsls&dl=0
https://www.dropbox.com/scl/fi/kx6gbt16qs0smu1ujkgkp/UCI-22-26.pdf?rlkey=all21mje63lwejoyvzjzgrsls&dl=0
https://www.dropbox.com/scl/fi/fhj3qhlxjhnvc93dy2dki/UCI-23-85.pdf?rlkey=co4e724a9zv9mtakt1924hsr8&st=s8g7iuhk&dl=0
https://www.dropbox.com/scl/fi/fhj3qhlxjhnvc93dy2dki/UCI-23-85.pdf?rlkey=co4e724a9zv9mtakt1924hsr8&st=s8g7iuhk&dl=0
https://www.dropbox.com/scl/fi/fhj3qhlxjhnvc93dy2dki/UCI-23-85.pdf?rlkey=co4e724a9zv9mtakt1924hsr8&st=s8g7iuhk&dl=0
https://www.dropbox.com/scl/fi/fhj3qhlxjhnvc93dy2dki/UCI-23-85.pdf?rlkey=co4e724a9zv9mtakt1924hsr8&st=s8g7iuhk&dl=0
https://www.dropbox.com/scl/fi/37utvk8ts5e6yhovc9nut/ETCTN-10579.pdf?rlkey=ppxm05frrlgazsfagbqu5bo2n&dl=0
https://www.dropbox.com/scl/fi/37utvk8ts5e6yhovc9nut/ETCTN-10579.pdf?rlkey=ppxm05frrlgazsfagbqu5bo2n&dl=0
https://www.dropbox.com/scl/fi/37utvk8ts5e6yhovc9nut/ETCTN-10579.pdf?rlkey=ppxm05frrlgazsfagbqu5bo2n&dl=0
https://www.dropbox.com/scl/fi/ug4kbeygsmr5jbw7nb6f4/UCI-21-241.pdf?rlkey=b11sqpw5dxupoxj30xtu5vall&st=7p6svktm&dl=0
https://www.dropbox.com/scl/fi/ug4kbeygsmr5jbw7nb6f4/UCI-21-241.pdf?rlkey=b11sqpw5dxupoxj30xtu5vall&st=7p6svktm&dl=0
https://www.dropbox.com/scl/fi/ug4kbeygsmr5jbw7nb6f4/UCI-21-241.pdf?rlkey=b11sqpw5dxupoxj30xtu5vall&st=7p6svktm&dl=0
https://www.dropbox.com/scl/fi/tmp8c29me2umhynskq78d/UCI-25-16-Eligibility-Schema.pdf?rlkey=w4424lnxxxzjrrxa7toygp9ox&st=gjeg7ubz&dl=0
https://www.dropbox.com/scl/fi/tmp8c29me2umhynskq78d/UCI-25-16-Eligibility-Schema.pdf?rlkey=w4424lnxxxzjrrxa7toygp9ox&st=gjeg7ubz&dl=0
https://www.dropbox.com/scl/fi/tmp8c29me2umhynskq78d/UCI-25-16-Eligibility-Schema.pdf?rlkey=w4424lnxxxzjrrxa7toygp9ox&st=gjeg7ubz&dl=0
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UCI 03-03
(Immunologic response 

analysis)

Coord: B. Sanchez
PI: Dr. Imagawa

Accrual: 336/400

UCI 22-55
(ID GenomeSig for 

HomoRecomboDeficiency inPC 
&Mismatch RepairDeficiency in 

Microsatellite Instable CC)

PI: Dr. Pannunzio/Dr. Valerin
Pending activation

UCI 23-29
(Electroacupuncture in 
symptom management 

after CRS/HIPEC)

(opened 8/8/24)

PI: Dr. Eng
Accrual: 6/10

UCI 24-05
(Rizule for Cancer- related 

Cognitive Impairment)

(opened 6/18/2025)

Coord: M. Bauk
PI: Dr. Chan

Accrual: 18/39

Presenter Notes
Presentation Notes
UCI 03-03
• Primary or metastatic liver cancer, scheduled for surgery with Dr. Imagawa or Dr. Demirjian.

UCI 23-29
Electroacupuncture in symptom management after CRS/HIPEC.
Pilot study managed outside of stern center.
Contact Dr. Eng directly with any potential patients.
Patients with known peritoneal disease who are scheduled to undergo CRS/HIPEC.

UCI-20-04
Patient receiving treatment for the above 4 cancers (bladder cancer, lung cancer, gastric/stomach cancer, and liver cancer) 

UCI 22-55
Identification of a Genomic Signature for Homologous Recombination Deficiency in Pancreatic Cancer and Mismatch Repair Deficiency in Microsatellite Instable Colorectal Cancer


https://www.dropbox.com/scl/fi/52fw6zt3web9rivrbhn4y/UCI-20-101.pdf?rlkey=xzmj3f3u1vlzk9cf1bmifb7ca&dl=0
https://www.dropbox.com/scl/fi/sqq89dgdzv98mic5tn4q9/UCI-24-05.pdf?rlkey=eevsa6qli10w58arqskjn7g7l&st=7idgu2ig&dl=0
https://www.dropbox.com/scl/fi/sqq89dgdzv98mic5tn4q9/UCI-24-05.pdf?rlkey=eevsa6qli10w58arqskjn7g7l&st=7idgu2ig&dl=0
https://www.dropbox.com/scl/fi/sqq89dgdzv98mic5tn4q9/UCI-24-05.pdf?rlkey=eevsa6qli10w58arqskjn7g7l&st=7idgu2ig&dl=0
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