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. Open to Accrual Low Accruing Pending Activation/Suspended

Neo-adjuvant HNSCC 1t Line Recurrent/Metastatic HNSCC Recurrent/Metastatic Salivary Gland Cancer

UCl 22-132
De-escalated Radiation for HPV 16+ UCI 23-106 ETCTN 10553
Squamous Cell Carcinoma of the Pembro + Danvatirsen vs Pembro in Darolutamide + Leuprolide Acetate in
Oropharynx 1t line Recurrent/Metastatic HNSCC Hormone Naive AR+ Salivary Gland Cancer
Coord: E. Palmer-Torrison Coord: N. Arechiga Coord: B. Huynh
Accrual: 17/111 Accrual: 0/5 Accrual: 0/5

UCI 23-190 Alliance A092105
Observation vs IP Ipi/Nivo +/- Cabozantinib
Adjuvant Recurrent NPC
Coord: E. Palmer-Torrison Coord: B. Huynh
Accrual: 0/5 Accrual: 0/5
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Presenter Notes
Presentation Notes
UCI 22-132
Inclusion: 
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 23-106
Inclusion: 
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.

______________________________________________________________________
UCI 10553: PhII Darolutamide Comb w/LeuprolideAcetateHormonThe NaïveReccur&/orMetsAndrogenRecep+SalivaryGlandCa
Status: Open to Accrual
PI: Dr. Attarian
CRC: Bao-an Huynh
Setting: Broad Phase 2 (Metastatic/Recurrent) Androgen Receptor (AR) Positive Salivary Gland Cancer
Eligibility Criteria:
Inclusion: histologically or cytologically confirmed salivary gland cancer that is recurrent/metastatic or unresectable/locally advanced, with AR expression detected by IHC on a CLIA-approved assay 
Patients must have not had prior AR-targeted therapy, except for AR-targeted therapy administered in the neoadjuvant and/or adjuvant setting and with disease recurrence more than 6 months since treatment completion

Exclusion: Patients on combined P-gp and strong or moderate CYP3A inducers or BCRP substrates are excluded.
Mechanism: nonsteroidal, oral AR antagonist, which is structurally distinct compared to other anti-androgens
Notes: 
______________________________________________________________________
A092105: Nivolumab&Ipilimumab w/orw/outCabozantinib Pa w/AdvNasopharyngealCaProgAfterPlatinumTx&Immunthe
Status: Open to Accrual
PI: Dr. Attarian
CRC: Bao-an Huynh
Setting: Recurrent NPC that progressed after IO and Platinum Treatment.
Eligibility Criteria:
Inclusion: Recurrent, metastatic and incurable NPC treated with platinum-gemcitabine and prior PD-1/L1 blockade (as first or second-line therapy) where immunotherapy was part of the most recent prior line of therapy 
Exclusion: Patients may have had no more than 2 prior lines of prior systemic therapy for recurrent, metastatic NPC. 
No prior VEGFR targeted therapy permitted. 
Mechanism: VEGF inhibitor
Notes: 





https://www.dropbox.com/scl/fi/3xp83odu035dyqn1g8rse/UCI-22-132.pdf?rlkey=f7xs8o8y91kp15qw5ygwe1re9&dl=0
https://www.dropbox.com/scl/fi/8t45rn58vk9rpqbn1z8gj/UCI-23-106.pdf?rlkey=ii3kwldgazgzvd3tsjft161we&dl=0
https://www.dropbox.com/scl/fi/304rhiy41mthgaaqjtkip/ETCTN-10553.pdf?rlkey=molh3ko8jci7knjlnc3a1wesr&st=lwqzz183&dl=0
https://www.dropbox.com/scl/fi/evp816nali24sgh5e2qru/A092105.pdf?rlkey=iif9p9x2rj0dh1vd62gos6vjz&st=l6srs284&dl=0
https://www.dropbox.com/scl/fi/8sg2icz9iq8tzao9exk4h/UCI-23-190.pdf?rlkey=hhjw81kvjknxg4htkz1vlwena&st=ciprsx8q&dl=0
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Broad Phase 1 Trials

uCl 22-87 uci 21-40 UCl 22-221

i BiTe of B7-H6
RMC-6236 (Locally Advanced or Metastatic
( ) Solid Tumors) UCI 22-156

: (Central B7-H6 testing) PI: Parajuli
Mechanism: TKI gnF(:IGf:]OgO?T?b?nl\gggr?tx?rr?is}(/) HCC and Pancreatic Mechanism:
Coordinator: Oliver (also NSCLC, HNSCC, Coordinator: J. Miranda

Quines Valerin CRC, and gastric) Accrual: 0/5
Accrual: 6/20 CRC: B. Huynh ull

Coord: P. Yang
Accrual: 4,
ccrual: 4/6 Accrual: 1/12

Waitlist only Waitlist onl

UCI 23-148
CJRB-01 (oral) +
Pembrolizumab

Mechanism: Live
biotherapeutic product
containing a novel strain
belonging in the species
Leuconostoc
mesenteroides (L.
mesenteroides +
Pembrolizumab
Coord: TBD
Accrual: 0/6
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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 KRAS
Status: Open to Accrual
PI: Dr. Ou
CRC: Oliver Quines
Setting: Broad Phase 1 (Metastatic/Unresectable)
Eligibility Criteria:
Inclusion:
Melanoma: progressed on or intolerant to anti-PD(L)1 and anti-CTLA4
Other 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 inhibitor
Notes: 
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 only
Status: Open to Accrual (3/6)
PI: Dr. Valerin
CRC: Baoan Huynh
Setting: 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 cancers
Agrees to pre-treatment biopsy
BRAF (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 moiety
Mechanism: DF6002 is a monovalent human interleukin-12 (IL12)-constant fragment (Fc) fusion protein that binds to the IL12 receptor to stimulate interferon gamma
Notes: 
Expansion cohort only (Melanoma, NSCLC, TNBC)
10/13/23 Update – only 2 slots available
Slot Request needed

______________________________________________________________________

UCI 22-221: PhI DoseEscalation Bi765049&Bi765049+Ezabenlimab Repeated Intravenious Infusions Pa w/SolidTu B7H6
Status: Open to enrollment, waitlist only
PI: Dr. Dayyani
CRC: P. Yang
Setting: 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 Screening
Exclusion:
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 allowed
Mechanism: a novel IgG-like T cell engager.
Notes: 
Slot Request needed
______________________________________________________________________

UCI 23-148
Dr. Nagasaka
Phase I/II Open Label, Safety and Preliminary Efficacy Study of a Live Biotherapeutic Product (CJRB-101) in Combination with Pembrolizumab in Subjects with Selected Types of Advanced or Metastatic Cancer
 
Inclusion: 
Diagnosis of locally advanced unresectable or metastatic NSCLC, HNSCC, or melanoma in
subjects who are ICI treatment-naïve or relapsed/refractory, including PD-1/PD-L1 inhibitors.
Immune checkpoint inhibitors treatment-naïve subjects who are considered candidates to receive pembrolizumab per approved indication will be eligible for enrollment into
Phase 1.
• Immune checkpoint inhibitors treatment relapsed/refractory subjects will be eligible to be
enrolled into Phase 1 and Phase 2.

Immune checkpoint inhibitors treatment-naïve subjects must meet the following criteria
• NSCLC:
Subjects with metastatic or with unresectable, recurrent NSCLC whose tumors
must express PD-L1 [TPS≥50%] as determined by FDA-approved test (ex. PD-L1
IHC 22C3 pharmDx)

• HNSCC:
Subjects with metastatic or with unresectable, recurrent HNSCC whose tumors
express PD-L1 [CPS ≥20] as determined by an FDA-approved test (ex. PD-L1 IHC
22C3 pharmDx)

• Melanoma:
Irrespective of PD-L1 result and BRAF V600 mutation (PD-L1 test is not required
for subjects with melanoma)

Exclusion:
Cancer type and genomic tumor aberrations:
• NSCLC subjects with EGFR or ALK genomic tumor aberrations.
• HNSCC subjects with nasopharyngeal cancer



https://www.dropbox.com/scl/fi/qhh6rfjxoqm0w19h73r7n/UCI-22-87.pdf?rlkey=ypy5t6z6cnzm8wqxz393baku2&dl=0
https://www.dropbox.com/scl/fi/xhvnj0bfshqi1zw8gfkt1/UCI-21-40.pdf?rlkey=lid6gw7vra3lcq3g7qph8a2ot&dl=0
https://www.dropbox.com/scl/fi/ji57w0gmi7yes9ggkl9ir/UCI-22-221.pdf?rlkey=e02fyhp1by41who2ifw9ehk17&dl=0
https://www.dropbox.com/scl/fi/1ghmx70n2f2vder3syns5/UCI-23-148.pdf?rlkey=83fxx81lywq5dbghb3n12yrue&st=qbx8b8l8&dl=0
https://www.dropbox.com/scl/fi/laj7pid33nnxplemtcmp8/UCI-22-156.pdf?rlkey=6sed3tv5wppi1vqgpsqfzdsy1&st=5eodq8bu&dl=0
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