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SWOG 2015
1cm v 2cm margin
CRC: N. Arechiga

Accrual: 6/30 

EA6194
TLR9 agonist+Pembro + Sx vs Pembro + Sx

CRC: E. Palmer-Torrison
Accrual: 3/5

EA6141
(III or IV)

Ipi + Nivo + sargramostin vs. Ipi + Nivo
CRC: B. Huynh
Accrual: 4/7

UCI 22-101
(III or IV)

Nivo + Rela IV vs SubQ
CRC: N. Arechiga

Accrual: 4/12

Second Line

UCI 22-213
E7386 + Pembro +/- Lenvatinib 

CRC: N. Arechiga
Accrual: 0/7

Pending 
Activation 

or 
Suspended

Open

Low Accrual

Presenter Notes
Presentation 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 MelanomaStatus: Open to Accrual (4/5)PI: Dr. ChowCRC: Baoan HuynhSetting: Metastatic/UnresectableEligibility Criteria:Inclusion:Known BRAF mutational status (WT or mutated)Exclusion:Prior treatment with PD1 or PD-L1 in the adjuvant or metastatic settingPrior tx w/ ipilimumab in the metastatic settingActive CNS metsHIV +Concurrent anti-coagulant therapyMechanism: 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 MelanomaStatus: Open to Accrual (4/12)PI: Dr. ChowCRC: Natalie ArechigaSetting: Metastatic/UnresectableEligibility Criteria:Inclusion:Must have a known BRAF mutational status (WT or mutated)Histologically confirmed Stage III (unresectable) or Stage IV (metastatic) melanomaExclusion:Prior tx w/ PD1 or PDActive CNS MetsOcular MelanomaMechanism: Nivolumab (blocks PD-1 to PD-L1 and PD-L2), Relatlimab (LAG-3 Inhibitor)Notes: No slot request neededRequest to increase target accrual (currently 6)______________________________________________________________________EA6194: Phase II Randomized Study of Neoadjuvant Pembrolizumab Alone or in Combination with CMP-001 in Patients with Operable Melanoma: Efficacy and Biomarker StudyStatus: Open to Accrual (2/5)PI: Dr. TranCRC: Erin Palmer-TorrisonSetting: Stage III neoadjuvant + adjuvantEligibility Criteria:Inclusion:T0, Tx, or T1-4 and N1b, N2b, N2c, N3b, or N3cCandidate for definitive surgeryExclusion:Prior systemic therapy for melanoma including anti-PD-1, anti-PD-L1, BRAF/MEK inhibitorsMechanism: Pembrolizumab (anti-PD-1), CMP-001 (TLR9 agonist) 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 (5/30)PI: Dr. YamamotoCRC: Natalie ArechigaSetting: ResectableEligibility 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 potentialMelanoma 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 cmNotes: ______________________________________________________________________UCI 22-49: Pembrolizumab in Combination with Low-Dose Oral Metronomic Cyclophosphamide for Pembrolizumab-Refractory Advanced MelanomaStatus: Pending Activation (/18)PI: Dr. ChowCRC: TBDSetting: Metastatic/UnresectableEligibility Criteria:Inclusion: Exclusion: Mechanism: Pembrolizumab (anti-PD-1)Notes: ______________________________________________________________________UCI 22-213: An Open-Label, Multicenter, Phase Ib/II Study of E7386 in Combination with Pembrolizumab in Previously Treated Subjects with Selected Solid TumorsStatus: Open to Accrual (0/7)PI: Dr. DayyaniCRC: Nicole FerrandSetting: Metastatic/UnresectableEligibility Criteria:Inclusion: Progressed after 1L of therapy containing one anti PD(L)1 (2L allowable if  BRAF positive)Exclusion: Mechanism: Wnt/β-catenin ± pembro ± LenvatinibNotes: 

https://www.dropbox.com/scl/fi/rs4i1tn35hk1c5014kbbc/S2015.pdf?rlkey=j7ly71yo93u07g6jdk3bhm3z9&dl=0
https://www.dropbox.com/scl/fi/avrqrikmcx5nto06n4s7q/EA6194.pdf?rlkey=x2an1zzz0cktss91cwzy4dwjf&dl=0
https://www.dropbox.com/scl/fi/qri9li3modrtxj8cob79k/EA6141.pdf?rlkey=duer83ujmhph12udg2cws8vhj&dl=0
https://www.dropbox.com/scl/fi/8uzw4bydla6xjzg6j1kbl/UCI-22-101.pdf?rlkey=miwzxx421dedc81r0qwu5o8gv&dl=0
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Consider Broad Phase 1 Studies

HER2 + / 
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UCI 20-67
DF1001 (HER2 NK- 

engager)
PI: Valerin

CRC: M. Nguyen
 Accrual: 18/20

UCI 21-40
(Locally Advanced or 

Metastatic Solid 
Tumors) 

DF6002 as a 
Monotherapy and 
in Combination w/ 

nivo
PI: Valerin

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

UCI 20-110
TAK-981 + Pembro

(sumoylation inhibitor)
PI: Tewari

CRC: N. Patel
Accrual: 2/5

Pending 
Activation 

or 
Suspended

Open

Low Accrual

UCI 22-87 
(RMC-6236)

PI: Ou
Mechanism: TKI

Coordinator: Oliver 
Quines

Accrual: 12/20
RAS Mutation

January 2024

UCI 23-197
DF6215 (IL-2)

PI: Valerin
CRC: TBD

Accrual: 0/5

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 IndicationsStatus: Open to Accrual (18/20) – HER2 expression neededPI: Dr. ValerinCRC: My NguyenSetting: 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 failedHER2 expression by IHC and/or erbb2 amplification and/or erbb2-activating mutationsExclusion: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 doseMBC Cohort: no more than 3 prior lines of cytotoxic therapy for metastatic diseaseBasket (HER2 3+) Cohort: HER2 3+ from biopsy < 6 monthsPembrolizumab 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-MethioninaseMechanism: 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 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 20-110: A Phase Ib/II Study of TAK-981 Plus Pembrolizumab to Evaluate the Safety, Tolerability, and Antitumor Activity of the Combination in Patients with Select Advanced or Metastatic Solid TumorsStatus: Open to Accrual (2/5)PI: Dr. TewariCRC: Grace Tuohey or Nirali PatelSetting: Broad Phase 1 (Metastatic/Unresectable)Eligibility Criteria:Inclusion:Have histologically or cytologically documented, advanced (metastatic and/or unresectable) cancerCPI-naive cervical cancer (squamous cell carcinoma, adenosquamous or adenocarcinoma of cervix) patients for whom prior standard first line treatment has failed and who has received no more than 1 prior systemic line of therapy for recurrent or Stage IVB cervical cancerExclusion: Mechanism: TAK-981 (small molecule inhibitor of SUMOylation) + PembrolizumabNotes: Cohort B Open______________________________________________________________________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 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 ApprovedPI: Dr. ValerinCRC: 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 agonistNotes: 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 

https://www.dropbox.com/scl/fi/d1kganipx996j6vfct6k5/UCI-20-67.pdf?rlkey=dsvp1wh3jqm2kv5y16jalcw95&dl=0
https://www.dropbox.com/scl/fi/xhvnj0bfshqi1zw8gfkt1/UCI-21-40.pdf?rlkey=lid6gw7vra3lcq3g7qph8a2ot&dl=0
https://www.dropbox.com/scl/fi/ipqfel49bjlgcf7nxszft/UCI-20-110.pdf?rlkey=6imm377oy47fdz8da8bzmw19i&dl=0
https://www.dropbox.com/scl/fi/riigbz7iozd50atybok0g/UCI-22-87.pdf?rlkey=vnjqzyx3nbdkn1en3cct59e41&dl=0
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UCI 19-135
DecisionDx-Melanoma Impact on Sentinel Lymph 

Node Biopsy Decisions and Clinical Outcomes 
(DECIDE)

CRC: Anastasiia R.
Accrual: 66/90

January 2024

Presenter Notes
Presentation Notes
UCI 19-135: DecisionDx-Melanoma Impact on Sentinel Lymph Node Biopsy Decisions and Clinical Outcomes Status: Actively EnrollingPI: Dr. YamamotoCRC: Anastasiia R.Setting: Newly dx melanoma (stage 1-2)Eligibility Criteria:Inclusion: Newly diagnosed, being considered for SLNBExclusion: Known Stage 3 or 4 melanomaPrior history of melanoma in the same anatomical regionMechanism:  N/ANotes: 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/1sj2jvfemeyvl839jj4wl/UCI-19-135.pdf?rlkey=nxp7lkn5fet5x682l4oxrn9n9&dl=0
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ETCTN 10592
 M1774 +/- avelumab

CRC: N. Arechiga
Accrual: 0/6

Recurrent

January 2024

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 EnrollingPI: Dr. GaoCRC: Natalie A.Setting: Recurrent, post PD-(L)1 treatmentEligibility 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 medicationConcomitant 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 inhibitorNotes: Slot request required

https://www.dropbox.com/scl/fi/1aq5ocllrcwetd91uys0q/ETCTN-10592.pdf?rlkey=tx1g8vjtz1in9s6ts5fo9glxq&dl=0
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First Line

UCI 22-87 
(RMC-6236)

Mechanism: TKI
Coordinator: Oliver 

Quines
Accrual: 12/20
RAS Mutation

Broad Phase 1 trials

UCI 22-42
TransCon Toll like receptor 

(TLR) 7/8 agonist
 Coord: Nirali Patel

Accrual: 0/5

January 2024

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 IndicationsStatus: Open to AccrualPI: Dr. TewariCRC: Nirali PatelSetting: 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 eligibleOther 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 MonitorMechanism: TransCon Toll like receptor (TLR) 7/8 agonistNotes: 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 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

https://www.dropbox.com/scl/fi/riigbz7iozd50atybok0g/UCI-22-87.pdf?rlkey=vnjqzyx3nbdkn1en3cct59e41&dl=0
https://www.dropbox.com/scl/fi/tqt4mc4vz4vv2fnw0j9ed/UCI-22-42.pdf?rlkey=55s0iqvguxo4ci0n5jydwcikx&dl=0

	Skin�Disease-Oriented Team 
	Slide Number 2
	Slide Number 3
	Slide Number 4
	Slide Number 5
	Slide Number 6

