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Vusolimogene Oderparepvec
(HSV-1) + Nivo vs.

Physician’s Choice

Pl: Tran
CRC: A. Reipolska
Accrual: 0/5

UCl 23-218
[212 Pb] VMTO1 + Nivo
Pl: Srinivas
CRC: TBD
Accrual: 0/5
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Presenter Notes
Presentation Notes
SWOG 2015: Melanoma Margins Trial (MelMarT): A Phase III, Multi-Centre, Multi-National Randomised Control Trial Investigating 1cm v 2cm Wide Excision Margins for Primary Cutaneous Melanoma 
Status: Open to Accrual
PI: Dr. Yamamoto
CRC: Natalie Arechiga
Setting: Resectable
Eligibility Criteria:
Inclusion:
Patients must have a stage II primary invasive cutaneous melanoma with Breslow thickness >2mm without ulceration), or >1mm (with ulceration only.
Must have a primary melanoma that is cutaneous (including head, neck, trunk, extremity, scalp, palm or sole). 
Exclusion:
Uncertain diagnosis of melanoma i.e. so-called ‘melanocytic lesion of unknown malignant potential
Melanoma located distal to the metacarpophalangeal joint; on the tip of the nose; the eyelids or on the ear; genitalia, perineum or anus; mucous membranes or internal viscera. 
Mechanism: 1 cm vs. 2 cm
Notes: 
______________________________________________________________________
UCI 23-220: A PK study to compare GME751 (proposed pembrolizumab biosimilar) and US-licensed and EU-authorized Keytruda® in participants with stage II and III melanoma
Status: Open to accrual
PI: Dr. Chow
CRC: Erin Palmer-Torrison
Setting: Stage II, III adjuvant treatment
Eligibility Criteria:
Inclusion:
Completely surgically resected (including sentinel node if applicable) stage IIB, IIC or III(A-D) cutaneous melanoma 
Minimum 2 to maximum 13 weeks from final surgical resection to first study treatment with adequate wound healing 
Disease-free status as supported by surgical or pathological reports and post-surgical tumor imaging
Exclusion:
Known history or evidence of uveal or ocular melanoma at time of screening 
Known history of prior malignancy (except stable curative status ≥2 years) or additional progressive malignancy that necessitated active antineoplastic therapy or surgery within 2 years 
Received prior therapy with an anti-PD-1 agent or agent against another stimulatory or coinhibitory T-cell receptor
Mechanism: Pembrolizumab (anti-PD-1)
Notes: 

______________________________________________________________________
EA6194: Phase II Randomized Study of Neoadjuvant Pembrolizumab Alone or in Combination with CMP-001 in Patients with Operable Melanoma: Efficacy and Biomarker Study
Status: Suspended
PI: Dr. Tran
CRC: Erin Palmer-Torrison
Setting: Stage III neoadjuvant + adjuvant
Eligibility Criteria:
Inclusion:
T0, Tx, or T1-4 and N1b, N2b, N2c, N3b, or N3c
Candidate for definitive surgery
Exclusion:
Prior systemic therapy for melanoma including anti-PD-1, anti-PD-L1, BRAF/MEK inhibitors
Mechanism: Pembrolizumab (anti-PD-1), CMP-001 (TLR9 agonist) 
Notes: 

______________________________________________________________________
EA6141: Randomized Phase II/III Study of Nivolumab Plus Ipilimumab Plus Sargramostim Versus Nivolumab Plus Ipilimumab in Patients With Unresectable Stage III or Stage IV Melanoma
Status: Suspended
PI: Dr. Chow
CRC: Baoan Huynh
Setting: Metastatic/Unresectable
Eligibility Criteria:
Inclusion:
Known BRAF mutational status (WT or mutated)
Exclusion:
Prior treatment with PD1 or PD-L1 in the adjuvant or metastatic setting
Prior tx w/ ipilimumab in the metastatic setting
Active CNS mets
HIV positive
Concurrent anti-coagulant therapy
Mechanism: Ipilimumab (blocks CTLA4 with B7 ligand), Nivolumab (blocks PD-1 to PD-L1 and PD-L2), GM-CSF (Proliferation, differentiation, and activation of granulocytes and macrophages)
Notes: 

______________________________________________________________________

UCI 22-101: A Phase III, Randomized, Open-label, Study of Subcutaneous Nivolumab + Relatlimab Fixed-Dose Combination versus Intravenous Nivolumab + Relatlimab Fixed-Dose Combination in Participants with Previously Untreated Metastatic or Unresectable Melanoma
Status: Open to Accrual
PI: Dr. Chow
CRC: Natalie Arechiga
Setting: Metastatic/Unresectable
Eligibility Criteria:
Inclusion:
Must have a known BRAF mutational status (WT or mutated)
Histologically confirmed Stage III (unresectable) or Stage IV (metastatic) melanoma
Exclusion:
Prior tx w/ PD1 or PD
Active CNS Mets
Ocular Melanoma
Mechanism: Nivolumab (blocks PD-1 to PD-L1 and PD-L2), Relatlimab (LAG-3 Inhibitor)
Notes: 
No slot request needed
Request to increase target accrual (currently 6)

______________________________________________________________________


UCI 22-49: Pembrolizumab in Combination with Low-Dose Oral Metronomic Cyclophosphamide for Pembrolizumab-Refractory Advanced Melanoma
Status: Open to accrual
PI: Dr. Chow
CRC: TBD
Setting: Metastatic/Unresectable
Eligibility Criteria:
Inclusion:
Unresectable stage III or Stage IV non-ocular melanoma
Measurable disease by RECIST v1.1
Receipt of Pembrolizumab within 6-weeks (q3week dosing) or 9-weeks (q6week dosing) prior to first dose of investigational therapy

Exclusion:
Investigational or standard immunotherapy (with exception of pembrolizumab, nivolumab, or relatlimab), chemotherapy, or radiation within 6 – 9 weeks of the first dose of the investigational therapy
Presence of BRAF driver mutation without prior receipt of BRAF +/- MEK inhibitors in melanoma patients
Prior immune-related adverse events of grade 3 or greater attributed to anti-PD-1/L-1 immunotherapy
Mechanism: Pembrolizumab (anti-PD-1), Cyclophosphamide (Alkylation)
Notes: 


______________________________________________________________________

UCI 24-112: A Randomized, Controlled, Multicenter, Phase III Clinical Study Comparing Vusolimogene Oderparepvec in Combination with Nivolumab Versus Treatment of Physician's Choice in Patients with Advanced Melanoma That Has Progressed on an Anti-PD-1 and an Anti-CTLA-4 Containing Treatment Regimen
Status: Open to accrual
PI: Dr. Tran
CRC: TBD
Setting: Metastatic/Unresectable
Eligibility Criteria:
Inclusion:
Histologically or cytologically confirmed unresectable or metastatic Stage IIIB through IV/M1a through M1d cutaneous melanoma
Confirmed progression on an anti-PD-1 antibody treatment and an anti-CTLA-4 antibody treatment (eg, nivolumab + ipilimumab)
Anti-PD-1 therapy must be the immediate prior line of treatment 
Disease progression must be confirmed by 2 assessments at least 4-weeks apart (Treatment with prior anti-PD-1 therapy must continue from time of initial tumor progression until confirmation of PD)
Has documented BRAF V600 mutation status. Patients with BRAF mutation should have received prior BRAF-directed therapy prior to randomization
Exclusion:
No mucosal or uveal melanoma
More than 2 lines of systemic therapy (Treatment is 2nd or 3rd line treatment)
Mechanism: Vusolimogene Oderparepvec (HSV-1), Nivolumab (anti-PD-1)
Notes: 

______________________________________________________________________

UCI 24-123: Fianlimab and Cemiplimab as Total Neoadjuvant Therapy (TNT) For Melanoma
Status: Pending Activation
PI: Dr. Chow
CRC: TBD
Setting: Stage IIIB-D Neoadjuvant/Adjuvant
Eligibility Criteria:
Inclusion:
Resectable Stage IIIB-D or oligometastatic resectable stage IV (M1a, M11b, M1c) melanoma
Measurable disease
Planned for surgical excision of melanoma
Exclusion:
Any prior administration of investigational or standard immunotherapy (anti-CTLA-4, -PD-1, -PD-L1 or -LAG-3 therapy) for the treatment of melanoma or other malignancy
Bone or brain metastasis
Ocular or mucosal melanoma
Mechanism: Cemiplimab (PD-L1 antibody), Fianlimab (LAG-3 antibody)
Notes: 


______________________________________________________________________

UCI 23-218: A Phase I/IIa, First-In-Human, Multi-Center, Monotherapy and Combination-Therapy With Nivolumab, Dose-Escalation and Dose-Expansion Study of [212Pb]VMT01 Melanocortin-1 Receptor-Targeted, Image-Guided Alpha-Particle Therapy in Subjects With Previously Treated Unresectable or Metastatic Melanoma
Status: Pending Activation
PI: Dr. Srinivas
CRC: TBD
Setting: Unresectable Stage III or Stage IV metastatic melanoma
Eligibility Criteria:
Inclusion:
Unresectable Stage III or IV metastatic melanoma
Progressed on at least 1 approved 1st line therapy for metastatic melanoma
Uptake of [203Pb]VMT01 or [68Ga]VMT02 observed in at least 1 melanoma tumor site on screening/dosimetry/baseline imaging
Measurable disease
Exclusion:
Prior systemic treatment with radioactive nuclides
Treatment with another investigational drug product within 45 days before first dose on C1D1
Mechanism: [212 Pb] VMT01 (cyclized peptide carrying radioactive nuclide and binds to melanocortin 1 receptor/MC1R), Nivolumab (anti-PD1 antibody)
Notes: 


https://www.dropbox.com/scl/fi/rs4i1tn35hk1c5014kbbc/S2015.pdf?rlkey=j7ly71yo93u07g6jdk3bhm3z9&dl=0
https://www.dropbox.com/scl/fi/qri9li3modrtxj8cob79k/EA6141.pdf?rlkey=duer83ujmhph12udg2cws8vhj&dl=0
https://www.dropbox.com/scl/fi/bpbq4lwje476s6edpboed/UCI-23-220.pdf?rlkey=hc5potrk71oa0o5iz496v6zjb&dl=0
https://www.dropbox.com/scl/fi/bpbq4lwje476s6edpboed/UCI-23-220.pdf?rlkey=hc5potrk71oa0o5iz496v6zjb&dl=0
https://www.dropbox.com/scl/fi/j7bk1xcgwz55u0ufrrb6a/UCI-22-49.pdf?rlkey=07rfyvmi7yl77p8pg0slultc5&st=2wyojfdz&dl=0

Consider Broad Phase 1 Studies

UCI 21-40 UCI 23-197 UCI 24-82 UCI 23-148
DF6002 (IL-12) monotherapy DF6215 (IL-2) MEK/RAF Inhibitors CJRB-101 (L.
and combo (Nivolumab) Pl: Valerin (RAS/RAF mutation mesenteroides) + Pembro
PI: Valerin CRC: N. Arechiga NRAS or BRAF class Il or IIl PI: Nagasaka Low Accrual
CRC: B. Huynh Accrual: 4/5 Pl: Valerin CRC: J. Choe
Accrual: 5/10 Waitlist CRC: C. Kang Accrual: 3/6 Pending
Waitlist Accrual: 8/10 Accrual pause until ~July 2025 Activation
J \ J elr
Suspended
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Presenter Notes
Presentation Notes
_____________________________________________________________________
UCI 20-67: 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 DF1001 in Patients with Locally Advanced or Metastatic Solid Tumors, and Expansion in Selected Indications
Status: Open to Accrual – HER2 expression needed
PI: Dr. Valerin
CRC: My Nguyen
Setting: Broad Phase 1 (Metastatic/Unresectable)
Eligibility Criteria:
Inclusion:
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
Exclusion:
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
Pembrolizumab Expansion Cohort: must be eligible to receive pembrolizumab per its label for a malignancy of epithelial origin (participants with prior pembrolizumab are excluded)Mechanism: Salmonella enterica, serotype typhimurium (VNP20009-M) that expresses L-Methioninase
Mechanism: Anti-PD-1 DF1001 (monotherapy or combination therapy)
Notes: 

______________________________________________________________________


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
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 23-197:  A PHASE 1/1B, 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 TUMORS 
Status: PRMC Approved
PI: Dr. Valerin
CRC: 
Setting: Broad Phase 1 (Metastatic/Unresectable)
Eligibility Criteria:
Inclusion: 
Histologically or cytologically proven locally advanced or metastatic solid tumor, for which no standard therapy exists, or standard therapy has failed 
Evidence of objective disease (but participation does not require a measurable lesion)

Exclusion: 
Patients must not have received aldesleukin or any other experimental IL-2 based drug 
Patients with prior anti-PD-1 or anti-PD-L1 treatment are eligible for the study, unless they have experienced any of the following: a) Grade 3 or 4 treatment-related toxicity during an anti-PD-1 or anti-PD-L1 treatment (excluding immune-related endocrinopathies adequately controlled) b) Grade 2 treatment-related toxicity that impacted either the lungs or the nervous system (unless history of neuropathy/paresthesia).
Mechanism: IL-2 agonist
Notes: 
Part 1 of this study (Phase 1) has a 3+3 Dose Escalation subpart, followed by a Safety/PK/PD subpart. 
Safety/PK/PD cohorts may be opened after a DL in the 3+3 Dose Escalation subpart has been cleared. Up to 40 patients may be enrolled across all Safety/PK/PD cohorts 

a) Melanoma 
b) HPV-positive advanced malignancies 
c) Ovarian cancer 
d) Head and neck cancer 
e) Lung cancer (non-small-cell lung cancer [NSCLC]) 
f) Renal cell carcinoma (RCC) 
g) Other tumor types may be eligible after discussion with the Sponsor medical monitor 
______________________________________________________________________
______________________________________________________________________
UCI 24-82: A First-In-Human Study Of IK-595, an Oral Dual MEK/RAF Inhibitor, in Patients with RAS- Or RAF-Altered Advanced Solid Tumors
Status: PRMC Approved
PI: Dr. Valerin
CRC: Nicole Ferrand
Setting: Phase 1/2 (Metastatic/Unresectable)
Eligibility Criteria:
Inclusion: 
Both: No limit to prior lines of anticancer therapy received
Escalation:
Tumors with confirmed RAS/RAF gene alterations by NGS or FISH
NRAS, KRAS, BRAF, CRAF, NF1 mutation. 
Expansion:
NRAS malignant melanoma
Solid tumors with molecularly confirmed BRAF non-V600x mutation or fusion, or CRAF mutations or fusions.
Mechanism: MEK/RAF Inhibitor
Notes: 
Escalation Patients (Currently in Cohort 4 of 8 as of JUL2024. May be in expansion by time it opens at UCI)
Expansion Patients: Likely will open at time of expansion. Cohort for NRAS mutation

______________________________________________________________________
UCI 23-148: 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
Status: Open
PI: Dr. Nagasaka
CRC: Jenny Choe
Setting: Phase 1/2 (Metastatic/Unresectable)
Eligibility Criteria:
Inclusion: 
Melanoma: Less than 4 lines of systemic therapy (Can be a 1st – 4th line therapy option)
Locally advanced unresectable or metastatic melanoma
ICI treatment-naïve OR relapsed/refractory including PD-1/PD-L1 inhibitors:
Mechanism: Leuconostoc mesenteroides + PD-1 inhibitor
Notes: 
Phase 1 currently open. Sponsor focused on enrolling more melanoma patients



https://www.dropbox.com/scl/fi/pxx0a8wiyf7yi7y08gbfn/UCI-21-40.pdf?rlkey=ij7sxgtjh7chxehdeslltyaic&st=28dg4270&dl=0
https://www.dropbox.com/scl/fi/wspp4jt2oo6qldcg5e81u/UCI-23-197.pdf?rlkey=xktfg3w0o1g0lpym2mlk2ufd5&st=uhpm07ea&dl=0
https://www.dropbox.com/scl/fi/oesoc0b5lwx5vyl1dgjvz/UCI-24-82.pdf?rlkey=neasj9djxdt1yuak4vszjzza5&st=85ysc1en&dl=0
https://www.dropbox.com/scl/fi/pasvwqytb1wbrzsz87g4k/UCI-23-148.pdf?rlkey=v2xo5qz9mjsah799h1vk86lff&st=pyf5ofyi&dl=0

Low Accrual

—_—

Non-interventional Trials
Pending

UCl 19-135 UCI 23-149 ucl 2393 At o

DecisionDx-Melanoma Impact on Multiphoton Microscopy Imaging as a Assessment of ICOS as a Novel Biomarker or
Sentinel Lymph Node Biopsy Decisions Tool to Monitor Immune Activation to Determine Response and Resistance of Suspended |
and Clinical Outcomes (DECIDE) Induced by Checkpoint Inhibitors Checkpoint Immunotherapy for Cutaneous I

Pl: Yamamoto Pl: Ganesan Malignancies
CRC: Anastasiia R. Contact: Hira Rizwi Pl: Tran
Accrual: 86/90 Accrual: 4/15 Target Accrual: 0/15
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Presenter Notes
Presentation Notes
UCI 19-135: DecisionDx-Melanoma Impact on Sentinel Lymph Node Biopsy Decisions and Clinical Outcomes 
Status: Actively Enrolling
PI: Dr. Yamamoto
CRC: Anastasiia R.
Setting: Newly dx melanoma (stage 1-2)
Eligibility Criteria:
Inclusion:
 Newly diagnosed, being considered for SLNB
Exclusion:
 Known Stage 3 or 4 melanoma
Prior history of melanoma in the same anatomical region
Mechanism:  N/A
Notes: For patients that will be receiving a CASTLE test. Study looks at impact of the results of the test on patient’s decision to perform SLNB.

______________________________________________________________________




https://www.dropbox.com/scl/fi/y10u9zkx9jd39gk0m00b7/UCI-19-135.pdf?rlkey=5oo3i2zyg5uzb7nufoi0ftfrt&st=lr0qx4s1&dl=0
https://www.dropbox.com/scl/fi/y10u9zkx9jd39gk0m00b7/UCI-19-135.pdf?rlkey=5oo3i2zyg5uzb7nufoi0ftfrt&st=lr0qx4s1&dl=0
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ETCTN 10592
M1774 +/- avelumab
Pl: Gao
CRC: N. Arechiga
Accrual: 3/5
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Presenter Notes
Presentation Notes
______________________________________________________________________

ETCTN 10592: A Randomized Phase 2 Study of ATR inhibition in advanced PD-(L)1-refractory Merkel cell carcinoma: The MATRiX Trial 
Status: Actively Enrolling
PI: Dr. Gao
CRC: Natalie A.
Setting: Recurrent, post PD-(L)1 treatment
Eligibility Criteria:
Inclusion:
 Patients must have had prior treatment with anti-PD-1 or anti-PD-L-1 antibody (e.g., pembrolizumab, avelumab, etc.) and have experienced progressive disease during treatment or within 120 days from the last dose of anti-PD-(L)1 therapy.  
History of pathologically confirmed locally advanced/unresectable Merkel cell carcinoma or metastatic Merkel cell carcinoma 
Exclusion: 
Patients who are not able to swallow orally administered medication or have gastrointestinal disorders likely to interfere with absorption of the study medication
Concomitant administration with strong inhibitors of CYP3A4 and CYP1A2 or inducers of CYP3A4 and CYP1A2 are prohibited. 
M1774 is an inhibitor of MATE1 and MATE2K and substrates of these transporters are also prohibited 
Mechanism: PD-L1 inhibitor, Selective ATR inhibitor
Notes: Slot request required


https://www.dropbox.com/scl/fi/mjw9c9no4bvgaik4x2ob9/ETCTN-10592.pdf?rlkey=0wq9jgd7fhlod1dldqejwhuje&st=3jqxuxrw&dl=0
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Broad Phase 1 trials

UCl 21-40

DF6002 (IL-12) monotherapy and combo
(Nivolumab)

PI: Valerin
CRC: B. Huynh
Accrual: 5/10

Waitlist

Low Accrual

—

Pending
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- Suspended


Presenter Notes
Presentation Notes
______________________________________________________________________
UCI 22-42: Phase I First-in-Human Study to Explore the Safety, Tolerability and Pharmacokinetics of AMG 794 in Subjects with Claudin 6-Positive Advanced/Metastatic Non-Squamous Non-Small Cell Lung Cancer or Epithelial Ovarian Cancer and Other Malignant Solid Tumor Indications
Status: Open to Accrual
PI: Dr. Tewari
CRC: Nirali Patel
Setting: Broad Phase 1 (Metastatic/Unresectable)
Eligibility Criteria:
Inclusion:
Participants with histologically confirmed tumor types where there is expected clinical activity of pembrolizumab in the advanced treatment setting will be enrolled. These indications include but are not limited to melanoma, Merkel cell carcinoma (MCC), cutaneous squamous cell carcinoma (cSCC), head and neck squamous cell carcinoma (HNSCC), anal cancer, vulvar cancer, penile cancer, vaginal cancer, cervical cancer, gastric cancer, esophageal cancer, triple-negative breast cancer (TNBC), tumors with microsatellite instability-high (MSI-H) or are mismatch repair deficient (d-MMR), tumors with tumor mutational burden (TMB-H), hepatocellular carcinoma (HCC), and non-small-cell lung cancer (NSCLC)
At least 2 lesions of measurable disease per RECIST 1.1, unless specified otherwise in the selection criteria – at least 1 lesion that is safely accessible for intratumoral injection and 1 lesion that is not injected (at least initially)
Injectable lesion should be at least 15 mm.
Exclusion:
  Participants who have been previously treated with a TLR agonist (excluding topical agents for unrelated disease) are not eligible
Other active malignancies within the last 2 years are excluded. Exceptions include the following: non-melanoma skin cancer, curatively treated localized prostate cancer with non-detectable prostate-specific antigen, or other localized cancer treated with curative intent and minimal likelihood of recurrence as deemed by the investigator. Malignancies that do not require active systemic treatment (for example, low risk chronic lymphocytic leukemia) may be eligible after approval from the Medical Monitor
Mechanism: TransCon Toll like receptor (TLR) 7/8 agonist
Notes: SCC patients must be a surgical candidate. Must request a slot.

______________________________________________________________________
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
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




https://www.dropbox.com/scl/fi/pxx0a8wiyf7yi7y08gbfn/UCI-21-40.pdf?rlkey=ij7sxgtjh7chxehdeslltyaic&st=pphdjtpx&dl=0

Non-interventional Trials

Low Accrual
Pending
UCl 11-30 UCl 13-13 UCI 25-68 Actl\éa:tlon
(IRB 2008-6307) I \ive Non (I'fisz_og gﬁ_‘:\gﬁzag_ng Using Understanding Barriers to Skin Cancer in AAPI suspended
. . , . . -VIVi -Invasiv | | | . L
Skin Imaging with Technologies in Development Multiphoton Microscopy and Multispectral Imaging Pl: Tran
Pl: Kelly CRC: TBD

PI: Kelly

Accrual: 638/750 Accrual: 206/250

Accrual: 0/10

0

o

h . .

= Interventional Trials

C

7

oS UCI 23-153 - UCI2557 UCI 25-08

P Topical HT-001 for Skin Toxicities W/EGFR Inhib. Ne°ad1;‘;i’:cgﬁ‘:ﬂf‘gghj’gi-sﬂ"E’;"C'Lémab for Laser treatment for Stage 1 BCC

+J PI: Smith PI: Vaidya Pl: Zachary

O CRC: B. Huynh CF.ZC' 18D CRC: TBD
Accrual: 2/16 ACCI’U:’.:NZ /5 Accrual: 0/20



Presenter Notes
Presentation Notes

UCI 23-153: A Randomized, Placebo-controlled, Parallel Phase 2a Dose-ranging Study to Investigate the Efficacy, Safety, and Tolerability of Topical HT-001 for the Treatment of Skin Toxicities Associated with Epidermal Growth Factor Receptor Inhibitors
Status: Pending Activation (PRMC approved)
PI: Dr. Janellen Smith
CRC: Baoan Huynh
Setting: Supportive Phase 2 (treatment of EGFR inhibitors who develop acneiform rash)
Eligibility Criteria:
Inclusion:
Patients prescribed an approved EGFR inhibitor to treat cancer
Patients developed a rash or symptoms of a rash (Papular and/or pustular eruptions) or symptoms of a rash (cutaneous burning)
Exclusion:
Patient has severe cutaneous toxicity (Grade 4)
Patient who has a prescribed cancer treatment plan that requires radiation to the head, neck, or upper trunk concurrent with EGFRi therapy.
Patients who received aprepitant or other neurokinin-1 receptor antagonist within 4 weeks prior to screening/baseline
Mechanism: HT-001 topical aprepitant (0.5 – 2%)
Notes: 6-week treatment. Part 1: 12 patients, Part 2: 40 patients.

UCI 11-30: Skin Imaging With Technologies in Development
Status: Open to accrual
PI: Dr. Kristen Kelly
Eligibility Criteria:
Inclusion:
Adult male or female 7 and older; able to carry out study instructions
Exclusion:
Younger than 7 years old
Pregnant woman
Breast feeding
Mechanism: Normal and lesional skin assessed via following imaging modalities (Laser Speckle Imaging, Optical Coherence Tomography and Optical Doppler Tomography, Photo Migration Spectroscopy, Multi-Spectral Imaging, Multiphoton Microscopy.

UCI 13-13: Pilot Study on In-vivo Non-invasive Skin Imaging Using Multiphoton Microscopy
Status: Open to accrual
PI: Dr. Kristen Kelly
Eligibility Criteria:
Inclusion:
Male or Female all age groups
Ability to understand and carry out subject instructions
Exclusion:
Pregnant woman
Mechanism: Use of multiphoton microscopy-based tomograph (MPTflex) to image non-invasively normal and lesional skin.


UCI 25-57: Randomized Phase II Trial of Neoadjuvant Opdualag Versus Nivolumab for Resectable High-risk Basal Cell Carcinoma
Status: Pending Activation
PI: Dr. Poorva Vaidya
Eligibility Criteria:
Inclusion:
Histological or cytological confirmed basal cell carcinoma
HR-BCC sized ≥ 20 mm in the head/neck, ≥40 mm for the trunk/extremities
Surgically resectable BCC that is at increased risk for cosmetic disfigurement, functional defects, poor oncologic control, or anticipated to require skin grafting or free flap reconstruction per investigator assessment.
No prior immunotherapy for HR-BCC
Exclusion:
Hypersensitivity or Opdualag, nivolumab, or any of their excipients
Presence of leptomeningeal metastatic disease
Mechanism: Nivolumab (PD-1 antibody), Relatlimab (LAG-3 antibody)


UCI 25-08: Apoptotic Destruction of Basal Cell Cancer by Controlled Hyperthermia
Status: Pending Activation
PI: Dr. Christopher Zachary
Eligibility Criteria:
Inclusion:
Biopsy-proven superficial and/or noduler BCC ≤ 2.0 cm in the largest diameter
BCC on the trunk or extremities
Willing to have photographs taken of the treatment area
Exclusion:
BCC that requires excision (> 2.0 cm in diameter, high risk lesions, or metastases)
Subjects not willing to have biopsy taken from the treatment area
Subjects with herpes simplex virus infection, impetigo or other disqualifying conditions as determined by dermatologist on the treatment area affecting healing or outcome
Mechanism: 1064 nm Nd:YAG laser (Sciton, Inc)


UCI 25-68: Understanding Perceptions and Barriers to Skin Cancer Care in Asians and Development of a Culturally Tailored Skin Cancer Education Program
Status: Pending Activation
PI: Dr. Thuy Tran
Eligibility Criteria:
Inclusion:
 AAPI patients >18 years old treated for melanoma
Exclusion:
 
Mechanism: N/A


https://www.dropbox.com/scl/fi/kuht75hrtpvh2xlnzuyk4/UCI-23-153.pdf?rlkey=x9thlz7xnbwk32op6ad0io9ix&st=mhqusfdl&dl=0
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