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LOCOREGIONAL FIRST LINE SECOND LINE THIRD LINE

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

(Slot request required)
Coord: H. Nguyen

Accrual: 8/10

UCI 22-211
MED1572 (IgG1 mAb) ± Bev

Slot request required
Coord: C. Kang

Accrual: 3/8

UCI 19-49
Cabo + Ipi/Nivo + TACE

Coord: H. Nguyen
Accrual: 19/35

UCI 16-94
TATE + Nivolumab (includes gastric/GEJ)

Coord: S. Duong
Accrual: 29/40

UCI 23-104
Livmoniplimab + Budigalimab 
Atezolizumab + Bevacizumab 
Tremelimumab + Durvalumab

Suspended until Q4 2025
Coord: S. Duong

Accrual: 3/7

UCI 23-86
Atezolizumab ± Bevacizumab

(Child-Pugh B7 and B8)

Coord: M. Duron
Accrual: 0/10

UCI 23-75/ROUTE 90
Eye90 microspheres

Coord: M. Duron
Accrual: 2/15

UCI 23-215
AZD5851 (GPC3 Autologous CAR-T)

Central testing for GPC3

Coord: J. Balangue
Accrual: 0/5

Presenter Notes
Presentation Notes
LOCOREGIONAL
UCI 19-49
• Histologic or radiographic HCC diagnosis, not a candidate for resection or transplantation
* Systemic treatment naive
• Child-Pugh A-B7 (B7 based on albumin allowed)
• Must have at least one measurable lesion (untreated or progressed after previous local treatment)

UCI 23-75
No extra-hepatic disease
Up to 3 lesions with at least one >2cm in long axis, at least on must be mRECIST measurable
Maximal single lesion size of <=8cm and sum of max tumors <=12cm
CP A
Systemic treatment naïve; 

FIRST LINE
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

UCI 22-211
• Locally advanced, metastatic, or unresectable HCC confirmed by histopathology not eligible to locoregional therapy.
• Child-Pugh A
• Must not have received prior systemic therapy for HCC.

UCI 23-104
Locally advanced, metastatic, or unresectable HCC confirmed clinically or by histopathology and not amenable to surgical and/or locoregional therapies
No prior systemic therapy for HCC

UCI 23-86
Locally advanced or metastatic and/or unresectable HCC confirmed by histology or imaging
No prior systemic treatment for in the locally advanced or metastatic and/or unresectable setting
Child-Pugh B7 or B8 cirrhosis 


SECOND/Third LINE
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

UCI 16-94
• Metastatic gastric/GEJ and  advanced HCC (BCLC C)
• Prior therapy must be at least 4 weeks prior to enrollment and free from treatment-related toxicity

UCI 23-215
Confirmed advanced/recurrent or metastatic and/or unresectable HCC based on histopathological findings
Received at least one prior line of standard systemic therapy, and for which a clinical study is the best option for the next treatment based on prior response and/or tolerability and/or participant/investigator decision
1 measurable lesion per RECIST 1.1
CP A prior to apheresis



https://www.dropbox.com/scl/fi/zhiniz172rrtzwrssg13k/UCI-22-106.pdf?rlkey=ofa77uq0ob7nvfyzkojuzs7qc&st=ecmbcog0&dl=0
https://www.dropbox.com/scl/fi/1jhoblhpsuieuno03wgwh/UCI-22-211.pdf?rlkey=387spjrcnnp5oviyrs20vu23x&st=8aqwtrx6&dl=0
https://www.dropbox.com/scl/fi/cery7b3qk2r5int5end14/UCI-19-49.pdf?rlkey=2ublt4nno9yln96mwvlkq7hn4&st=cdgtb4tk&dl=0
https://www.dropbox.com/scl/fi/7m92hq95zgx1tnm6ysjk6/UCI-16-94.pdf?rlkey=c0rqeg6iv1s5wy4ajis42glto&st=06vq0xfu&dl=0
https://www.dropbox.com/scl/fi/w078sv6xkdh6hwr77ndm9/UCI-23-104.pdf?rlkey=2p3f78051o34hwwhdn0wqlrl4&st=7pc0364q&dl=0
https://www.dropbox.com/scl/fi/51tba8dpq3igy6bcf0hwi/UCI-23-86.pdf?rlkey=010cqvubd0fo7qjgxjq7lrvmq&st=mlgo0bz6&dl=0
https://www.dropbox.com/scl/fi/9hykde5u7syw4f9ynxiuy/UCI-23-75.pdf?rlkey=7wyl2xpvgedyjdozusf4ry443&st=bz0jqeq0&dl=0
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SYSTEMIC + OPERATIVE FIRST LINE SECOND LINE+

UCI 22-212
(includes Ampullary)

Durvalumab + any 
gemcitabine-based regimen

LIMITED SLOTS

Coord: H. Nguyen
Accrual: 5/8

ETCTN-10276
M3814 ± Avelumab + 

Hypofraction Radiation

Coord: C. Kang
Accrual: 3/5

ETCTN 10608
Gemcitabine + Cisplatin + 

Durva Neo/Adjuvant for high-
risk resectable ICC

Coord: H. Nguyen
Accrual: 2/3

UCI 23-99
Randomize, adjuvant 

Rilvegostomig/placebo + 
capecitabine or gem/cisplatin 

after BTC resection

Coord: H. Nguyen
Accrual: 0/8

UCI 23-200

AZD0901 (CLND18 ADC)
Central prescreening

Coord: C. Kang
Accrual: 4/10

UCI 22-211
MED1572 (IgG1 mAb) or 

AZD2936 (TIGIT) ± 
gemcitabine and cisplatin

TBD more slots to be 
released

Coord: C. Kang
Accrual: 1/8

Presenter Notes
Presentation Notes
RESECTABLE
EA2197
• Histologically confirmed T2 or T3 gall bladder cancer, discovered incidentally at time of or following routine cholecystectomy for presumed benign disease
• Must have undergone initial cholecystectomy within 12 weeks prior to randomization
• No evidence of metastatic or inoperable locoregional disease, confirmed via imaging, within 6 weeks prior to randomization

ETCTN 10608
Histo/cyto confirmed iCCA that is resectable by imaging
Measurable lesion x1
High risk iCCA:
Tumor size >5cm
Multifocality or satellitosis limited to same lobe
Vascular invasion
Regional LN mets (suspected or confirmed via biopsy
CA19-9 >200
Treatment naive

UCI 23-99
BTC with R0 or R1 resection
Mixed histology is allowed if adenocarcinoma or adenosquamous carcinoma is predominant
Randomize within 12 weeks after resection
Exclusion – diagnosed locally advanced, unresectable, or metastatic at initial diagnosis
Exclusion – thromboembolic event within 3 months prior to first IP dose

FIRST LINE
UCI 22-212
• Pathologically confirmed biliary tract cancer, including ampulla of vater
• Prior curative intent treatment is permitted, regardless of time to recurrence
• Measurable disease per RECIST 1.1

UCI 22-211
• Cholangiocarcinoma and gallbladder
• Treatment naïve or recurrent disease > 6 months after curative surgery and, if given, > 6 months after completion of adjuvant therapy

SECOND LINE
ETCTN 10276 (Phase 2)
histologically confirmed metastatic or locally advanced unresectable cholangiocarcinoma/gallbladder carcinoma that has progressed on at least 1 prior standard of care therapy or for which no acceptable standard of care therapy exists, or in which the patient declines standard of care therapy
Patients with at least 1 index lesion to irradiate for whom palliative radiation treatment is indicated (including but not limited to pain and/or symptom control, prevention of disease -related complications, and preservation of organ function). Lung and liver lesions are preferred,
No previous CPI’s (except durvalumab in TOPAZ regimen, or pembrolizumab in KEYNOTE regimen)

INTRAHEPATIC
UCI 23-24
• Locally advanced, metastatic, or unresectable HCC or liver-dominant intrahepatic cholangiocarcinoma
• Previously received 1L of therapy for liver cancer w/persistent or progressive measurable disease per RECIST 1.1

https://www.dropbox.com/scl/fi/seapv2x3yb51nsai0p7jc/UCI-22-212.pdf?rlkey=c9iqko9jvlk7n1p7dp6a1xki8&st=1jn7hrq7&dl=0
https://www.dropbox.com/scl/fi/dlbwedkoekzjymv4ov8eu/ETCTN-10276.pdf?rlkey=d6vkcajc9m022zf20ijyanpp3&st=jzceyg3i&dl=0
https://www.dropbox.com/scl/fi/3addtlzf5vu54imk09888/ETCTN-10608.pdf?rlkey=8q48sp0q59lux4yly6xzj6p58&st=3t643jkp&dl=0
https://www.dropbox.com/scl/fi/u49vyk0ut6hwdf2icxzv7/UCI-23-99.pdf?rlkey=aw0n6j6sieoay2rosy3zvy32j&st=zmcl480z&dl=0
https://www.dropbox.com/scl/fi/9t1p25ygx7tldsv4sv67e/UCI-23-200.pdf?rlkey=657jsr0yylz4nspwx5ra078j4&st=n99x5wer&dl=0
https://healthuci.sharepoint.com/sites/cancer/Shared%20Documents/Forms/AllItems.aspx?viewpath=%2Fsites%2Fcancer%2FShared%20Documents%2FForms%2FAllItems%2Easpx&id=%2Fsites%2Fcancer%2FShared%20Documents%2FSchemas%20%28Power%20Point%20Flow%20Charts%29%2FUCI%2022%2D211%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%2FUCI%2022%2D211%20Eligibility%20%28Sub%2DStudy%201%29%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%2FUCI%2022%2D211%20Eligibility%20%28Sub%2DStudy%201%29%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%2FUCI%2022%2D211%20Eligibility%20%28Sub%2DStudy%201%29%2Epdf&viewid=e20cf8a2%2D1130%2D49f1%2D95f6%2D7d1a434b1c23&parent=%2Fsites%2Fcancer%2FShared%20Documents%2FEligibility%20for%20all%20studies%20Open%20to%20Accrual
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PERIOPERATIVE

A021806
Neo/adjuvant vs adjuvant 

mFOLFIRINOX

Coord: J. Balangue
Accrual: 0/15

SECOND LINE

S2001
Olaparib +/- Pembrolizumab (BRCA 

1/2, STABLE DISEASE)

Coord: J. Balangue
Accrual: 2/4

ETCTN-10366
M3814 (Peposertib) + radiation 

therapy
Coord: S. Duong

Accrual: 6/8

ETCTN 10522
CA4948 + gemcitabine + nab-

paclitaxel

Coord: H. Nguyen
Accrual: 3/4

Review Biomarker Based 
Solid Tumors Pages 6 and 7

BORDERLINE/
LOCALLY ADVANCED

ETCTN-10464
Olaparib with Durvalumab + 

radiation therapy

Coord: S. Duong
Accrual: 1/5

FIRST LINE LA/METASTATIC

A022106
Nab-paclitaxel + Gemcitabine ± 

Cisplatin
BRCA1/2 or PALB2

PD on 1L FOLFIRINOX

Coord: J. Balangue
Accrual: 0/3

RECURRENT METASTATIC
UCI 23-134

Padeliporfin Vascular targeted 
photodynamic therapy

Pancreatic head/uncinate w/SMA

Coord: C. Kang
Accrual: 0/8

UCI 23-200
AZD0901 (CLND18 ADC) with 

NAL-IRI or Gemcitabine
Investigator discretion

Coord: S. Duong
Accrual: 4/10

UCI 24-08
SPEDOX -6  (Protein 

encapsulated doxorubicin)

Coord: TBD
Pending SIV

UCI 22-51
ASP2138 (CLDN18.2 BiTe) with 

FOLFIRINOX

Coord: P. Yang
Accrual: 18/20

UCI 24-82
IK-595 (MEK/RAF Inhibitor) with 

Gemcitabine/nab-paclitaxel

KRAS mutations

Coord: C. Kang
Accrual: 1/10

Presenter Notes
Presentation Notes
PERIOPERATIVE
A021806
Confirmation of resectable disease by real-time central imaging review 
Treatment naïve 
Stage Tx-4, N0, M0

UCI 22-75
• Histologically/cytologically confirmed solid tumor, centrally tested for RAS mutation
• Following chemotherapy and surgical resection, subject must have R0 or R1 margins and radiographic NED
• Phase I: high risk of relapse evidenced by positive ctDNA or high/rising tumor markers
•  Colorectal arm Phase 1b may open


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

ETCTN 10464
• Locally advanced pancreatic adenocarcinoma as determined by tumor board or surgically determined failed resection attempt
• Received at least 16 weeks of any chemotherapy without progression

UCI 23-134
Histological or cytological proven PDAC that is unresectable Stage III per NCCN guidelines
Patients with LA PDAC located in the head/uncinate process of the pancreas, with SMA solid tumor contact ˃180°
Measurable disease per RECIST 1.1
Prior neoadjuvant systemic treatment or failed resection allowed


FIRST LINE METASTATIC

S2001 (BRCA MUTATION)
• Histologic or cytologic diagnosis of pancreatic adenocarcinoma with one of the following mutations: germline mutation in BRCA 1 or 2 (positive and/or deleterious)
• Must have metastatic disease and received 16-24 weeks of 1L platinum-based chemotherapy (i.e. FOLFIRINOX, FOLFOX, or gemcitabine + cisplatin). 
• Must have CT/MRI showing stable or responding disease on 1L platinum-based chemotherapy within 30 days prior to registration
• No prior therapies with anti-PD-(L)1 or anti-PD-L2 agents, or PARP inhibitors

UCI 23-200
Histologic or cytologic diagnosis of pancreatic adenocarcinoma (no mixed histologies)
No prior treatments for unresectable or metastatic disease
Archival tissue within 24 months available, or fresh biopsy
CLDN18 testing performed centrally – if CLDN18 treatment prior, a new biopsy is required


RECURRENT METASTATIC
ETCTN 10522
• Histologically or cytologically confirmed adenocarcinoma of the pancreas that is metastatic or unresectable and for which standard curative or palliative measures do not exist or are no longer effective
• Disease progression on or after 5-FU-based therapy for metastatic or unresectable PDAC. Prior use of gemcitabine/nab-paclitaxel for metastatic or unresectable disease is not allowed

A022106
* BRCA 1/2 or PALB2 mutation (somatic or germline)
* Clinical or radiographic PD on 1L FOLFIRINOX (intolerance is not allowed, must be PD)s

RECURRENT METASTATIC

UCI 22-51
• Positive for CLDN 18.2 by central IHC testing 
• 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



https://www.dropbox.com/scl/fi/fnev910uo8cxg6vud9m58/A021806.pdf?rlkey=nepwkxm2u26hqui38xpfyfpzn&st=9b9och7t&dl=0
https://www.dropbox.com/scl/fi/p04nktl3lrrit80ogrfde/S2001.pdf?rlkey=dtlty6fwwpwbg7d4irlkcrm29&st=uug9xuup&dl=0
https://www.dropbox.com/scl/fi/267e9l880t15tny1bfxqe/ETCTN-10366.pdf?rlkey=aa9ncxrm7fuchgwpeqzyuth63&st=pm9jduqg&dl=0
https://www.dropbox.com/scl/fi/ve978my5kioyw5axa13ig/ETCTN-10522.pdf?rlkey=9821njrxap844s4iiubktojc6&st=x55iphju&dl=0
https://www.dropbox.com/scl/fi/lnnb44dx28z57wmxp7wr1/ETCTN-10464.pdf?rlkey=shewpb444m1r34ea8b77r9wyj&st=m6hurn0p&dl=0
https://www.dropbox.com/scl/fi/9i2twhn96xjxb7ogbgbkc/A022106.pdf?rlkey=gl5kjuyj453o8nmp93myhi8wr&st=y5swk29j&dl=0
https://www.dropbox.com/scl/fi/b2n26nvrmw7w8ouziwa3a/UCI-23-134.pdf?rlkey=xoz0n99z68rsgxyjw34lzjzxn&st=q5gb7ehr&dl=0
https://www.dropbox.com/scl/fi/9t1p25ygx7tldsv4sv67e/UCI-23-200.pdf?rlkey=657jsr0yylz4nspwx5ra078j4&st=ejrmezt0&dl=0
https://www.dropbox.com/scl/fi/yakk3uvwhfl5her7d0p15/UCI-22-51.pdf?rlkey=f4p4bf7fg4jdxlxfaz8ka9k84&dl=0
https://www.dropbox.com/scl/fi/oesoc0b5lwx5vyl1dgjvz/UCI-24-82.pdf?rlkey=neasj9djxdt1yuak4vszjzza5&st=28g6ki6n&dl=0
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ADJUVANT

S2104
Capecitabine + Temozolomide 

vs observation

Pancreatic NET Ki67 > 3%

Coord: J. Balangue
Accrual: 0/2

ETCTN 10558
Lu-177 ± Triapine

NET w/positive 68 or 64 
DOTATATE on scans

Coord: H. Nguyen
Accrual: 0/3

SECOND LINE+

ETCTN 10479
Lu-177 + Sunitinib

Well or moderately 
differentiated PNET

Up to one line of systemic 
therapy not including 

somatostatin

Coord: H. Nguyen
Accrual: 0/3

SECOND LINE

Presenter Notes
Presentation Notes
S2104
• Histologic diagnosis of well-differentiated pancreatic neuroendocrine tumor that was resected between 14 and 90 days prior to registration
• Scan within 90 days prior to registration must show no evidence of metastatic disease
•  Ki-67 result must be > 3% and < 55% (performed 14-90 days prior to registration)

ETCTN 10558
Patients must have metastatic, histologically confirmed well-differentiated neuroendocrine tumor with positive gallium 68 DOTATATE or copper 64 DOTATATE scan. Lesions on dotatate scan will be considered positive if the SUVmax of target lesion is >2 times SUV mean of normal liver parenchyma. Patients with lung NETs are excluded from the trial.
Patients must have progressive disease based on RECIST Criteria, Version 1.1 evidenced with CT scans/MRI obtained within 24 months from enrollment
Failure of at least one prior systemic cancer treatment with somatostatin analogs.
No prior exposure to peptide receptor radionuclide therapy

ETCTN 10479
Patients must have histologically or cytologically confirmed metastatic, unresectable well- or moderately-differentiated pancreatic neuroendocrine tumors (PNETs) of all grades (Grade 1, grade 2 and grade 3)
Patients with measurable disease appropriate for Lutetium Lu 177 dotatate treatment as determined by positive screening with SSR PET/CT.
Patients may have disease progression on or intolerance of up to one line of systemic therapy other than somatostatin analog therapy. Prior and/or concurrent use of somatostatin analogs are allowed. 
Patients who have documented disease progression per RECIST 1.1 within 12 months of initiation of the study protocol
No prior treatment with LU177 or suntinib



https://www.dropbox.com/scl/fi/3bj6va5n6expsin7ucvsl/S2104.pdf?rlkey=335n2ijnjx4x76z1ejgyloif9&st=n3o22xsx&dl=0
https://www.dropbox.com/scl/fi/z117k268jgvcnwsjkm5b2/ETCTN-10558.pdf?rlkey=5djy57sinpa6ncto1lww5kciy&st=ju00gclj&dl=0
https://www.dropbox.com/scl/fi/x2k1sfptn7ozyxh9xvko1/ETCTN-10479.pdf?rlkey=bxt6otgzi9ktqscm4wdjkpnnc&st=6b00ql3p&dl=0
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HER2 TISSUE FACTOR KRAS/NRAS GERMLINE MUTATIONS

UCI 21-146
MRG004A (TF ADC)

Coord: M. Duron
Accrual: 5/11

ETCTN-10528
Novobiocin (POLθ)

Germline mutations

Coord: H. Nguyen
Accrual: 0/5

UCI 21-53
 LY3537982 (KRAS G12C 

Inhibitor) 

Coord: J. Choe
Accrual: 7/8

UCI 20-67
DF1001 +/- nivolumab

Coord: M. Nguyen
Accrual: 18/20

UCI 22-87
RMC-6236 (KRAS Inhibitor)

Pancreatic KRAS WT 2L

Coord: C. Kang
Accrual: 21/25

UCI 22-171
EGFR TriNKET +/- Nivolumab

(Central testing)

Coord: M. Nguyen
Accrual: 4/15

EGFR

Mutation based studies allowing Pancreatic, HCC, and Biliary 
cancers + other solid tumors

CLAUDIN 18.2

UCI 22-51
ASP2138 (CLDN18.2 BiTe)

Pancreatic and Gastric/GEJ

Coord: P. Yang
Accrual: 18/20

UCI 23-85
BA3182 (CAB T-cell: 

EpCAM)

All solid tumors (central 
EPCAM testing)

Coord: H. Nguyen
Accrual: 0/3

EpCAM

UCI 24-82
NRAS, KRAS, BRAF 

mutations

Local testing; contact CRC 
for specific tumor types

Coord: C. Kang
Accrual: 1/10

GERM/SOMATIC MUTATIONS

UCI 23-162
IMP1734 (PARP1)

 
PDAC Cohort 1A: BRCA1/2, 

PALB2, RAD51B/C/D

Coord: J. Balangue

Presenter Notes
Presentation Notes
HER2
UCI 20-67
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
• Basket (HER2 3+) Cohort: HER2 3+ from biopsy < 6 months
• Gastric and Esophagus Cohort: must have received only 1L in the metastatic setting. Excludes MSI-H. If HER2 low must have progressed under anti PDL1 w/in 6 months
• NSCLC Cohort:  must have progressed on platiunum doublet, or progressed w/in 6 months after platinum therapy. If HER2 low must have progressed under anti PDL1 w/in 6 months.

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


TISSUE FACTOR
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 central IHC

KRAS/NRAS
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 22-87
• Subjects with histologically documented other-cancer specific inclusion (including PDAC and other solid tumors)
• Pathologically documented, locally advanced or metastatic malignancy with KRASG12A, KRASG12D, KRASG12R, KRASG12S, or KRASG12V mutations
• Must have failed at least one prior line of therapy

UCI 24-82
LA/metastatic solid tumors with no max on previous treatments. Must have confirmed RAS/RAF mutations (locally tested)
Check with CRC for current tumor types allowed and which cohort
Escalation: RECIST or evaluable disease
Expansion: RECIST measurable disease

EGFR

UCI 22-171
•  Locally advanced or metastatic PDAC during dose escalation phase only with confirmed EGFR expression that has failed standard therapy
• Measurable disease per RECIST 1.1 required
• Pre- and on-treatment biopsy required


INHERITED MUTATIONS
Patients must have histologically confirmed solid tumor with a known pathogenic mutation in BRCA1/2, PALB2, RAD51C, RAD51D, ATM, BARD1, BLM, BRIP1, CDK12, FANCA, FANCC, FANCD2, FANCE, FANCF, FANCM, MRE11A, NBN (NBS1), RAD50 and RAD51B as confirmed by a Clinical Laboratory Improvement Amendments (CLIA)- certified method. Patients with alterations defined only by germline testing are eligible 
Patients with cancers for which PARP inhibitors have been approved as standard-of-care must have received a PARP inhibitor prior to enrollment on this study. Other patients may be either PARP inhibitor-naïve (i.e., never have received a PARP inhibitor) or have disease that is PARP inhibitor-resistant (i.e., disease that has progressed radiologically based on RECIST 1.1 while receiving any PARP inhibitor 
Any number of prior therapy regimens is allowed.
Patients must have UGT1A1 testing at screening. Patients homozygous or heterozygous for A(TA)7TAA in the promoter region, or homozygous or heterozygous for the G71R allele (also known as UGT1A1*6) are excluded (i.e., patients with Gilbert Syndrome or Gilbert carriers) as they are at risk for further reduction of UGT1A1 activity that may disrupt bilirubin clearance 








https://www.dropbox.com/scl/fi/qye0m0jfnb1hsr6j79dse/UCI-21-146.pdf?rlkey=hg7wwdf7p73so5ipgcrwszvth&dl=0
https://www.dropbox.com/scl/fi/dr1uo9ar96xqyqem8our3/ETCTN-10528.pdf?rlkey=xjqhfrj7hf7h3g1s1ervc8f0k&st=83stvpys&dl=0
https://www.dropbox.com/scl/fi/6vejkgtwj4pp7tkj5h1f3/UCI-21-53.pdf?rlkey=bysj7b37rbxq3cx70wd2ee4uu&st=krr1b3uj&dl=0
https://www.dropbox.com/scl/fi/9hg7r0rmsvvbsquaqq2rt/UCI-20-67.pdf?rlkey=nas01fpgh0jz66kn4k3pgo8df&st=1rdszfij&dl=0
https://www.dropbox.com/scl/fi/bxc6yujpyjvxfd9vrhxlx/UCI-22-87.pdf?rlkey=gzrgind7thrgi8fciif45e7rm&st=g798jmpj&dl=0
https://www.dropbox.com/scl/fi/mw6bhgptoce38jro6cjr9/UCI-22-171.pdf?rlkey=8dgo50ir3abtgqpe4nje8vtfd&st=7vj7jy1t&dl=0
https://www.dropbox.com/scl/fi/yakk3uvwhfl5her7d0p15/UCI-22-51.pdf?rlkey=f4p4bf7fg4jdxlxfaz8ka9k84&dl=0
https://healthuci.sharepoint.com/sites/cancer/Shared%20Documents/Forms/AllItems.aspx?viewpath=%2Fsites%2Fcancer%2FShared%20Documents%2FForms%2FAllItems%2Easpx&isAscending=true&sortField=LinkFilename&id=%2Fsites%2Fcancer%2FShared%20Documents%2FEligibility%20for%20all%20studies%20Open%20to%20Accrual%2FUCI%2022%2D51%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/k78wiqx0la0nhkmqnysf9/UCI-23-85.pdf?rlkey=pvd01jna8o23n01rbogpkroro&st=intpi79z&dl=0
https://www.dropbox.com/scl/fi/oesoc0b5lwx5vyl1dgjvz/UCI-24-82.pdf?rlkey=neasj9djxdt1yuak4vszjzza5&st=28g6ki6n&dl=0
https://www.dropbox.com/scl/fi/cycjot6w1s1fdd259ak0m/UCI-23-162.pdf?rlkey=50keo9cwqzxl88bpo9ahkgpkc&st=lbpun9mt&dl=0
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UCI 22-26
CB-03-10 (Androgen and 

glucocorticoid antagonist)

All solid tumors

Coord: M. Duron
Accrual: 10/12

Various solid tumors included, or have progressed on, exhausted 
all therapies, or not amenable to further treatment

Presenter Notes
Presentation Notes
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

https://www.dropbox.com/scl/fi/95y6qg4xmo1ayq5vl4vy0/UCI-22-26.pdf?rlkey=a7ktsym5tv57jb3sqany5ua3w&dl=0
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BLOOD COLLECTION

UCI 21-124
ctDNA collection during HBP 

workup

Coord: J. Balangue
Accrual: 14/17

UCI 23-10/PRECEDE
(Blood collection for early 

detection of pancreatic 
cancer)

Pending budget/contract

https://www.dropbox.com/scl/fi/lmi7kjszhhjl22ezm6a3l/UCI-21-124.pdf?rlkey=xqpaw1iew5seuat2rx53vf41b&st=8b7wlg60&dl=0
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