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GI
NEOADJUVANT ADJUVANT INTRA-OPERATIVE

UCI 20-09/SHORT
(Radiation + TASOX)

Coord: A. Luna
Accrual: 1/9

A022104/Janus Trial
(Triplet vs. double chemo)

Coord: A. Luna
Accrual: 1/5

EA2201
(Nivo + Ipi + radiation)

Coord: K. Ghio
Accrual: 0/3

UCI 21-67
(Epacadostat + short course 

radiation + chemo)

Pending IRB, budget, contract

Tumor Location

Mutations

NRG-GI005/COBRA
(SOC vs mFOLFOX6 or CAPOX or 

surveillance)

Coord: LM Aguilar
Accrual: 2/5

UCI 20-43
(TAS102 + irinotecan)

Coord: Krissy Ghio
Accrual: 2/11

NRG-GI008/CIRCULATE
(ctDNA guided tx)

Coord: A. Luna
Accrual: 1/5

UCI 20-163
(SOC vs CG-100 Intraluminal)

Coord: M. Nguyen
 Bypass Device

Presenter Notes
Presentation Notes
NEOADJUVANT
UCI-20-09
Inclusion: 
Newly diagnosis of rectal adenocarcinoma 
Candidate for sphincter-sparing surgical resection prior to initiation of neoadjuvant therapy according to the primary surgeon. 
Clinical Stage: T1/N1, T2/N1, T3/N1, T3 a/b/c/dN0.
Absence of metastatic disease
Exclusion:
Need for abdominoperineal (APR) at baseline
Tumor is causing symptomatic bowel obstruction or a temporary diverting ostomy are ineligible.  
Chemotherapy within 5 years prior to registration. (Hormonal therapy is allowable if the disease free interval is ≥ 5 years.) 

A022104/Janus Trial
Inclusion: 
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 
Exclusion: 
No prior systemic chemotherapy, targeted therapy, or immunotherapy; or radiation therapy administered as treatment for colorectal cancer within the past 5 years is allowed. 

EA2201
Inclusion: 
Histologically confirmed adenocarcinoma of the rectum with the inferior margin w/i 15 cm from the anal verge based on colonoscopy and/or flexible sigmoidoscopy
T3-4Nx or TxN+ disease (Stage II or III) based on MRI of pelvis and computed tomography of the chest/abdomen. Baseline scans must within 28 days prior to registration.
Must have MSI-H (microsatellite instability-high) or dMMR (deficient mismatch repair) tumors based on immunohistochemistry or PCR (Polymerase Chain Reaction).
Exclusion: 
Must not have previously received chemotherapy or immunotherapy for rectal cancer
Must not have previously received radiotherapy to the pelvis. 

UCI-21-67
• Plans to proceed with neoadjuvant short course radiation and chemotherapy 
• No prior anti-cancer therapy for rectal cancer

ADJUVANT
NRG-GI008/Circulate
Inclusion: 
Histologically/pathologically confirmed Stage IIIA or Stage IIIB colon adenocarcinoma (T1-3, N1/N1c) with R0 resection accordingly to AJCC 8th edition criteria. NOTE: Patients with pathologic stages II or IIIC colon adenocarcinoma with R0 resection who have a commercially obtained Signatera ctDNA+ve assay result postoperatively meeting all timelines and eligibility requirements otherwise, are eligible for enrollment and inclusion in Cohort B. 
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). 
Exclusion: 
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). 
Tumor-related bowel perforation
History of prior invasive colon malignancy, regardless of disease-free interval. 

NRG-GI005/COBRA
Inclusion: 
Histologically/pathologically confirmed stage IIA adenocarcinoma of the colon (T3, N0, M0) with at least 12 lymph nodes examined at the time of surgical resection
Distal 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). 

UCI-20-43
Inclusion: 
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
Exclusion: 
Major surgery within 4 weeks, or chemotherapy or radiotherapy within 2 weeks prior to Cycle 1 Day 1 
Prior treatment with irinotecan or TAS-102. 

INTRA-OPERATIVE
UCI-20-163
• Patients diagnosed with colorectal cancer who are 22-65 years of age at screening
• Scheduled for elective surgery (open, laparoscopic or robotic with mesorectal excision, either abdominal or transanal approach) which requires the creation of an anastomosis, max. 10 cm from anal verge 
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1L METASTATIC 2L METASTATIC 3L METASTATIC

UCI 22-07
(BXQ-350 + mFOLFOX7 

and bevacizumab)

Coord: A. Luna
Accrual: 2/5

S2107
(Encorafenib + cetuximab +/- nivo)

Coord: LM Aguilar
Accrual: 0/3

UCI 20-84
(HES vs. SOC TACE)

Coord: M. Duron
Accrual: 8/13

UCI 21-39
(Pembro + TATE)

Coord: M. Duron
Accrual: 17/20

UCI 22-131 
(XL092 + 

atezolizumab vs. 
regorafenib)

Coord: P. Yang
Accrual: 3/7

UCI 23-101 
(Nivo + BMS-986288 vs regorafenib)

Pending activation

UCI 21-110
(only EC naïve patients 
with BRAFV600E CRC) 

Encorafenib + cetuximab 
+ ERAS-007

Coord: P. Yang
Accrual: 6/15

A022101

(at least 4 months of 
chemo once metastatic 

disease is confirmed)
(Ablative t

Coord: A. Luna
Accrual: 0/2

UCI 21-208
(nti-DR5 targeting pentameric 

Igm antibody IGM-8444)
Coord: B. Huynh

Accrual: 4/8

UCI 22-87
(KRAS inhibitor)

Coord: C. Gonzalez
Accrual: 0/20

Presenter Notes
Presentation Notes
1L METASTATIC
UCI-22-07
Inclusion:
• Must have measurable disease
Exclusion: 
• Cannot have confirmed dMMR or MSI-H 
• Cannot have Type 1 or 2 diabetes mellitus 

UCI-21-110
• Histologically or cytologically confirmed metastatic CRC 
• Dose Escalation cohorts: must have disease progression after at least 1 systemic regimen. Prior regimens must contain the following (prior regorafenib or TAS-102 prohibited): 
	- All patients: 5-FU or capecitabine, oxaliplatin and/or irinotecan, bevacizumab 
	- Patients with MSI-H or dMMR CRC: pembrolizumab or nivolumab 

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-H or dMMR status based on IHC or PCR 
• Must be chemo- or immunotherapy-naive for rectal cancer; no prior RT to pelvis 
• HIV-infected patients on effective anti-retroviral therapy with undetectable viral load within 6 months of registration are eligible

2L METASTATIC
UCI-21-208
Inclusion: 
Dose Escalation 
• Histologic or cytologic documentation of incurable, locally advanced, or metastatic cancer who are refractory/intolerant to standard therapy or who have no further standard therapy 
• No more than three prior therapeutic regimens 
Exclusion: 
• Prior DR5 agonist therapy 
• Prior DR5 agonist therapy

S21017
Inclusion: 
• histologically or cytologically confirmed diagnosis of adenocarcinoma of the colon or rectum
• must have BRAFV600E mutated colorectal cancer as tested in a CLIAcertified laboratory
• must have proficient mismatch repair (pMMR) or Microsatellite Stable (MSS) status as tested in a CLIA-certified laboratory and documented by the treating clinician
• must have had one or two prior regimens of systemic chemotherapy for metastatic or locally advanced, unresectable disease
Exclusion: 
• must not have had prior treatment with anti-EGFR therapies
• must not have had prior treatment with a BRAF inhibitor, MEK inhibitor, or ERK inhibitor 
• must not have had prior treatment with an anti-PD-1, anti-PD-L1, anti-PD-L2, anti-CTLA-4 antibody, or any other antibody or drug specifically targeting T-cell co-stimulation or immune checkpoint pathways

3L METASTATIC
UCI-23-101
Inclusion: 
• KRAS and NRAS (extended RAS) and BRAF mutation status should be verified based on available local testing results as part of medical history. Regardless of
whether or not RAS mutation status is known, all participants will be tested during screening for extended RAS (NRAS and KRAS) and BRAF mutation status.
Results from this testing at screening is not required prior to receiving treatment on study (except BRAF V600E). The proportion of participants with RAS mutations will be monitored on an ongoing basis. The sponsor may limit the number of RAS wild type participants after discussion with the investigators. 
• Participants with 3L/4L mCRC must have progressed or been intolerant to 2 prior lines of chemotherapy in the metastatic disease setting, which must include at least oxaliplatin- and irinotecan-containing regimens.
	(a) Participants who received FOLFOXIRI (or equivalent) in the 1L setting may be considered for enrollment in the second line setting.
	(b) Prior therapies containing anti-VEGF agents and/or anti-EGFR agents are permitted.
	(c) Disease recurrence within 6 months after the last dose of the adjuvant/neoadjuvant therapy is permitted and will be considered as 1 line of prior 	therapy for study entry. Disease recurrence beyond 6 months after the last dose of the adjuvant/neoadjuvant therapy is also permitted but will NOT be 	considered as 1 line of prior therapy for study entry.
	(d) Disease progression must have occurred during or within 3 months following the last dose of approved standard therapies
Exclusion: 
• Participants with BRAF V600E mutant colorectal cancer

UCI-22-131
Inclusion:
• Documented RAS status (mutant or WT), by tissue-based analysis 
• Has received the following SOC anticancer therapies as prior therapy for metastatic CRC and has radiographically progressed, is refractory or intolerant to these therapies.
	a. Systemic SOC anticancer therapy must include ALL of the following agents: 
		i. Fluoropyrimidine, irinotecan and oxaliplatin, with or without an anti-vascular endothelial growth factor (VEGF) monoclonal antibody (eg, 		bevacizumab) 
		ii. Anti-epidermal growth factor receptor (EGFR) monoclonal antibody (eg, cetuximab or panitumumab) for RAS wild-type (WT) subjects 
		iii. BRAF inhibitor for subjects with known BRAF V600E mutations 
• Radiographic progression during treatment with or within 3 months following the last dose of most recent approved SOC chemotherapy regimen
Exclusion:
• No microsatellite instability-high (MSI-high) or mismatch repair deficient (dMMR) CRC 
	
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-20-84
Inclusion:
• hyper vascular tumor on CT and/or MRI for whom TAE or cTACE is medically indicated including but not limited to: 
	a. Subjects with unresectable primary or metastatic hepatic cancer 
	b. Subjects with primary, metastatic or benign renal tumors 
	c. Subjects with bone metastases 
	d. Subjects with adrenal tumors 
	e. Subjects with other hyper vascular tumors 
Exclusion:
• Embolization for lesions other than hyper vascular tumors such as arteriovenous malformations
• It is anticipated that not all target vessels requiring embolization during the index procedure can be embolized with either HES alone or the SOC embolization agent as assigned 
• Requires TAE/cTACE for liver tumors via extrahepatic collateral artery(ies) 
	
UCI-22-87
• Pathologically documented, locally advanced or metastatic malignancy with KRASG12A, KRASG12D, KRASG12R, KRASG12S, or KRASG12V mutations 
• Must have disease progression after treatment with fluoroprimidine, oxalipatin, and irinotecan. If MSI-H or MMRd, must have received nivolumab or pembrolizumab 
• Subjects who have had prior therapy with any direct RAS inhibitor
	
. 
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Trial Flowchart 4

Newly Diagnosed

ECOG-EA2176
(Nivolumab + Carboplatin + 

Paclitaxel)

Coord: J. Koff
Accrual: 3/5

ECOG-EA2182
(Mitomycin-C + 5-Fluorourcail  + 

Capecitabine)

Coord: K. Ghio
Accrual: 1/3

Advanced/Metastatic

Presenter Notes
Presentation Notes
NEWLY DIAGNOSED
ECOG-EA2182
- Histologically proven T1-2N0M0 invasive anal canal or anal margin squamous cell carcinoma; tumors measuring < 4 cm within 4w prior to registration


ADVANCED/METASTATIC
ECOG-EA2176
• Inoperable, recurrent, or metastatic anal squamous cell carcinoma (includes basaloid and cloacogenic lesions) 
• Must have measurable disease per RECIST v1.1 
• Palliative radiation therapy allowed as long as the treated lesion is not a target lesion 
• HIV-infected patients on effective anti-retrovirual therapy with undetectable viral load are eligible


https://healthuci.sharepoint.com/sites/cancer/Shared%20Documents/Forms/AllItems.aspx?id=%2Fsites%2Fcancer%2FShared%20Documents%2FSchemas%20%28Power%20Point%20Flow%20Charts%29%2FEA2176%20Schema%2Epdf&viewid=e20cf8a2%2D1130%2D49f1%2D95f6%2D7d1a434b1c23&parent=%2Fsites%2Fcancer%2FShared%20Documents%2FSchemas%20%28Power%20Point%20Flow%20Charts%29
https://healthuci.sharepoint.com/sites/cancer/Shared%20Documents/Forms/AllItems.aspx?id=%2Fsites%2Fcancer%2FShared%20Documents%2FEligibility%20for%20all%20studies%20Open%20to%20Accrual%2FEA2176%20Eligibility%2Epdf&viewid=e20cf8a2%2D1130%2D49f1%2D95f6%2D7d1a434b1c23&parent=%2Fsites%2Fcancer%2FShared%20Documents%2FEligibility%20for%20all%20studies%20Open%20to%20Accrual
https://healthuci.sharepoint.com/sites/cancer/Shared%20Documents/Forms/AllItems.aspx?id=%2Fsites%2Fcancer%2FShared%20Documents%2FEligibility%20for%20all%20studies%20Open%20to%20Accrual%2FEA2176%20Eligibility%2Epdf&viewid=e20cf8a2%2D1130%2D49f1%2D95f6%2D7d1a434b1c23&parent=%2Fsites%2Fcancer%2FShared%20Documents%2FEligibility%20for%20all%20studies%20Open%20to%20Accrual
https://healthuci.sharepoint.com/sites/cancer/Shared%20Documents/Forms/AllItems.aspx?id=%2Fsites%2Fcancer%2FShared%20Documents%2FSchemas%20%28Power%20Point%20Flow%20Charts%29%2FEA2182%20Schema%2Epdf&viewid=e20cf8a2%2D1130%2D49f1%2D95f6%2D7d1a434b1c23&parent=%2Fsites%2Fcancer%2FShared%20Documents%2FSchemas%20%28Power%20Point%20Flow%20Charts%29
https://healthuci.sharepoint.com/sites/cancer/Shared%20Documents/Forms/AllItems.aspx?id=%2Fsites%2Fcancer%2FShared%20Documents%2FEligibility%20for%20all%20studies%20Open%20to%20Accrual%2FEA2182%20Eligibility%2Epdf&viewid=e20cf8a2%2D1130%2D49f1%2D95f6%2D7d1a434b1c23&parent=%2Fsites%2Fcancer%2FShared%20Documents%2FEligibility%20for%20all%20studies%20Open%20to%20Accrual
https://healthuci.sharepoint.com/sites/cancer/Shared%20Documents/Forms/AllItems.aspx?id=%2Fsites%2Fcancer%2FShared%20Documents%2FEligibility%20for%20all%20studies%20Open%20to%20Accrual%2FEA2182%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

Neoadjuvant Newly Diagnosed Metastatic Recurrent

UCI 21-191
(SOC therapy with 

ctDNA testing)

Coord: A. Luna
Pending activation

UCI 20-87
(V Paclitaxel + IV 5-
FU + IV leucovorin + 

IP paclitaxel)

Coord: L. Mejia
Accrual: 17/20

UCI 22-76
(Anti-PD-1 + chemo 

+/- anti-TIGIT)

Coord: L. Mejia
Accrual: 0/10

UCI 21-193
(FGFR inhibitor + 

mFOLFOX6 + antiPD-
L1 (nivolumab)

Coord: M. Nguyen
Accrual: 1/12

UCI 20-63
(mAbs +/- 

chemotherapy)

Coord: J. Koff
Accrual: 3/10

UCI 23-78
(EGFR and MET-

directed antibody)

Coord: TBD
Pending activation

UCI 22-51
(ASP2138)

Coord: TBD
Pending Activation

UCI 16-94
(Tirapazamine, 

Nivolumab)

Coord: M. Duron
Accrual: 20/40

A022102
(mFOLFIRINOX +/- 

Nivolumab vs. 
FOLFOX +/- 
Nivolumab)

Coord: J. Koff
Pending activation

UCI 23-109
(Disitamab Vedotin + 

Tucatinib)

Coord: TBD
Pending activation

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

NEWLY DIAGNOSED METASTATIC
UCI-20-87
• Histologically/cytologically confirmed GEJ adenocarcinoma with confirmed peritoneal carcinomatosis 
• Have received minimum of 3 months of 1st line systemic treatment without visceral metastatic progression

UCI-22-76
• Cannot have known HER-2-positive tumor 
• No prior systemic treatment for locally advanced unresectable or metastatic gastric, GEJ, or esophageal adenocarcinoma 
• No disease progression within 6 months of neoadjuvant or adjuvant chemotherapy

UCI-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

UCI-20-63
Inclusion:
• May receive one cycle of chemotherapy 
Exclusion:
• May not have diagnosis of HER2-positive G/GEJ adenocarcinoma

UCI-21-289
• Cohort J - Gastric Cancer 
• Advanced, unresectable or metastatic Her-2 negative gastric or GEJ adenocarcinoma 
• PD-L1 positive (CPS greater than or equal to 1) 

RECURRENT
UCI 22-51
Inclusion:
• Positive for CLDN 18.2 by central IHC testing 
• Participant with gastric or GEJ adenocarcinoma who has progressed, is intolerant, has refused, or for whom there is no standard approved therapies that impart significant clinical benefit based on investigator’s clinical judgment
• Participant with pancreatic adenocarcinoma who has progressed, is intolerant, has refused, or for whom there is no standard approved therapies that impart significant clinical benefit based on investigator’s clinical judgment
Exclusion:
• Participant who has received an CLDN18.2-targeted investigational agent (e.g., zolbetuximab or chimeric antigen receptor CLDN18.2-specific T cells) prior to first dose of study intervention administration is not eligible for dose escalation cohorts


UCI-23-78
Inclusion:
• 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 trastuzuma
Exclusion:
• No prior receipt of an EGFR or MET inhibitor for esophagogastric cancer 

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 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 

https://healthuci.sharepoint.com/sites/cancer/Shared%20Documents/Forms/AllItems.aspx?id=%2Fsites%2Fcancer%2FShared%20Documents%2FSchemas%20%28Power%20Point%20Flow%20Charts%29%2FUCI%2020%2D87%20Schema%2Epdf&viewid=e20cf8a2%2D1130%2D49f1%2D95f6%2D7d1a434b1c23&parent=%2Fsites%2Fcancer%2FShared%20Documents%2FSchemas%20%28Power%20Point%20Flow%20Charts%29
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Trial Flowchart 6

HER-2

UCI 20-67
(Anti-PD-1 DF1001 
(monotherapy or 

combination 
therapy))

Coord: M. Nguyen
Accrual: 18/20

UCI 21-10
(Bispecific antibody 

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

Coord: K. Ghio
Accrual: 7/10

UCI 21-53
(KRAS-G12C inhibitor)

Coord: J. Choe
Accrual: 6/8

UCI 21-57
(Bispecific antibody 
(anti-HER2) + CD47-

blocking infusion 
protein)

 Coord: A. Chavez
Accrual: 4/5

UCI 22-88
(Tri-complex inhibitor 
KRAS^G12C (ON) and 

NRAS^G121C(ON))

Coord: R. Chang
Accrual: 2/25

BRAF KRAS CLDN18.2EGFR

UCI 22-75
(KRAS targeted 

Vaccine)

Coord: M. Duron
Accrual: 0/7

UCI 23-66
(HER-2 aberrations)

Coord: TBD
Pending Activation

UCI 21-110
(only EC naïve 
patients with 

BRAFV600E CRC) 
Encorafenib + 

cetuximab + ERAS-
007

Coord: P. Yang
Accrual: 6/15

ETCTN-10495
(DS-8201a + 
Neratinib)

Coord: K. Ghio
Accrual: 0/7

ETCTN-10358/DASH
(DS8201a + 
AZD6738)

Coord: M. Nguyen
Accrual: 0/3

UCI 23-108
(TST001 as 

Monotherapy or in 
Combo w/ Nivo or 

SOC

Coord: TBD
Pending Activation

S2107
(Encorafenib + 

cetuximab +/- nivo)

Coord: LM Aguilar
Accrual: 0/3

UCI 22-171
(Anti-PD-1 +/- DF9001)

Coord: M. Nguyen
Accrual: 2/5

UCI 20-179
(SHP2 Inhibitor BBP-

398)

Coord: A. Macaraeg
Accrual: 1/10 UCI 22-87

(KRAS inhibitor)

Coord: C. Gonzalez
Accrual: 0/20

Presenter Notes
Presentation Notes
HER-2
UCI-20-67 
• Dose Escalation Phase: Histologically/cytologically-proven locally advanced or metastatic solid tumors for which no standard therapy exists or standard therapy has failed 
• HER2 expression by IHC and/or erbb2 amplification and/or erbb2-activating mutations 
Dose Expansion Phase:
• 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-21-57
• Locally advanced and/or metastatic HER2-expressing cancer as follows: 
	Parts 1 and 2: HER2-positive breast cancer, HER2-low breast cancer 
	Part 2 (Cohort 3): HER2-positive gastroesophageal adenocarcinoma; other HER2- overexpressing non-breast cancers 
• Progression after or during most recent systemic treatment for advanced cancer

UCI-23-66
All parts (Phase Ia and Phase Ib): 
• Patients with a confirmed diagnosis of an advanced, unresectable and/or metastatic non-hematologic malignancy with at least one measurable or evaluable lesion
• Availability and willingness to provide a sample of archival formalin-fixed paraffin embedded (FFPE) tumor tissue material
• Patients must be willing to comply with the blood sampling and tumor biopsy requirements for PK, PD and biomarker analyses

ECTN-10358/DASH
• Patients must have HER2-positive 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) 

ETCTN-10495
Inclusion:
• Patients must have HER2-positive as determined by any one or more of the following: 
	• HER2-overexpressing defined by IHC 3+ 
	• ERBB2 amplification by ISH or next generation sequencing as determined by any CLIA certified lab 
	• A known HER2 activation mutation
• Patients must have received at least 1 prior line of therapy in the advanced/metastatic setting. No limitation on number of prior therapies
Exclusion:
• Prior treatment with neratinib or DS-8201a

BRAF
UCI-21-110
• Histologically or cytologically confirmed metastatic CRC 
• Dose Escalation cohorts: must have disease progression after at least 1 systemic regimen. Prior regimens must contain the following (prior regorafenib or TAS-102 prohibited): 
	- All patients: 5-FU or capecitabine, oxaliplatin and/or irinotecan, bevacizumab 
	- Patients with MSI-H or dMMR CRC: pembrolizumab or nivolumab 

UCI-20-179
• One of the following
	a. Advanced or metastatic KRAS mutant solid tumor with no available standard of care or curative therapies. 
	b. Advanced or metastatic NF1 LOF solid tumor with no available standard of care or curative therapies, or advanced or metastatic BRAF class II/III 	mutant solid tumor with no available standard of care or curative therapies. 
	c. At the sponsor’s discretion: advanced or metastatic chordoma with no available standard of care or curative therapies. 
KRAS
UCI-22-88
Inclusion: 
• Must have locally advanced or metastatic KRAS^G12C mutated solid tumor malignancy (not amenable to curative surgery) that has previously been treated with BOTH immunotherapy either given concurrently or sequentially for NSCLC; fluoropyrimidine, oxaliplatin, and irinotecan, with nivolumab or pembrolizumab for subjects with microsatellite unstable/mismatch clinically accredited laboratory testing using DNA sequencing or PCR test prior to this study 
• For Part 1 (Dose Escalation): Subjects with any KRAS^G12C. 
• For backfill cohorts of Part1 - Dose Escalation, only subjects with a KRASG12Cmutant tumor who have not been previously exposed to a KRASG12C inhibitor (KRASG12Ci-naïve) will be enrolled. Backfill cohorts may open enrollment to subjects with KRASG12C NSCLC with prior exposure to KRASG12C(OFF) inhibitor if a partial response (PR) or better to RMC-6291 is observed in this subject population during dose escalation 
• For Part 2 - Dose Expansion, subjects with KRASG12C NSCLC and CRC who are KRASG12Ci-naïve will be enrolled 
Exclusion: 
• Subjects has primary central nervous system (CNS) tumors

UCI-21-53
• Measurable disease per RECIST v1.1; evidence of KRAS G12C in tumor tissue or ctDNA 
• Phase 1a Dose Escalation: patients must have progressed through or be intolerant to all therapies known to confer clinical benefit, or have refused therapy

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 marker

FGFR
UCI-22-38
Inclusion: 
• Histologically or cytologically confirmed cancer refractory to or relapsed after at least 1 prior standard therapeutic regimen in the advanced/metastatic setting, as specified: colorectal adenocarcinoma: > or = 2 lines of therapy 
• Tumor overexpresses FGFR2b as determined by centrally performed immunohistochemistry (IHC) testing 
Exclusion: 
• Prior treatment with any investigational selective inhibitor of the FGF-FGFR pathway (unless approved standard of care for tumor indication) 
•Untreated or symptomatic central nervous system (CNS) metastases or leptomeningeal disease

CLDN18.2
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.

UCI-23-108
Inclusion:
• Patients with histologically or cytologically confirmed, locally advanced or metastatic solid tumors. 
• Cohort A: Patients with previously untreated, unresectable locally advanced or metastatic GC/GEJ adenocarcinoma; prior adjuvant or neoadjuvant therapy are allowed only if disease progressed or recurred at least 6 months after completion of these treatments. Patients may have received one infusion of mFOLFOX6 during the screening period. 
• Cohort B: Patients with GC/GEJ adenocarcinoma who have radiologically progressed following one or two prior systemic therapies; adjuvant or neoadjuvant therapy could be regarded as one line of therapy only if disease progressed or recurred during these treatments or within 6 months or less after completion of these treatments. 
• Cohort C: Patients with previously untreated, unresectable locally advanced or metastatic histologically confirmed pancreatic adenocarcinoma; prior adjuvant or neoadjuvant therapy are allowed only if disease progressed or recurred at least 6 months after completion of these treatments. Patients may have received up to 2 infusions of Gemcitabine + albumin-bound paclitaxel (with one week between each infusion) during the screening period. 
• CLDN18.2 expressing tumors 
Exclusion:
• Known HER2+ GC/GEJ (Cohort A only) 
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UCI 22-37
(Inhibitor of KDM4 

histone 
demethylase)

Coord: A. Luna
Accrual: 2/10

UCI 21-146
(Anti-Tissue Factor 

monoclonal 
antibody-

BCNvcMMAE 
conjugate)

Coord: C. Kang
Accrual: 4/11

UCI 21-12
(BA3182 + RMC-
5552 (mTORC1 

inhibitor)

Coord: R. Chang
Accrual: 1/10

UCI 22-26
(Androgen and 
glucocorticoid 

receptor 
antagonist)

Coord: N. Ferrand
Accrual: 6/12

UCI 21-247
(TAB004-

recombinant 
monoclonal 

antiBTLA antibody 
monotherapy)

Coord: B. Huynh
Accrual: 1/3

UCI 23-85
(BA3182 + 

(EPCAM)/CD3 
Antibody)

Coord: TBD
Accrual: 0/5

ETCTN-10579
(ZEN003694 (ZEN-

3694) + 
capecitabine)

Coord: P.Yang

Accrual: 0/4

UCI 22-221
BiTe of B7-H6

(Central B7-H6 testing)
HCC and Pancreatic 
(also NSCLC, HNSCC, 

CRC, and gastric)

Coord: P. Yang
Accrual: 1/12

UCI 23-35
(BMS-986442 in 

Combination with 
Nivolumab or 

Nivolumab and 
Chemotherapies)

Coord: LM Aguilar
Accrual: 0/10

Presenter Notes
Presentation Notes
UCI 23-85
INLCUSION:
• 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-22-37
Inclusion:
• Phase 1a: Patient must have advanced or metastatic solid tumor that has progressed or was nonresponsive or intolerant to available therapies and for which no standard or available curative therapy exists 
• Phase 1b: Patient must have advanced or metastatic gastrointestinal tumors or MSI-H CRC that has progressed or was non-responsive or intolerant to standard therapy (e.g., fluoropyrimidine and oxaliplatin with or without bevacizumab) 
Exclusion:
• No prior gastrectomy or upper bowel removal or any other gastrointestinal disorder that would interfere with the absorption or excretion of TACH101

UCI-20-127
Inclusion:
• Histologically or cytologically confirmed diagnosis of gastrointestinal, pancreatic, or colorectal adenocarcinoma 
• Subjects must be receiving one of the following regimens: an oxaliplatin-based chemotherapy regime, containing 5-FU or capecitabine plus oxaliplatin on a 14- or 21-day schedule, respectively
Exclusion: 
• Subjects must have a platelet count of <75 x10^9/L on study day 1
• Must be at least 14 days removed from the start of the chemotherapy cycle immediately prior to study day 1 if they received FOLFOX, FOLFIRINOX, or FOLFOXIRI; 21 days removed if they received CAPOX

UCI-21-146
• Unresectable or metastatic cancer with disease progression during prior therapy, or relapse or progression following approved standard therapy for their tumor types (Part A: solid tumors, Part B: pancreatic, cervical, endometrial, bladder, TNBC) 
• Measurable disease per RECIST v1.1 
• For Part B patients: documented Tissue Factor (TF) presence in tumor biopsy specimens, obtained from archival or re-biopsy specimens by IHC

UCI-21-247
Inclusion:
• In Part A, patients must have received, or be ineligible for or intolerant of all available approved or standard therapies known to confer clinical benefit including immunotherapy, or for whom no standard therapy exists 
• In Part B, patients with advanced or metastatic lymphoma, melanoma, NSCLC, or other tumors with agreement of the Sponsor, who must have received at least one line of therapy for advanced or metastatic disease, but are not required to have received all standard therapies known to confer clinical benefit
• In Part C, patients must have received at least one line of therapy for advanced or metastatic disease but are not required to have received all standard therapies known to confer clinical benefit 
• In Part D, patients with advanced or metastatic lymphoma, melanoma, NSCLC, RCC or UC who must have received at least one line of therapy for advanced or metastatic 
Exclusion: 
• Prior exposure to anti-BTLA or anti-HVEM antibodies for patients enrolled into part A or B. In all four parts, prior treatment with anti-PD-1 or anti-PD-L1 is allowed including toripalimab. 
• Current or prior use of immunosuppressive medication equivalent to 10 mg/day of prednisone or its equivalent within 2 weeks prior to first dose of study drug

UCI-22-171
Dose Escalation: 
• documented EGFR expression
• progressed on standard of care therapy 
• Evidence of objective disease, but participation does not require a measurable lesion
Dose Expansion: 
• CRC, Esophageal adenocarcinoma, Gastric cancer 
• measurable disease

UCI-22-109
Inclusion: 
• Chemotherapy naïve subjects with histologically or cytologically confirmed malignant disease; or chemotherapy non-naïve subjects with histologically proven diagnosis of cancer; 
• Must be scheduled to receive an antineoplastic agent on cycle 1 day 1 
Exclusion: 
• Experienced nausea (moderate to severe or vomiting following any previous chemotherapy)

UCI-21-12
• Dose-Escalation Phase: participants with relapsed or refractory solid tumors who have failed, or are intolerant to, or are considered ineligible for standard-of-care therapies 
• Dose-Expansion Phase: participants with relapsed or refractory solid tumors harboring certain specific mutations/rearrangements that result in hyperactivation of the mTOR pathway (e.g. PIK3CA, PTEN, TSC1/2, STK11, MTOR, MYC, MAPK)

UCI-22-26
Inclusion:
• 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
Exclusion: 
• Known brain metastases, spinal cord compression, carcinomatous meningitis or leptomeningeal disease unless appropriately treated and neurologically stable for > 4 week

ETCTN-10579
Dose Escalation additional criteria: 
	Patients must have histologically confirmed cancer that is metastatic or unresectable and must have progressed on standard therapies whichwould 	have included 5-FU or capecitabine
• Dose Expansion additional criteria: 
	Patients must have histologically confirmed CRC that is metastatic or unresectable and must have progressed on standard therapies which would have 	included 5-FU or capecitabine *pre and post treatment biopsies are required for specific cohorts
UCI 22-221
CRC patients do not require prescreening consent
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Trial Flowchart 8

UCI 03-03
(Immunologic response 

analysis)

Coord: S. Ninofranco
Accrual: 262/400

UCI 20-04
(Tissue Collection)

Coord: S. Ninofranco
Accrual: 98/130

UCI 20-101
(Biospecimen Collection 
for patients planned to 

start treatment)

Coord: N. Arechiga
Accrual: 53/80

UCI 23-127
(Stress & Coping in Asian 

Americans with 
Advanced Metastatic 

Cancer)
Coord: TBD

Pending Activation

UCI 22-109
(Palonosteron buccal 

film vs. IV Palonosetron)

Coord: P. Yang
Accrual: 1/30

UCI 23-21
(P(Exosome Gene 

Expression Peritoneal 
Fluid&Plasma in 
Gastrointestinal 
Malignancies)

Coord: LM Aguilar
Accrual: 0/70

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

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

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 enrollment

UCI-21-124
Inclusion:
• Have or are undergoing work-up for hepatobiliary and/or pancreatic carcinoma • Scheduled for image-guided percutaneous or transjugular biopsy of a lesion
Exclusion:
• Patients who cannot have a peripheral blood draw for ctDNA

UCI-23-127
TBD

UCI 23-21
Study Exosomes Gene Expression Peritoneal Fluid and Plasma in Patients with Gastrointestinal Malignancy
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