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Trial Flowchart 2

Neo-adjuvant Recurrent

UCI 22-132
De-escalated Radiation for HPV 16+ 

Squamous Cell Carcinoma of the 
Oropharynx

Coord: N. Arechiga
Accrual: 17/111

UCI 23-106
Pembro + Danvatirsen vs Pembro in 

Recurrent/Metastatic HNSCC
Coord: N. Arechiga

Accrual: 0/5

Presenter Notes
Presentation Notes
UCI 22-132Inclusion: Pathologically (histologically or cytologically) proven diagnosis of HPV-positive OPSCC. HPV-positivity will be defined as tumors that are p16-positive by immunohistochemistry. Clinical stage I, II, or III disease (AJCC Eighth Edition) Exclusion: Patients who have had initial surgical treatment, other than the diagnostic biopsy, prior systemic chemotherapy, or prior radiotherapy in the treatment proposed field.UCI 23-106Inclusion: Recurrent/metastatic squamous cell carcinoma of the head and neck that is considered incurable by local therapy. Eligible primary locations are oropharynx, oral cavity, hypopharynx, and larynx Detectable PD-L1 expression in tumor, defined as CPS ≥20 determined by an FDA-approved test Exclusion: Prior therapy for metastatic HNSCC, systemic therapy ok if completed more than 6 months before consent.

https://healthuci.sharepoint.com/sites/cancer/Shared%20Documents/Forms/AllItems.aspx?id=%2Fsites%2Fcancer%2FShared%20Documents%2FSchemas%20%28Power%20Point%20Flow%20Charts%29%2FUCI%2022%2D132%20Schema%2Epdf&viewid=e20cf8a2%2D1130%2D49f1%2D95f6%2D7d1a434b1c23&parent=%2Fsites%2Fcancer%2FShared%20Documents%2FSchemas%20%28Power%20Point%20Flow%20Charts%29
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Broad Phase 1 Trials

UCI 22-87 
(RMC-6236)

Mechanism: TKI
Coordinator: Oliver 

Quines
Accrual: 6/20

UCI 21-40
(Locally Advanced or Metastatic 

Solid Tumors) 

DF6002 as a Monotherapy 
and in Combination w/ nivo

Valerin
CRC: B. Huynh
Accrual: 4/6
Waitlist only

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
Waitlist only

ETCTN-10579
(ZEN003694 (ZEN-

3694) + 
capecitabine)

Coord: P.Yang

Accrual: 0/4

Presenter Notes
Presentation Notes
______________________________________________________________________UCI 22-87: Phase I/IB Multicenter Open-Label Study of RMC-6236 in Subjects with Advanced Solid Tumors Harboring Specific Mutations in KRASStatus: Open to AccrualPI: Dr. OuCRC: Oliver QuinesSetting: Broad Phase 1 (Metastatic/Unresectable)Eligibility Criteria:Inclusion:Melanoma: progressed on or intolerant to anti-PD(L)1 and anti-CTLA4Other solid tumors: (1) progressed on or intolerant to standard therapy, or (2) in the opinion of the investigator, not a candidate for or unlikely to derive significant clinical benefit from standard therapy, or (3) declines standard therapy, or (4) no standard therapy exists RAS mutations as defined by nonsynonymous mutations in KRAS, NRAS, or HRAS at codons 12, 13, or 61 (G12, G13, or Q61) Exclusion: Mechanism: KRAS inhibitorNotes: Participating in PART 2 dose expansion only and not participating in food effect portion of the study______________________________________________________________________UCI 21-40: A Phase I/II, First-in-Human, Multi-Part, Open-Label, Multiple-Ascending Dose Study to Investigate the Safety, Tolerability, Pharmacokinetics, Biological, and Clinical Activity of DF6002 as a Monotherapy and in Combination with Nivolumab in Patients with Locally Advanced or Metastatic Solid Tumors, and Expansion in Selected Indications Waitlist onlyStatus: Open to Accrual (3/6)PI: Dr. ValerinCRC: Baoan HuynhSetting: Broad Phase 1 (Metastatic/Unresectable)Eligibility Criteria:Inclusion: Previously tx melanoma, NSCLC, small cell lung, head and neck squamous cell, urothelial, gastric, esophageal, cervical, hepatocellular, Merkel cell, cutaneous squamous cell carcinoma, renal cell, endometrial, triple negative breast cancer (TNBC), ovarian, and prostate cancersAgrees to pre-treatment biopsyBRAF (V600) mutation status must be known, if BRAF+, must be treated with BRAF tx before enrolling on trial.Exclusion:Prior treatment with rhIL2 or with any drug containing an IL2 or IL12 moietyMechanism: DF6002 is a monovalent human interleukin-12 (IL12)-constant fragment (Fc) fusion protein that binds to the IL12 receptor to stimulate interferon gammaNotes: Expansion cohort only (Melanoma, NSCLC, TNBC)10/13/23 Update – only 2 slots availableSlot Request needed______________________________________________________________________UCI 22-221: PhI DoseEscalation Bi765049&Bi765049+Ezabenlimab Repeated Intravenious Infusions Pa w/SolidTu B7H6Status: Open to enrollment, waitlist onlyPI: Dr. DayyaniCRC: P. YangSetting: Broad Phase 1 (Metastatic/Unresectable)Eligibility Criteria:Inclusion: Patients with a histologically or cytologically confirmed diagnosis of an advanced, unresectable, and/or metastatic CRC, NSCLC, HCC, HNSCC, gastric carcinoma, or pancreatic carcinoma Agrees to pre-treatment biopsy Patients with disease progression despite conventional treatment, intolerant to or not a candidate for conventional treatment, or with a tumor for which no conventional treatment exists. All patients must agree to the collection of tumor samples (as slides from archival diagnostic samples or fresh tumor biopsies) for confirmation of B7-H6 expression at ScreeningExclusion:Patient with a history of previous or concomitant malignancies. Patient with a malignancy that is considered effectively treated and cured by ‘local treatment’ within the last 2 years and is distinct from the one treated in this trial will be allowedMechanism: a novel IgG-like T cell engager.Notes: Slot Request neededLengthy waitlistETCTN 10579: Phase I Trial of ZEN003694 (ZEN-3694) in Combination with Capecitabine in Patients with Solid TumorsStatus: Open to enrollment, waitlist onlyPI: Dr. Fa Chyi LeeCRC: P. YangSetting: Broad Phase 1 (Metastatic/Unresectable)Eligibility Criteria:Inclusion: Patients must have histologically confirmed cancer that is metastatic or unresectable and must have progressed on standard therapies which would have included 5-FU or capecitabine Availability of archival tumor tissue at the time of patient enrollment for molecularprofiling studies.Exclusion:Use of oral Factor Xa inhibitors (i.e., rivaroxaban, apixaban, betrixaban, edoxaban otamixaban, letaxaban, eribaxaban) and Factor IIa inhibitors (i.e., dabigatran). Low molecular weight heparin is allowed. Patients receiving any medications or substances that are strong inhibitors or inducers of CYP3A4 are ineligible. Substrates of CYP1A2 with narrow therapeutic window must be avoided while taking ZEN003694.Mechanism: BET inhibitorNotes: Slot Request needed
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