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Presenter Notes
Presentation Notes
UCI 24-192
Dr. Nagasaka  A Phase III Study of the Selective Anaplastic Lymphoma Kinase (ALK) Inhibitor NVL-655 Compared to Alectinib in First-Line Treatment of Patients With ALK-Positive Advanced Non-Small Cell Lung Cancer (ALKAZAR)
Inclusion: 
Histologically or cytologically confirmed locally advanced or metastatic NSCLC
No prior systemic anticancer treatment for NSCLC including but not limited to molecularly targeted agents, angiogenesis inhibitors, immunotherapy, or chemotherapy
At least 1 measurable lesion
Mandatory tumor tissue
ECOG PS 0, 1, or 2
ALK rearrangement in tissue or blood
Exclusion: 
QTCf >470ms
Other toxicities/diseases hindering lung functioning
Major surgery within 4 weeks of first dose
Palliative radiation within 2 weeks of first dose

UCI 21-241
A Phase I/II Study of the Selective Anaplastic Lymphoma Kinase (ALK) Inhibitor NVL-655 in Patients with Advanced NSCLC and Other Solid Tumors (ALKOVE-1)
Dr. Nagasaka
Inclusion: 
Histologically or cytologically confirmed locally advanced or metastatic solid tumor with a documented ALK rearrangement or activating ALK mutation detected by certified assay (i.e. CLIA in the US). 
Currently on Phase 1 only; received 1 ALK TKI which must be a 2nd or 3rd generation TKI (Ceritinib, alectinib, brigatinib, or lorlatinib). 

Pending Activation: UCI 25-51
Dr. Park  
Expanded Access Treatment of Neladalkib (NVL-655) in Patients with Advanced ALK+ NSCLC 
Inclusion:
ALK rearrangement detected in tumor tissue or plasma (circulating DNA). 
Previously received lorlatinib or received at least one second-generation ALK TKI and is either not eligible for or does not have access to lorlatinib, with no comparable or satisfactory alternative treatment options, in the opinion of the treating physician 
Exclusion:
Ongoing or recent anticancer therapy within the following timeframe prior to first dose of neladalkib: a. Chemotherapy, antibody-drug conjugates (ADCs), or other antibodies: < 21 days 
Immunotherapy or cellular therapy: < 28 days 
TKI or other anticancer therapy: < 4 days 







https://urlisolation.com/browser?clickId=4D3A73A7-088C-49BF-B3FB-9536D28EDA45&traceToken=1758906825%3Bucimed_hosted%3Bhttps%3A%2Fwww.dropbox.com%2Fl%2FAAAN2Vg&url=https%3A%2F%2Fwww.dropbox.com%2Fpreview%2FStudy%2520Eligibility%2520%252B%2520Schemas%2FAll%2520Checklist%2520and%2520Schemas%2FUCI%252021-241.pdf%3Frole%3Dpersonal
https://urlisolation.com/browser?clickId=4D3A73A7-088C-49BF-B3FB-9536D28EDA45&traceToken=1758906825%3Bucimed_hosted%3Bhttps%3A%2Fwww.dropbox.com%2Fl%2FAAAN2Vg&url=https%3A%2F%2Fwww.dropbox.com%2Fpreview%2FStudy%2520Eligibility%2520%252B%2520Schemas%2FAll%2520Checklist%2520and%2520Schemas%2FUCI%252021-241.pdf%3Frole%3Dpersonal
https://urlisolation.com/browser?clickId=4D3A73A7-088C-49BF-B3FB-9536D28EDA45&traceToken=1758906825%3Bucimed_hosted%3Bhttps%3A%2Fwww.dropbox.com%2Fl%2FAAAN2Vg&url=https%3A%2F%2Fwww.dropbox.com%2Fpreview%2FStudy%2520Eligibility%2520%252B%2520Schemas%2FAll%2520Checklist%2520and%2520Schemas%2FUCI%252021-241.pdf%3Frole%3Dpersonal
https://urlisolation.com/browser?clickId=4D3A73A7-088C-49BF-B3FB-9536D28EDA45&traceToken=1758906825%3Bucimed_hosted%3Bhttps%3A%2Fwww.dropbox.com%2Fl%2FAAAN2Vg&url=https%3A%2F%2Fwww.dropbox.com%2Fpreview%2FStudy%2520Eligibility%2520%252B%2520Schemas%2FAll%2520Checklist%2520and%2520Schemas%2FUCI%252021-241.pdf%3Frole%3Dpersonal
https://urlisolation.com/browser?clickId=4D3A73A7-088C-49BF-B3FB-9536D28EDA45&traceToken=1758906825%3Bucimed_hosted%3Bhttps%3A%2Fwww.dropbox.com%2Fl%2FAAAN2Vg&url=https%3A%2F%2Fwww.dropbox.com%2Fpreview%2FStudy%2520Eligibility%2520%252B%2520Schemas%2FAll%2520Checklist%2520and%2520Schemas%2FUCI%252021-241.pdf%3Frole%3Dpersonal
https://www.dropbox.com/scl/fi/gbwhp1ofxqic4vc2z0q3i/UCI-24-192-060625.pdf?rlkey=v23rogsfvqbelhfjor81xza9n&st=dwhaosrz&dl=0
https://www.dropbox.com/scl/fi/gbwhp1ofxqic4vc2z0q3i/UCI-24-192-060625.pdf?rlkey=v23rogsfvqbelhfjor81xza9n&st=dwhaosrz&dl=0
https://www.dropbox.com/scl/fi/gbwhp1ofxqic4vc2z0q3i/UCI-24-192-060625.pdf?rlkey=v23rogsfvqbelhfjor81xza9n&st=dwhaosrz&dl=0
https://www.dropbox.com/scl/fi/gbwhp1ofxqic4vc2z0q3i/UCI-24-192-060625.pdf?rlkey=v23rogsfvqbelhfjor81xza9n&st=dwhaosrz&dl=0
https://www.dropbox.com/scl/fi/gbwhp1ofxqic4vc2z0q3i/UCI-24-192-060625.pdf?rlkey=v23rogsfvqbelhfjor81xza9n&st=dwhaosrz&dl=0
https://www.dropbox.com/scl/fi/j8vnj3dvp5568zcetd6j1/UCI-23-148.pdf?rlkey=ede9yyigh5ulyx32ufyyw7q1l&st=ekosozkf&dl=0
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Presenter Notes
Presentation Notes
UCI 22-217 A Phase II, Open-Label, Parallel Cohort Study of Subcutaneous Amivantamab in Multiple Regimens in Patients with Advanced or Metastatic Solid Tumors including EGFR-mutated Non-Small Cell Lung Cancer
(5/10enrolled)
Enrolling into Cohort 4 Participants need to be on Amivantimab for at least 8 weeks. Patient cannot have progressive disease.
Enrolling Cohort 7 Participants must have progressed on or after the combination of Amivantimab and Lazertinib as the most recent line of treatment. 
Study requires slots prior to consenting


UCI 24-169
Dr. Nagasaka
A Phase I/II Open-Label, Multicenter, First-in-Human Study of the Safety, Tolerability, Pharmacokinetics, and Antitumor Activity of BH-30643 in Adult Subjects with Locally Advanced or Metastatic NSCLC Harboring EGFR and/or HER2 Mutations (SOLARA)
Inclusion: 
Pathologically confirmed diagnosis of locally advanced or metastatic NSCLC harboring EGFR and/or HER2 tyrosine KD mutations in exon 18, 19, 20 or 21
No prior systemic anticancer treatment for NSCLC including but not limited to molecularly targed agents, angiogenesis inhibitors, immunotherapy, or chemotherapy
At least 1 measurable lesion
ECOG PS ≤ 1 
Exclusion: 
Known other oncogenic driver alterations
QTCf >470ms
Failure to recover from toxicity of prior anti-cancer therapy to baseline or G1
Major surgery within 4 weeks of first dose
Palliative radiation within 2 weeks of first dose

UCI 24-181 
Dr. Nagasaka
A Phase IIB, Open-Label, Multi-cohort Study of Subcutaneous Amivantamab in Combination with Lazertinib as First-Line Treatment, or Subcutaneous Amivantamab in Combination with Platinum-Based Chemo as Second-line Treatment for Common EGFR-Mutated Locally Advanced or Metastatic Non-Small Cell Lung Cancer (COPERNICUS)
Inclusion: 
EGFR mutation must be an Ex19del or Ex21 L858R substitution
Any toxicities from prior therapy must have resolved to NCI-CTCAE 5.0 Grade 1 or baseline
At least 1 measurable lesion
ECOG PS of 0 to 1 
Cohort 1: must have not received any prior systemic therapy for treatment of advanced or metastatic NSCLC or any targeted therapy for early-stage disease
Cohort 2: must have progressed on or after EGFR TKI monotherapy for unresectable or advanced and/or metastatic NSCLC
Exclusion: 
Cohort 2: has received more than 2 lines of systemic therapy or any prior adjuvant targeted therapy
Cohort 2: participant has had previous exposure to amivantamab
Major surgery within 4 weeks of first dose

UCI 23-178 
Dr. Cat Park – Dose Expansion Phase ONLY
A Phase I Study Evaluating the Safety, Tolerability, and Efficacy of BL-B01D1 in Subjects with Metastatic or Unresectable Non-Small Cell Lung Cancer and other Solid Tumors.
Inclusion:
 * Evidence of documented EGFR TKI-sensitizing deletion mutation in EGFR Exon 18, 19, 20, 21
Exclusion: 
Prior therapy with any ADC targeting EGFR and/or HER3 or containing a topoisomerase 1 inhibitor payload
Participants treated with more than two systemic chemotherapies prior to randomization.
Previously documented EGFR Exon 20 insertion mutations as primary EGFR mutations

https://www.dropbox.com/scl/fi/ukq61xmk1tf8d813nd2nf/UCI-22-217.pdf?rlkey=ctf6zsr46u6ntwia2pjbjxstt&dl=0
https://www.dropbox.com/scl/fi/ukq61xmk1tf8d813nd2nf/UCI-22-217.pdf?rlkey=ctf6zsr46u6ntwia2pjbjxstt&dl=0
https://www.dropbox.com/scl/fi/ukq61xmk1tf8d813nd2nf/UCI-22-217.pdf?rlkey=ctf6zsr46u6ntwia2pjbjxstt&dl=0
https://www.dropbox.com/scl/fi/ukq61xmk1tf8d813nd2nf/UCI-22-217.pdf?rlkey=ctf6zsr46u6ntwia2pjbjxstt&dl=0
https://www.dropbox.com/scl/fi/4uaqw7bg7y6x95hseg02p/UCI-24-169-Eligibility-Schema-031825.pdf?rlkey=d03h74by98ol3uqwtwwtlbaya&st=bl2433bi&dl=0
https://www.dropbox.com/scl/fi/4uaqw7bg7y6x95hseg02p/UCI-24-169-Eligibility-Schema-031825.pdf?rlkey=d03h74by98ol3uqwtwwtlbaya&st=bl2433bi&dl=0
https://www.dropbox.com/scl/fi/4uaqw7bg7y6x95hseg02p/UCI-24-169-Eligibility-Schema-031825.pdf?rlkey=d03h74by98ol3uqwtwwtlbaya&st=bl2433bi&dl=0
https://www.dropbox.com/scl/fi/4uaqw7bg7y6x95hseg02p/UCI-24-169-Eligibility-Schema-031825.pdf?rlkey=d03h74by98ol3uqwtwwtlbaya&st=bl2433bi&dl=0
https://www.dropbox.com/scl/fi/4uaqw7bg7y6x95hseg02p/UCI-24-169-Eligibility-Schema-031825.pdf?rlkey=d03h74by98ol3uqwtwwtlbaya&st=bl2433bi&dl=0
https://www.dropbox.com/scl/fi/4uaqw7bg7y6x95hseg02p/UCI-24-169-Eligibility-Schema-031825.pdf?rlkey=d03h74by98ol3uqwtwwtlbaya&st=bl2433bi&dl=0
https://www.dropbox.com/scl/fi/b5x2s2uaf5cn31h763jf0/UCI-24-181.pdf?rlkey=gmio3tiqe6q9rhers0lbrme6u&st=ws051kaj&dl=0
https://www.dropbox.com/scl/fi/b5x2s2uaf5cn31h763jf0/UCI-24-181.pdf?rlkey=gmio3tiqe6q9rhers0lbrme6u&st=ws051kaj&dl=0
https://www.dropbox.com/scl/fi/b5x2s2uaf5cn31h763jf0/UCI-24-181.pdf?rlkey=gmio3tiqe6q9rhers0lbrme6u&st=ws051kaj&dl=0
https://www.dropbox.com/scl/fi/b5x2s2uaf5cn31h763jf0/UCI-24-181.pdf?rlkey=gmio3tiqe6q9rhers0lbrme6u&st=ws051kaj&dl=0
https://www.dropbox.com/scl/fi/b5x2s2uaf5cn31h763jf0/UCI-24-181.pdf?rlkey=gmio3tiqe6q9rhers0lbrme6u&st=ws051kaj&dl=0
https://www.dropbox.com/scl/fi/b5x2s2uaf5cn31h763jf0/UCI-24-181.pdf?rlkey=gmio3tiqe6q9rhers0lbrme6u&st=ws051kaj&dl=0
https://www.dropbox.com/scl/fi/4uaqw7bg7y6x95hseg02p/UCI-24-169-Eligibility-Schema-031825.pdf?rlkey=d03h74by98ol3uqwtwwtlbaya&st=bl2433bi&dl=0
https://www.dropbox.com/scl/fi/4uaqw7bg7y6x95hseg02p/UCI-24-169-Eligibility-Schema-031825.pdf?rlkey=d03h74by98ol3uqwtwwtlbaya&st=bl2433bi&dl=0
https://www.dropbox.com/scl/fi/4uaqw7bg7y6x95hseg02p/UCI-24-169-Eligibility-Schema-031825.pdf?rlkey=d03h74by98ol3uqwtwwtlbaya&st=bl2433bi&dl=0
https://www.dropbox.com/scl/fi/4uaqw7bg7y6x95hseg02p/UCI-24-169-Eligibility-Schema-031825.pdf?rlkey=d03h74by98ol3uqwtwwtlbaya&st=bl2433bi&dl=0
https://www.dropbox.com/scl/fi/4uaqw7bg7y6x95hseg02p/UCI-24-169-Eligibility-Schema-031825.pdf?rlkey=d03h74by98ol3uqwtwwtlbaya&st=bl2433bi&dl=0
https://www.dropbox.com/scl/fi/4uaqw7bg7y6x95hseg02p/UCI-24-169-Eligibility-Schema-031825.pdf?rlkey=d03h74by98ol3uqwtwwtlbaya&st=bl2433bi&dl=0
https://www.dropbox.com/scl/fi/0vid5t78t3j391pokslug/UCI-23-178-031325.pdf?rlkey=oj013tlqb1bfle38nxp2a8bcc&st=skpk4476&dl=0
https://www.dropbox.com/scl/fi/0vid5t78t3j391pokslug/UCI-23-178-031325.pdf?rlkey=oj013tlqb1bfle38nxp2a8bcc&st=skpk4476&dl=0
https://www.dropbox.com/scl/fi/0vid5t78t3j391pokslug/UCI-23-178-031325.pdf?rlkey=oj013tlqb1bfle38nxp2a8bcc&st=skpk4476&dl=0
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Presenter Notes
Presentation Notes
UCI 22-217
Dr. Nagasaka
A Phase II, Open-Label, Parallel Cohort Study of Subcutaneous Amivantamab in Multiple Regimens in Patients with Advanced or Metastatic Solid Tumors including EGFR-mutated Non-Small Cell Lung Cancer
(0/10 enrolled)
Enrolling into Cohort 1 Amivantamab +Lazertinib Treatment naïve
Enrolling into Cohort 2 Amivantamab + Carboplatin & Pemetrexed NSCLC Treatment Naïve harboring EGFR exon 20ins
Enrolling into Cohort 3 Amivantamab + Lazertinib + Carboplatin & Pemetrexed NSCLC harboring EGFR exon 19del or Exon 21 (L858R) progressed on or after treatment with a third gen EGFR TKI.
Enrolling into Cohort 4
Study requires slots prior to consenting.

UCI 24-169
Dr. Nagasaka
A PhaseI/IIFirsHumStuSafeToleraPharmacokine&AntitumActBH30643AdSubW/LocAdvMetNSCL HarbEGFRHER2Muta
Inclusion: 
Pathologically confirmed diagnosis of locally advanced or metastatic NSCLC harboring EGFR and/or HER2 tyrosine KD mutations in exon 18, 19, 20 or 21
No prior systemic anticancer treatment for NSCLC including but not limited to molecularly targed agents, angiogenesis inhibitors, immunotherapy, or chemotherapy
At least 1 measurable lesion
ECOG PS ≤ 1 
Exclusion: 
Known other oncogenic driver alterations
QTCf >470ms
Failure to recover from toxicity of prior anti-cancer therapy to baseline or G1
Major surgery within 4 weeks of first dose
Palliative radiation within 2 weeks of first dose

UCI 24-181 
Dr. Nagasaka
PhIISubcAmivanComW/LazertiFirLinTxOrSubcAmivanComW/PlatBasChemoSecLinComEGFRMuLocAdvMetaNonSmaCeLuCa
Inclusion: 
EGFR mutation must be an Ex19del or Ex21 L858R substitution
Any toxicities from prior therapy must have resolved to NCI-CTCAE 5.0 Grade 1 or baseline
At least 1 measurable lesion
ECOG PS of 0 to 1 
Cohort 1: must have not received any prior systemic therapy for treatment of advanced or metastatic NSCLC or any targeted therapy for early-stage disease
Cohort 2: must have progressed on or after EGFR TKI monotherapy for unresectable or advanced and/or metastatic NSCLC (closed)
Exclusion: 
Cohort 2: has received more than 2 lines of systemic therapy or any prior adjuvant targeted therapy
Cohort 2: participant has had previous exposure to amivantamab
Major surgery within 4 weeks of first dose


https://www.dropbox.com/scl/fi/ukq61xmk1tf8d813nd2nf/UCI-22-217.pdf?rlkey=ctf6zsr46u6ntwia2pjbjxstt&dl=0
https://www.dropbox.com/scl/fi/ukq61xmk1tf8d813nd2nf/UCI-22-217.pdf?rlkey=ctf6zsr46u6ntwia2pjbjxstt&dl=0
https://www.dropbox.com/scl/fi/ukq61xmk1tf8d813nd2nf/UCI-22-217.pdf?rlkey=ctf6zsr46u6ntwia2pjbjxstt&dl=0
https://www.dropbox.com/scl/fi/4uaqw7bg7y6x95hseg02p/UCI-24-169-Eligibility-Schema-031825.pdf?rlkey=d03h74by98ol3uqwtwwtlbaya&st=8f2neih8&dl=0
https://www.dropbox.com/scl/fi/4uaqw7bg7y6x95hseg02p/UCI-24-169-Eligibility-Schema-031825.pdf?rlkey=d03h74by98ol3uqwtwwtlbaya&st=8f2neih8&dl=0
https://www.dropbox.com/scl/fi/4uaqw7bg7y6x95hseg02p/UCI-24-169-Eligibility-Schema-031825.pdf?rlkey=d03h74by98ol3uqwtwwtlbaya&st=8f2neih8&dl=0
https://www.dropbox.com/scl/fi/4uaqw7bg7y6x95hseg02p/UCI-24-169-Eligibility-Schema-031825.pdf?rlkey=d03h74by98ol3uqwtwwtlbaya&st=8f2neih8&dl=0
https://www.dropbox.com/scl/fi/4uaqw7bg7y6x95hseg02p/UCI-24-169-Eligibility-Schema-031825.pdf?rlkey=d03h74by98ol3uqwtwwtlbaya&st=8f2neih8&dl=0
https://www.dropbox.com/scl/fi/4uaqw7bg7y6x95hseg02p/UCI-24-169-Eligibility-Schema-031825.pdf?rlkey=d03h74by98ol3uqwtwwtlbaya&st=8f2neih8&dl=0
https://www.dropbox.com/scl/fi/4uaqw7bg7y6x95hseg02p/UCI-24-169-Eligibility-Schema-031825.pdf?rlkey=d03h74by98ol3uqwtwwtlbaya&st=8f2neih8&dl=0
https://www.dropbox.com/scl/fi/4uaqw7bg7y6x95hseg02p/UCI-24-169-Eligibility-Schema-031825.pdf?rlkey=d03h74by98ol3uqwtwwtlbaya&st=8f2neih8&dl=0
https://www.dropbox.com/scl/fi/4uaqw7bg7y6x95hseg02p/UCI-24-169-Eligibility-Schema-031825.pdf?rlkey=d03h74by98ol3uqwtwwtlbaya&st=8f2neih8&dl=0
https://www.dropbox.com/scl/fi/4uaqw7bg7y6x95hseg02p/UCI-24-169-Eligibility-Schema-031825.pdf?rlkey=d03h74by98ol3uqwtwwtlbaya&st=8f2neih8&dl=0
https://www.dropbox.com/scl/fi/4uaqw7bg7y6x95hseg02p/UCI-24-169-Eligibility-Schema-031825.pdf?rlkey=d03h74by98ol3uqwtwwtlbaya&st=8f2neih8&dl=0
https://www.dropbox.com/scl/fi/4uaqw7bg7y6x95hseg02p/UCI-24-169-Eligibility-Schema-031825.pdf?rlkey=d03h74by98ol3uqwtwwtlbaya&st=8f2neih8&dl=0
https://www.dropbox.com/scl/fi/b5x2s2uaf5cn31h763jf0/UCI-24-181.pdf?rlkey=gmio3tiqe6q9rhers0lbrme6u&st=ws051kaj&dl=0
https://www.dropbox.com/scl/fi/b5x2s2uaf5cn31h763jf0/UCI-24-181.pdf?rlkey=gmio3tiqe6q9rhers0lbrme6u&st=ws051kaj&dl=0
https://www.dropbox.com/scl/fi/b5x2s2uaf5cn31h763jf0/UCI-24-181.pdf?rlkey=gmio3tiqe6q9rhers0lbrme6u&st=ws051kaj&dl=0
https://www.dropbox.com/scl/fi/b5x2s2uaf5cn31h763jf0/UCI-24-181.pdf?rlkey=gmio3tiqe6q9rhers0lbrme6u&st=ws051kaj&dl=0
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Presenter Notes
Presentation Notes
1st Line:
UCI 23-66 
Dr. Nagasaka
Inclusion
Phase 1b Dose Expansion enroll into 3 cohorts:
	1. Cohort 1: HER2 TKD mutation-positive NSCLC previously treated
	2. Cohort 2: HER2 TKD mutation-positive NSCLC first-line treatment
	3. Cohort 3: non-TKD HER2 mutation-positive NSCLC (exploratory)
Documented HER2 aberration: overexpression OR gene amplification OR non-synonymous somatic OR gene rearrangement involving HER2 or NRG1
Slots required prior to consenting









https://www.dropbox.com/scl/fi/rrpupes78ryx0lny64dnt/UCI-23-66.pdf?rlkey=4amkrtt3trb38eq3nzzfehd4m&st=yrdag2fe&dl=0
https://www.dropbox.com/scl/fi/rrpupes78ryx0lny64dnt/UCI-23-66.pdf?rlkey=4amkrtt3trb38eq3nzzfehd4m&st=yrdag2fe&dl=0
https://www.dropbox.com/scl/fi/rrpupes78ryx0lny64dnt/UCI-23-66.pdf?rlkey=4amkrtt3trb38eq3nzzfehd4m&st=yrdag2fe&dl=0
https://www.dropbox.com/scl/fi/rrpupes78ryx0lny64dnt/UCI-23-66.pdf?rlkey=4amkrtt3trb38eq3nzzfehd4m&st=yrdag2fe&dl=0
https://www.dropbox.com/scl/fi/4uaqw7bg7y6x95hseg02p/UCI-24-169-Eligibility-Schema-031825.pdf?rlkey=d03h74by98ol3uqwtwwtlbaya&st=bd5bcixz&dl=0
https://www.dropbox.com/scl/fi/4uaqw7bg7y6x95hseg02p/UCI-24-169-Eligibility-Schema-031825.pdf?rlkey=d03h74by98ol3uqwtwwtlbaya&st=bd5bcixz&dl=0
https://www.dropbox.com/scl/fi/4uaqw7bg7y6x95hseg02p/UCI-24-169-Eligibility-Schema-031825.pdf?rlkey=d03h74by98ol3uqwtwwtlbaya&st=bd5bcixz&dl=0
https://www.dropbox.com/scl/fi/4uaqw7bg7y6x95hseg02p/UCI-24-169-Eligibility-Schema-031825.pdf?rlkey=d03h74by98ol3uqwtwwtlbaya&st=bd5bcixz&dl=0
https://www.dropbox.com/scl/fi/4uaqw7bg7y6x95hseg02p/UCI-24-169-Eligibility-Schema-031825.pdf?rlkey=d03h74by98ol3uqwtwwtlbaya&st=bd5bcixz&dl=0
https://www.dropbox.com/scl/fi/0vid5t78t3j391pokslug/UCI-23-178-031325.pdf?rlkey=oj013tlqb1bfle38nxp2a8bcc&st=sr4rej7t&dl=0
https://www.dropbox.com/scl/fi/0vid5t78t3j391pokslug/UCI-23-178-031325.pdf?rlkey=oj013tlqb1bfle38nxp2a8bcc&st=sr4rej7t&dl=0
https://www.dropbox.com/scl/fi/0vid5t78t3j391pokslug/UCI-23-178-031325.pdf?rlkey=oj013tlqb1bfle38nxp2a8bcc&st=sr4rej7t&dl=0
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Presenter Notes
Presentation Notes
Pending Activation: UCI 25-79
Dr. Arter
Beamion LUNG-3: A Randomized, Controlled Study of Zongertinib as a Monotherapy Compared with Standard of Care in Patients with Early-Stage, Resectable Non-Small Cell Lung Cancer (Stage II-IIIB) Harbouring a HER2 Mutation
Inclusion: 
Complete surgical resection of the primary NSCLC, deemed achievable (documented), is mandatory and must be performed using open or VATS techniques. 
All gross disease must have been removed at the end of the surgery, including negative resection margins (R0) on postoperative histopathology. Primary tumor resection must have been performed either as lobectomy, sleeve lobectomy, bilobectomy, or pneumonectomy, including systematic ipsilateral lymph node dissection. 
Documented, activating HER2 mutation in tumor detected independent of clinical trial either via next generation sequencing (NGS) (preferred) or PCR 
Pretherapeutic classification cannot exceed Stage IIIB (up to T4, max N2) according to the TNM staging system for lung cancer (9th edition). 
Eligible to receive treatment with approved checkpoint-inhibitors as per country-specific SoC. 
Exclusion: 
Diagnosis of NSCLC with mixed histology/positive neuroendocrine markers (synaptophysin/CD56). 
NSCLC initially staged as invasive T4, N3 and/or M1 or greater. 
Presence of co-occurring classic EGFR mutation or ALK rearrangement. 
Treatment with Segmentectomy or wedge resection for resection of the primary tumor 
Pre- or post-operative radiation therapy for the primary NSCLC diagnosis 
Any prior anticancer therapy other than SoC neoadjuvant platinum-based immunochemotherapy or adjuvant platinum-based doublet chemotherapy 
Any investigational drug within five half-lives of the compound or any of its related material, if known. 

	

	

	


	

	

	


	


	


	


https://www.dropbox.com/scl/fi/j8vnj3dvp5568zcetd6j1/UCI-23-148.pdf?rlkey=ede9yyigh5ulyx32ufyyw7q1l&st=ekosozkf&dl=0

KRAS MUTATIONS

ADVANCED/METASTAT'C - Open to Accrual D Low Accruing D Pending Activation

KRAS G12C G12A, G12D, G12R, G12S, G12V

UCI 22-30 (D3S-001-100): / \
D3 Bio

Mechanism: TKI
Coord: Cassie Smith
Dr. Nagasaka
Accrual: 3/5

UCI 22-87 (RMC-6236

UCI 21-53 (Loxo Oncology,
Revolution Med)

Inc. LOXO-RAS-20001

Mechanism: TKI
Coordinator: Jenny Choe
Dr. Nagasaka
Accrual: 21/25

Mechanism: TKI
Coord: Mindy Chen
Dr. Nagasaka
Accrual:9/12

UC] Zetoremiy AUG 2025 0
Comprehensive Cancer Center


Presenter Notes
Presentation Notes
1L:

UCI 22-30:  
Status: Abandoned as of 9/22/2025
Dr. Nagasaka
A Phase I, Open-Label, Dose-Escalation and Dose-Expansion Study Evaluating the Safety, Tolerability, Pharmacokinetics, Pharmacodynamics, and Preliminary Efficacy of D3S-001 Monotherapy in Subjects with Advanced Solid Tumors with a KRAS p.G12C Mutation
Cohort 2a-1 Have never received KRAS p.G12Ci treatment 
Cohort 2a-2 Received only 1 type of KRAS p.G12Ci, KRAS p.G12Ci treatment for at least 6 months, Less than 6 months due to safety/tolerability reasons was permitted after sponsor MM approval
EXCLUSION:
Mixed small cell lung cancer and NSCLC histology

2L:
UCI 21-53
Dr. Nagasaka

Only NSCLC pts with brain mets cohort has slots remaining. 

A Phase Ia/Ib Study of LY3537982 (First in Human) in Patients with KRAS G12C-Mutant Advanced Solid Tumors 
Allows Prior lines of chemo, immunotherapy or biological therapy).
Slots Required prior to consenting.
EXCLUSION:
Individual has received prior treatment with any KRAS G12C small molecule inhibitor. Please refer to Exclusion criteria to confirm which cohorts applies. 
Cohorts B9 and Part G only, Individual received prior systemic therapy (chemotherapy, immunotherapy, or biological therapy) for
advanced or metastatic disease, except as allowed in Inclusion Criterion #4.


UCI 22-87
Dr. Nagasaka
Phase I/IB Multicenter Open-Label Study of RMC-6236 in Subjects with Advanced Solid Tumors Harboring Specific Mutations in KRAS
Participating in PART 2 dose expansion only and not participating in food effect portion of the study
NSCLC: progressed on or intolerant to anti-PD(L)1 and platinum-based chemotherapy; no more than 3 lines of prior systemic therapy for metastatic disease 
PDAC: progressed on or intolerant to either fluoropyrimidine-based or gemcitabine-based therapy 
CRC: progressed on or intolerant to fluoropyrimidine, oxaliplatin, and irinotecan and with anti- PD(L)1 therapy for patients with microsatellite unstable/mismatch repair-deficient tumors 
Melanoma: progressed on or intolerant to anti-PD(L)1 and anti-CTLA4 
Gynecological cancers (eg, ovarian, cervical, uterine [including endometrial], vaginal, vulvar): progressed on or intolerant to platinum-based chemotherapy 
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 
***ONLY OPEN FOR PDAC


Pending Activation: UCI 25-88
Dt. Cat Park 
A Phase 3, Multicenter, Double-Blind, Placebo-controlled Study Assessing the Efficacy and Safety of Olomorasib in Combination with Standard of Care Immunotherapy in Participants with Resected or Unresectable KRAS G12C-Mutant, Non-Small Cell Lung Cancer - SUNRAY-02
Part A – Stage II-IIIB cancer that has been treated with chemotherapy and surgery
Part B – Stage III cancer that has been treated with chemotherapy and radiation
Inclusion: 
Dx of KRAS g12c and PD-L1 expression 
Part A specific: 
Stage II-IIIB Resected NSCLC 
Received either presurgical chemo-IO without a pathological complete response OR received adjuvant chemotherapy 
ECOG 0-1 
Part B Specific: 
Stage III Unresectable NSCLC
No disease progression following concurrent platinum-based chemotherapy and radiation therapy
ECOG 0-1
Have received at least 50% of planned platinum-based chemotherapy concurrent with radiation therapy, which must be completed within 1 to 42 days prior to randomization. 
The final chemotherapy cycle must end prior to, or concurrently with, the final dose of radiation. 
Have received a total dose of radiation of at least 54 Gy as part of the chemoradiotherapy prior to randomization. 
Exclusion:
Large cell neuro-endocrine cancer
Mixed small cell and NSCLC 
Dx of EGFR or ALK mutations
Progressing disease within the past 3 years 
Hx of ILD or non-infectious pneumonitis
Have active or prior documented inflammatory bowel disease, such as Crohn’s disease or ulcerative colitis
Part A Only:
For patients treated with upfront surgical resection, have received more than 4 cycles of adjuvant chemotherapy 
For patients treated with presurgical chemo-immunotherapy, have received any adjuvant therapy
Part B Only
Have received non-standard of care treatment regimens, such as induction chemotherapy plus immunotherapy followed by concurrent chemoradiation therapy. 
Have received sequential chemotherapy followed by radiation therapy 
Have Grade ≥ 2 pneumonitis from prior chemoradiation therapy


Pending Activation: UCI 24-157
Dr. Arter
RASolve 301: Phase III Multicenter, Open Label, Randomized Study of RMC-6236 versus Docetaxel in�Patients with Previously Treated Unresectable or Metastatic NSCLC Harboring RAS Mutations.
***11Aug2025: New Protocol Amendment in the works that will change the Inclusion/Exclusion Criteria which will be available 2nd week of Sept. OQ will follow up.

Inclusion: 
NSCLC. Histologically confirmed NSCLC, either locally advanced or metastatic, not amendable to curative surgery or radiotherapy
Prior therapy for advanced disease must include an anti-PD(L)-1 and a platinumbased therapy. Prior therapy with any RAS inhibitor, including KRASG12C inhibitors, is prohibited.
Adjuvant therapy or multimodal therapy with curative intent is considered prior therapy if disease progression occurred on or within 6 months of treatment completion.
Nonsynonymous mutations in KRAS, NRAS, or HRAS at codons 12, 13, or 61 (G12, G13, or Q61). These mutations must be identified by a clinically validated assay on circulating tumor
DNA (ctDNA), fresh tumor biopsy, or archival tumor tissue (obtained within 5 years of Cycle 1 Day 1 [C1D1]).
Exclusion: 
Prior therapy RAS-directed therapy
Other driver mutations. Epidermal growth factor receptor (EGFR) or serine/threonine protein kinase B-Raf (BRAF) mutation, anaplastic lymphoma kinase (ALK), ROS1, or tropomyosin receptor kinase (TRK) fusion for which an approved targeted therapy is available
Ongoing non-protocol specified anticancer therapy. Anticancer therapies that have been discontinued before randomization must follow these washout periods:
Radiation. Radiotherapy to ≥30% of bone marrow or wide field radiation ≥4 weeks of C1D1; stereotactic radiotherapy or whole brain radiotherapy ≥2 weeks of randomization.
Chemotherapy and Antibody Therapy. ≥3 weeks of randomization.
Small Molecule Targeted Therapy. ≥2 weeks or ≥5 half-lives of randomization, whichever is longer.




https://www.dropbox.com/scl/fi/6vejkgtwj4pp7tkj5h1f3/UCI-21-53.pdf?rlkey=bysj7b37rbxq3cx70wd2ee4uu&st=bw2n2jta&dl=0
https://www.dropbox.com/scl/fi/6vejkgtwj4pp7tkj5h1f3/UCI-21-53.pdf?rlkey=bysj7b37rbxq3cx70wd2ee4uu&st=bw2n2jta&dl=0
https://www.dropbox.com/scl/fi/6vejkgtwj4pp7tkj5h1f3/UCI-21-53.pdf?rlkey=bysj7b37rbxq3cx70wd2ee4uu&st=bw2n2jta&dl=0
https://www.dropbox.com/scl/fi/6vejkgtwj4pp7tkj5h1f3/UCI-21-53.pdf?rlkey=bysj7b37rbxq3cx70wd2ee4uu&st=bw2n2jta&dl=0
https://www.dropbox.com/scl/fi/6vejkgtwj4pp7tkj5h1f3/UCI-21-53.pdf?rlkey=bysj7b37rbxq3cx70wd2ee4uu&st=bw2n2jta&dl=0
https://www.dropbox.com/scl/fi/6vejkgtwj4pp7tkj5h1f3/UCI-21-53.pdf?rlkey=bysj7b37rbxq3cx70wd2ee4uu&st=bw2n2jta&dl=0
https://www.dropbox.com/scl/fi/6vejkgtwj4pp7tkj5h1f3/UCI-21-53.pdf?rlkey=bysj7b37rbxq3cx70wd2ee4uu&st=bw2n2jta&dl=0
https://www.dropbox.com/scl/fi/6vejkgtwj4pp7tkj5h1f3/UCI-21-53.pdf?rlkey=bysj7b37rbxq3cx70wd2ee4uu&st=bw2n2jta&dl=0
https://www.dropbox.com/scl/fi/6vejkgtwj4pp7tkj5h1f3/UCI-21-53.pdf?rlkey=bysj7b37rbxq3cx70wd2ee4uu&st=bw2n2jta&dl=0
https://www.dropbox.com/scl/fi/6vejkgtwj4pp7tkj5h1f3/UCI-21-53.pdf?rlkey=bysj7b37rbxq3cx70wd2ee4uu&st=bw2n2jta&dl=0
https://www.dropbox.com/scl/fi/1z3p0kjxdq0yzbzg9oswk/UCI-22-87.pdf?rlkey=9nqycnxjtc684q8hekxi2kjhm&st=s7hfpkmk&dl=0
https://www.dropbox.com/scl/fi/1z3p0kjxdq0yzbzg9oswk/UCI-22-87.pdf?rlkey=9nqycnxjtc684q8hekxi2kjhm&st=s7hfpkmk&dl=0
https://www.dropbox.com/scl/fi/1z3p0kjxdq0yzbzg9oswk/UCI-22-87.pdf?rlkey=9nqycnxjtc684q8hekxi2kjhm&st=s7hfpkmk&dl=0
https://www.dropbox.com/scl/fi/1z3p0kjxdq0yzbzg9oswk/UCI-22-87.pdf?rlkey=9nqycnxjtc684q8hekxi2kjhm&st=s7hfpkmk&dl=0
https://www.dropbox.com/scl/fi/1z3p0kjxdq0yzbzg9oswk/UCI-22-87.pdf?rlkey=9nqycnxjtc684q8hekxi2kjhm&st=s7hfpkmk&dl=0
https://www.dropbox.com/scl/fi/1z3p0kjxdq0yzbzg9oswk/UCI-22-87.pdf?rlkey=9nqycnxjtc684q8hekxi2kjhm&st=s7hfpkmk&dl=0
https://www.dropbox.com/scl/fi/wob09n3175kqiwvblg53z/UCI-22-30.pdf?rlkey=br4d05eqmv008aa954k4s3c7h&st=ntpxxmhy&dl=0
https://www.dropbox.com/scl/fi/wob09n3175kqiwvblg53z/UCI-22-30.pdf?rlkey=br4d05eqmv008aa954k4s3c7h&st=ntpxxmhy&dl=0
https://www.dropbox.com/scl/fi/wob09n3175kqiwvblg53z/UCI-22-30.pdf?rlkey=br4d05eqmv008aa954k4s3c7h&st=ntpxxmhy&dl=0
https://www.dropbox.com/scl/fi/wob09n3175kqiwvblg53z/UCI-22-30.pdf?rlkey=br4d05eqmv008aa954k4s3c7h&st=ntpxxmhy&dl=0
https://www.dropbox.com/scl/fi/wob09n3175kqiwvblg53z/UCI-22-30.pdf?rlkey=br4d05eqmv008aa954k4s3c7h&st=ntpxxmhy&dl=0
https://www.dropbox.com/scl/fi/wob09n3175kqiwvblg53z/UCI-22-30.pdf?rlkey=br4d05eqmv008aa954k4s3c7h&st=ntpxxmhy&dl=0
https://www.dropbox.com/scl/fi/wob09n3175kqiwvblg53z/UCI-22-30.pdf?rlkey=br4d05eqmv008aa954k4s3c7h&st=ntpxxmhy&dl=0
https://www.dropbox.com/scl/fi/wob09n3175kqiwvblg53z/UCI-22-30.pdf?rlkey=br4d05eqmv008aa954k4s3c7h&st=ntpxxmhy&dl=0
https://www.dropbox.com/scl/fi/wob09n3175kqiwvblg53z/UCI-22-30.pdf?rlkey=br4d05eqmv008aa954k4s3c7h&st=ntpxxmhy&dl=0
https://www.dropbox.com/scl/fi/7upl7zvuqll0mizus660x/UCI-22-30.pdf?rlkey=mdne7xniwuf6tltd1bzzqtor8&st=xd3harja&dl=0
https://www.dropbox.com/scl/fi/j8vnj3dvp5568zcetd6j1/UCI-23-148.pdf?rlkey=ede9yyigh5ulyx32ufyyw7q1l&st=ekosozkf&dl=0
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UCI 25-52 (PYNNACLE)
Rezatapopt (PC14586)

Mechanism: selective P53
reactiviator
Coord: To be determined
Pl: Dr. Arter
Accrual: 0/5
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Presenter Notes
Presentation Notes
Pending Activation: UCI 25-52
Dr. Arter
A Phase I/II Open-label, Multicenter Study to Assess the Safety, Tolerability, Pharmacokinetics, Pharmacodynamics, and Efficacy of PC14586 in Patients with Locally Advanced or Metastatic Solid Tumors Harboring a TP53 Y220C Mutation (PYNNACLE)
Inclusion: 
Patient has a histologically or cytologically confirmed locally advanced or metastatic solid malignancy with a TP53 Y220C mutation identified through Sponsor-approved NGS molecular test performed at a CLIA certified (or equivalent) laboratory
Patients must have received prior standard therapy appropriate for their tumor type and stage of disease and have documented radiographic progression during or after their most recent line of anticancer therapy, or in the opinion of the Investigator are ineligible for appropriate standard of care therapy. Standard of care therapies for certain tumor types.
Patients with ovarian cancer must be platinum resistant defined as disease progressing within 6 months of platinum-based chemotherapy or platinum-refractory defined as disease progressing during therapy or within 4 weeks after last dose 
Patients with CRPC must have ongoing androgen deprivation therapy with a gonadotropin-releasing hormone analog or inhibitor, or orchiectomy (medical or surgical castration). 
Exclusion: 
Patient has received prior chemotherapy, targeted therapy, immunotherapy, or treatment with an investigational anticancer agent within 21 days or 5 half-lives (if half-life is known), whichever is shorter, before receiving their first dose of study drug. 
Patient has received radiotherapy within 14 days. 
Patient has brain metastases. Exception: Patients with brain metastases are permitted if they are neurologically stable and do not require steroids to treat associated neurological symptoms. 










https://www.dropbox.com/scl/fi/ij5i1pa4yv0d01sxi8c43/UCI-25-52.pdf?rlkey=synh9zid1jlzejfkks5lyci4r&st=20unxmi8&dl=0
https://www.dropbox.com/scl/fi/ij5i1pa4yv0d01sxi8c43/UCI-25-52.pdf?rlkey=synh9zid1jlzejfkks5lyci4r&st=20unxmi8&dl=0
https://www.dropbox.com/scl/fi/ij5i1pa4yv0d01sxi8c43/UCI-25-52.pdf?rlkey=synh9zid1jlzejfkks5lyci4r&st=20unxmi8&dl=0
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Presenter Notes
Presentation Notes
UCI 21-47
Dr. Nagasaka
A Phase I/II Study of the Highly Selective ROS1 Inhibitor NVL-520 in Patients with Advanced NSCLC and Other Solid Tumors (ARROS-1)
INCLUSION: 
Histologically or cytologically confirmed locally advanced or metastatic solid tumor with documented ROS1 rearrangement. PT with ROS1 fusion received at least 1 prior ROS1 TKI other ROS1-positive solid tumors must have progressed on any prior therapy (includes, but is not limited to, patients who have progressed on prior ROS1 TKIs). Any number of prior platinum-based chemotherapies with or without immunotherapy is allowed. Cohort 2a: naive to TKI therapy and up to one prior platinum based chemo w/wo immuno. Cohort 2b: received 1 prior ROS1 TKI therapy ( crizotinib or entrectinib) no prior platinum based chemo or immunotherapy. Cohort 2C: 1 prior ROS1 TKI therapy and 1 prior platinum based chemo or immuno. Cohort 2D: 2prior ROS1 TKI and up to 1 prior platinum based chemo w/wo immuno. Cohort 2E: progressed on any prior therapies.




https://www.dropbox.com/scl/fi/zm9cw5ld5b429jmqddrt3/UCI-21-47.pdf?rlkey=vb4qm15vc4vpx5wl58uzje2j8&st=1w694hpy&dl=0
https://www.dropbox.com/scl/fi/zm9cw5ld5b429jmqddrt3/UCI-21-47.pdf?rlkey=vb4qm15vc4vpx5wl58uzje2j8&st=1w694hpy&dl=0
https://www.dropbox.com/scl/fi/zm9cw5ld5b429jmqddrt3/UCI-21-47.pdf?rlkey=vb4qm15vc4vpx5wl58uzje2j8&st=1w694hpy&dl=0
https://www.dropbox.com/scl/fi/zm9cw5ld5b429jmqddrt3/UCI-21-47.pdf?rlkey=vb4qm15vc4vpx5wl58uzje2j8&st=1w694hpy&dl=0
https://www.dropbox.com/scl/fi/zm9cw5ld5b429jmqddrt3/UCI-21-47.pdf?rlkey=vb4qm15vc4vpx5wl58uzje2j8&st=1w694hpy&dl=0
https://www.dropbox.com/scl/fi/zm9cw5ld5b429jmqddrt3/UCI-21-47.pdf?rlkey=vb4qm15vc4vpx5wl58uzje2j8&st=1w694hpy&dl=0
https://www.dropbox.com/scl/fi/zm9cw5ld5b429jmqddrt3/UCI-21-47.pdf?rlkey=vb4qm15vc4vpx5wl58uzje2j8&st=1w694hpy&dl=0
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complete resection
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Presenter Notes
Presentation Notes
Pending Activation: UCI 24-196
Dr. Arter
A Phase III Multicenter Double-Blind Randomized Study of Taletrectinib Versus Placebo in Patients with ROS1-Fusion Positive Stage IB-IIA Non-Small Cell Lung Cancer who have Undergone Complete Tumor Resection
Inclusion: 
Histologically confirmed stage IB, II, or IIIA NSCLC, according to the tumor, node, metastasis (TNM) staging system for lung cancer 
Documented ROS1 rearrangement in primary tumor tissue or liquid biopsy sample by a validated local assay performed in CLIA-certified or locally equivalent diagnostic laboratories 
Adequate tissue is available for prospective central laboratory confirmatory testing (refer to the study reference manual for minimum requirements). Confirmation of central test positivity is required prior to Randomization. 
Received definitive locoregional curative surgery for stage IB, II, or IIIA NSCLC. All surgical margins of resection must be negative for tumor. Resection may be accomplished by open or video associated thoracic surgery (VATS) techniques. 
Exclusion:
Previously received 1 or more of the following cancer treatments 
Postoperative or planned radiation therapy for the current lung cancer. 
Any adjuvant anticancer therapy (including investigational therapy) for treatment of NSCLC other than standard postoperative platinum-based doublet chemotherapy. Participants should have received no more than 4 cycles of the platinum doublet regimen. 
Adjuvant immune checkpoint inhibitor (ICI) treatment is allowed, but participants should have received no more than 4 cycles of the ICI, and at the time of Randomization, have at least 12 weeks of washout from the last dose of the ICI 
Neoadjuvant chemotherapy with or without ICIs is allowed. Those treated with prior ICIs are eligible if ≥12 weeks have elapsed after completion of the ICI at the time of Randomization. 
	

	

	

	

	


	

	
	


https://www.dropbox.com/scl/fi/j8vnj3dvp5568zcetd6j1/UCI-23-148.pdf?rlkey=ede9yyigh5ulyx32ufyyw7q1l&st=ekosozkf&dl=0

Advanced / Metastatic

1L

2L

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

Mechanism: Live
biotherapeutic product +
Pembrolizumab
Coord: Mindy Chen
Pl: Dr. Nagasaka
Accrual: 3/6
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Cemiplimab + Agent (a, b, or
none)

Mechanism: PD-L1
Coord: Mindy Chen
PI: Dr. Nagasaka
Accrual: 0/5
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Presenter Notes
Presentation Notes
UCI 23-148
Dr. Nagasaka
PhIIIDurvalumab Combo w/Dato-DXd vsPembro Tx of Pts w/Local-Adv MetNSCLC w/oActionable GenomicAlter

Phase 1 enrollment is complete
Phase 2 re-opening might not proceed, but it’s still under discussion with the sponsor. Sonsor confirmed that the Phase 2 decision will be made by early September.

 
Inclusion: 
Stage IIIB, IIIC, IV metastatic NSCLC - Squamous or non-squamous histology c
No prior chemotherapy or other systemic therapy for first-line Stage IIIB, IIIC or IV metastatic NSCLC
At least 1 measurable lesion
No actionable genomic alterations
Mandatory FFPE tumour sample
ECOG PS 0 or 1
Known central PD-L1 status
TROP2 expression
Exclusion: 
QTCf >470ms
Other toxicities/diseases hindering lung functioning
Major surgery within 3 weeks of first dose
Palliative radiation within 2 weeks of first dose

Pending Activation: UCI 24-83
Dr. Villalona-Calero
Phase I Trial of Umbilical Cord Blood Natural Killer Cells (CB-NK) Expressing Soluble IL-15 (sIL-15) and PD-L1 +/- Atezolizumab in Non-Small Cell Lung Cancer Patients Refractory to PD-1/PD-L1 Immune Checkpoint Inhibitors

Inclusion
NSCLC patients with advanced, metastatic, or recurrent disease, previously treated with a PD-1 or PDL-1 immune checkpoint inhibitor, either as single agent or in combination with chemotherapy or other immunotherapy or experimental agents 
Radiographically demonstrated tumor progression on or after PD-1/PD-L1 immune checkpoint inhibitor treatment
Exclusion
Prior and concomitant therapies 
	1. Autologous stem cell transplant within 1 year prior to Day 1 of protocol therapy 
	2. Chemotherapy, radiation therapy, biological therapy, immunotherapy within 21 days prior to Day 1 of protocol therapy 
Patients with EGFR mutations or ALK translocations in their tumors, unless treatment with the indicated tyrosine kinase inhibitor has failed 
Active brain metastases. Previously treated brain metastasis must demonstrate stability on subsequent MRI scans. 

 
Inclusion: 
Locally advanced or metastatic NSCLC – with CNS/Brain Mets 
1 newly diagnosed and untreated measurable brain lesion
Progression/disease recurrence after at least 1 prior systemic therapy for disease 
Mandatory FFPE tumor sample
Homozygous MTAP deletion as assessed by local or central NGS testing 
ECOG 0 or 1
Adequate lab assessments

Exclusion: 
Prior chemo within 28 days
Prior treatment with an MAT2A inhibitor or a PRMT5 inhibitor
Palliative radiation within 2 weeks of first dose
Major surgery within 28 days
Unresolved toxicities from prior treatments


Open to Accural: UCI 24-160
Dr. Nagasaka
A Randomized Phase II Platform Study to Evaluate Cemiplimab Plus Chemotherapy Versus Cemiplimab Plus Chemotherapy Plus Other Cancer Treatments for the Perioperative Treatment of Patients with Resectable Non-Small Cell Lung Cancer 
Inclusion: 
Stage IIB, IIIB, IV metastatic NSCLC - Squamous or non-squamous histology c
Treatment Naive
At least 1 measurable lesion
No actionable genomic alterations
Mandatory FFPE tumour sample
ECOG PS 0 or 1
Known central PD-L1 status
TROP2 expression
Exclusion: 
Other toxicities/diseases hindering lung functioning
Major surgery within 3 weeks of first dose
Grade 2 neuropathy

Pending Activation: UCI 24-195
Dr. Nagasaka
A Phase I Study of PF-08046054/SGN-PDL1V in Advanced Solid Tumors
Will confirm which cohorts will open by the time SIV occurs. 
Inclusion: 
Participants must have histologically- or cytologically-confirmed metastatic or unresectable HNSCC (except nasopharyngeal cancer), NSCLC, TNBC, or esophageal SCC.
Participants must have disease that is relapsed or refractory, that has progressed on approved therapies, be intolerant to or refused such therapies, or such therapies are contraindicated and in the judgment of the investigator, should have no appropriate SoC therapeutic option
Participants who do not have tumor genomic alterations for which there are approved targeted agents must have received anti-PD-1 or anti-PD-L1 therapy, if available, and a platinum-based chemotherapy doublet regimen, either concurrently or sequentially, and progressed on those regimens unless the treatment is contraindicated or the participant experienced intolerance due to toxicity.
Participants with HNSCC must have received anti-PD-1 therapy, if available, and a platinum-based chemotherapy regimen, either concurrently or sequentially, and progressed on those regimens unless the treatment is contraindicated or the participant experienced intolerance due to toxicity
Exclusion:
Prior treatment with an anti-PD-L1 agent (where indicated per protocol) within less than 5 half-lives
Chemotherapy, immunotherapy, biologics, and/or other approved or investigational antitumor treatment (where indicated per protocol) that is not completed 4 weeks prior to first dose of PF-08046054, or within 2 weeks prior to the first dose of PF- 08046054 if the underlying disease has progressed on treatment.
Focal radiotherapy or major surgery that is not completed 2 weeks prior to the first dose of PF-08046054.








https://www.dropbox.com/scl/fi/pasvwqytb1wbrzsz87g4k/UCI-23-148.pdf?rlkey=v2xo5qz9mjsah799h1vk86lff&st=26v99omp&dl=0
https://www.dropbox.com/scl/fi/pasvwqytb1wbrzsz87g4k/UCI-23-148.pdf?rlkey=v2xo5qz9mjsah799h1vk86lff&st=26v99omp&dl=0
https://www.dropbox.com/scl/fi/pasvwqytb1wbrzsz87g4k/UCI-23-148.pdf?rlkey=v2xo5qz9mjsah799h1vk86lff&st=26v99omp&dl=0
https://www.dropbox.com/scl/fi/pasvwqytb1wbrzsz87g4k/UCI-23-148.pdf?rlkey=v2xo5qz9mjsah799h1vk86lff&st=26v99omp&dl=0
https://www.dropbox.com/scl/fi/j8vnj3dvp5568zcetd6j1/UCI-23-148.pdf?rlkey=ede9yyigh5ulyx32ufyyw7q1l&st=ekosozkf&dl=0
https://www.dropbox.com/scl/fi/d0wh30tpl9nv8todj9vlo/UCI-24-160-MP-Schema-Eligibility-051724.pdf?rlkey=footycdlbp7ajxb0l55xvupha&st=yju5od64&dl=0
https://www.dropbox.com/scl/fi/d0wh30tpl9nv8todj9vlo/UCI-24-160-MP-Schema-Eligibility-051724.pdf?rlkey=footycdlbp7ajxb0l55xvupha&st=yju5od64&dl=0
https://www.dropbox.com/scl/fi/d0wh30tpl9nv8todj9vlo/UCI-24-160-MP-Schema-Eligibility-051724.pdf?rlkey=footycdlbp7ajxb0l55xvupha&st=yju5od64&dl=0
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Presenter Notes
Presentation Notes
Pending Activation: UCI 24-197
Dr. Cat Park
A Phase I/II, Multicenter, Open-Label Study to Evaluate the 
Safety, Tolerability, and Preliminary Antitumor Activity of TNG456 Monotherapy and in Combination with Abemaciclib in Patients with Solid Tumors with MTAP Loss
Inclusion: 
Has a tumor with bi-allelic deletion of MTAP via NGS or loss of MTAP protein via IHC assessed locally with sponsor approval, or with central NGS

UCI 24-78
Dr Villalona�A Phase Ib Study Evaluating the Safety, Tolerability, Pharmacokinetics, and Efficacy of AMG 193 Alone or in Combination with Other Therapies in Subjects with Advanced Thoracic Tumors with Homozygous MTAP Deletion

Inclusion: Sub A
confirmed diagnosis of metastatic NSCLC without prior systemic therapy for metastatic or unresectable disease
Homozygous MTAP-deletion as assessed by local or central NGS testing or from noninterventional study 20230246
MTAP protein loss as determined by local IHC testing.
Arm A (AMG 193 + carboplatin + paclitaxel + pembrolizumab)
Arm B (AMG 193 + carboplatin + pemetrexed + pembrolizumab)
Arm C (AMG 193 + pembrolizumab)

Exclusion: Sub A
Prior treatment with a MAT2A inhibitor or a PRMT5 inhibitor
Untreated symptomatic CNS metastatic disease regardless of size or asymptomatic brain metastases > 2 cm per lesion
Presence of actionable mutations for which approved targeted therapies for first line treatment of metastatic NSCLC are available, for example EGFR mutations or ALK rearrangements
Prior systemic therapy for metastatic NSCLC. In order to enable local or central prescreening NGS testing and analysis, subjects that have started treatment with the standard of care first line therapy, i.e., platinum chemoimmunotherapy, chemotherapy, or immunotherapy, and have received their first dose within 28 days at time of signing main consent are eligible

Inclusion: Sub B
NSCLC) with KRAS p.G12C mutation
received and progressed or experienced disease recurrence on or after receiving at least 1 prior systemic therapy for locally advanced and unresectable or metastatic disease
Homozygous MTAP-deletion as assessed by local or central NGS testing or from noninterventional study 20230246 
MTAP protein loss as determined by local IHC testing. 
 Exclusion: Sub B
Prior treatment with an MAT2A inhibitor or a PRMT5 inhibitor
Part 2 (Dose Expansion): Prior treatment with a KRAS G12C inhibitor
Spinal cord compression or untreated brain metastases or leptomeningeal disease. Subjects who have had brain metastases and have been appropriately treated with radiation therapy or surgery ending at least 4 weeks before study day 1 are eligible




https://www.dropbox.com/scl/fi/j8vnj3dvp5568zcetd6j1/UCI-23-148.pdf?rlkey=ede9yyigh5ulyx32ufyyw7q1l&st=ekosozkf&dl=0
https://www.dropbox.com/scl/fi/5h9ndnup1q90tz6e4ezcu/UCI-24-78-Sub-A-Eligibility-Schema-012925.pdf?rlkey=9mpbzyhpi85kvfcn3f3shh5bi&st=qon00uuc&dl=0
https://www.dropbox.com/scl/fi/5h9ndnup1q90tz6e4ezcu/UCI-24-78-Sub-A-Eligibility-Schema-012925.pdf?rlkey=9mpbzyhpi85kvfcn3f3shh5bi&st=qon00uuc&dl=0
https://www.dropbox.com/scl/fi/5h9ndnup1q90tz6e4ezcu/UCI-24-78-Sub-A-Eligibility-Schema-012925.pdf?rlkey=9mpbzyhpi85kvfcn3f3shh5bi&st=qon00uuc&dl=0
https://www.dropbox.com/scl/fi/5h9ndnup1q90tz6e4ezcu/UCI-24-78-Sub-A-Eligibility-Schema-012925.pdf?rlkey=9mpbzyhpi85kvfcn3f3shh5bi&st=qon00uuc&dl=0
https://www.dropbox.com/scl/fi/5h9ndnup1q90tz6e4ezcu/UCI-24-78-Sub-A-Eligibility-Schema-012925.pdf?rlkey=9mpbzyhpi85kvfcn3f3shh5bi&st=qon00uuc&dl=0
https://www.dropbox.com/scl/fi/5h9ndnup1q90tz6e4ezcu/UCI-24-78-Sub-A-Eligibility-Schema-012925.pdf?rlkey=9mpbzyhpi85kvfcn3f3shh5bi&st=qon00uuc&dl=0
https://www.dropbox.com/scl/fi/5h9ndnup1q90tz6e4ezcu/UCI-24-78-Sub-A-Eligibility-Schema-012925.pdf?rlkey=9mpbzyhpi85kvfcn3f3shh5bi&st=qon00uuc&dl=0
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Presenter Notes
Presentation Notes
UCI 24-138
Dr. Cat Park
Tarlatamab in Advanced DLL3-Expressing Tumors Including Neuroendocrine Neoplasms

Inclusion:
Histologically or cytologically confirmed malignancy other than de novo (i.e., nontransformed) SCLC or NEPC. Must be stage IV (metastatic); participants with stage III disease are eligible provided that they are not candidates for surgery and/or radiotherapy with curative intent. Acceptable tumor types include the following:
Low and intermediate grade neuroendocrine carcinoma (including carcinoid and atypical carcinoid)
Gastroenteropancreatic NEN
Large cell neuroendocrine carcinoma
SCLC transformed from previously-treated NSCLC
Extrapulmonary small cell carcinoma, with the exception of NEPC
Any other tumor type that meets staging and DLL3 positivity criteria
Positive DLL3 expression by immunohistochemistry on tumor biopsy. Positive DLL3 expression, for purposes of this study, defined as at least 25% for participants enrolling into Stage 1 or 1% for participants enrolling into Stage 2.
Participants must have progressed on or following at least one line of therapy, if a standard of care therapy exists for the tumor type.
Exclusion:
Diagnosis of SCLC (with the exception of SCLC transformed from previously-treated NSCLC) or NEPC.
Tumor specimen is not evaluable for DLL3 expression or tumor has DLL3 surface expression < 1% by immunohistochemistry
Progressive or symptomatic brain metastases. Brain metastases that have been radiated, are asymptomatic, and on a stable or decreasing dose of steroids are allowed. Leptomeningeal disease is excluded.
Use of any investigational anticancer therapy received within 28 days prior to the first dose of study drugs.
Any chemotherapy, antibody drug conjugate or immunotherapy for cancer treatment in the prior 21 days, or small molecular inhibitor in the prior 7 days
Prior therapy with any selective inhibitor of the DLL3 pathway



https://www.dropbox.com/scl/fi/j8vnj3dvp5568zcetd6j1/UCI-23-148.pdf?rlkey=ede9yyigh5ulyx32ufyyw7q1l&st=ekosozkf&dl=0
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Presenter Notes
Presentation Notes
UCI 23-169
Dr. Keshava
PhIIIAdjuvV940mRNA4157+PembrolizumabVSAdjuvPlacebo+Pembrow/ResectStageII IIIAIIIB N2NSCLC V940-002
Inclusion:
Has undergone margin negative, completely resected NSCLC, and has pathological Stage II, IIIA, IIIB (N2) squamous or nonsquamous TNM staging
Has NED before randomization
Has received at least one dose of adjuvant treatment with standard of care platinum doublet chemotherapy up to 4 cycles
Has an ECOG PS of 0 or 1 within 7 days before the first dose of pembrolizumab
Has an FFPE tumor sample available (from their recent surgery) that is suitable for PD-L1 testing and the NGS required for this study
Meet the minimum standards for tissue quantity and quality as defined in the Procedures/Laboratory manual for this study
Participants who have AEs due to previous anticancer therapies must have recovered to ≤Grade 1 or baseline
 
Exclusion:
Diagnosis of SCLC or, for mixed tumors, presence of small cell elements, or has a neuroendocrine tumor with large-cell components or a sarcomatoid carcinoma
Received prior neoadjuvant therapy for their current NSCLC diagnosis
Received or is a candidate to receive radiotherapy for their current NSCLC diagnosis
Received prior therapy with an anti-PD-1, anti-PD-L1, or anti-PD-L2 agent, or with an agent directed to another stimulatory or coinhibitory T-cell receptor


UCI 25-89
Dr. Ann Arter 
A Phase 1 Multicenter, Open-label Study of IBI3009 in Participants with Unresectable, Metastatic or Extensive-Stage Small Cell Lung Cancer 
Inclusion:
Dx of Unresectable, Metastatic or Extensive-Stage Small Cell Lung Cancer
18-75 yo
Pulmonary function: Have the lowest level of lung reserve, defined as ≤ grade 1 dyspnea and oxygen saturation (SpO2) ≥ 90% in non-oxygen breathing state
Exclusion
Progressed or refractory to an antibody-drug conjugate (ADC) that consists of camptothecin and its derivative or intolerable to an ADC that consists of camptothecin and its derivatives
Participating in any other interventional clinical research trial except an observational (non-interventional) study or in the follow-up phase of an interventional study
Received live vaccines within 4 weeks or a cancer vaccine within 3 months prior to the first dose of the study drug or plan on receiving any live vaccine during the study
Known symptomatic central nervous system (CNS) metastases. Participants with asymptomatic CNS metastases (which means no neural system syndromes and diameter of metastases is ≤ 1.5 cm) or confirmed stable status according to the Investigator’s discretion after treatment can be considered
Spinal cord compression that has not been definitively treated with surgery and/or radiation
Tumor invasion of surrounding important structures (such as mediastinal vessels, superior vena cava, trachea, esophagus, etc.), which is symptomatic or medical intervention is indicated
Ascites, pleural effusion, or pericardial effusion with symptoms and requiring intervention. Stable for 2 weeks post tx ok


https://www.dropbox.com/scl/fi/9k38d9upnr8kt41wmb3pe/UCI-23-169.pdf?rlkey=0ivlhx4o0dmiegjxsutoo8e4z&st=q52v5yri&dl=0
https://www.dropbox.com/scl/fi/9k38d9upnr8kt41wmb3pe/UCI-23-169.pdf?rlkey=0ivlhx4o0dmiegjxsutoo8e4z&st=q52v5yri&dl=0
https://www.dropbox.com/scl/fi/9k38d9upnr8kt41wmb3pe/UCI-23-169.pdf?rlkey=0ivlhx4o0dmiegjxsutoo8e4z&st=q52v5yri&dl=0
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Presenter Notes
Presentation Notes
UCI 22-86
Dr. Nagasaka
A Pilot Study to Assess the Diversity of Gut Microbiome in Metastatic Non-Small Cell Lung Cancer (NSCLC) in Correlation to Treatment Effects and Adverse Effects 
Inclusion: 
The patient must be eligible to receive FDA approved and non-approved PD1 inhibitors (i.e. pembrolizumab, nivolumab) or PDL1 inhibitor (i.e. atezolizumab, durvalumab) either single agent or as combination therapy with chemotherapy, or be elgibile to receive FDA approved and non-approved tyrosine kinase inhibitors
18 years old
Exclusion:
Patient is clinically unstable per PI discretion


UCI 24-118 
Dr. Keshava
Lung Cancer Screening of Family Members of Patients with Mutation-Driven Lung Cancer
Cohort A
-Current diagnosis of lung cancer with a driver mutation
Cohort B
-Age 40 – 80
-current smoker
-lung cancer
-had Chest ct within 1 year 



https://www.dropbox.com/scl/fi/fkehkjt90lmdrspeijpb0/UCI-22-86.pdf?rlkey=dm4g0i0qfnksb3pfwle2rocnx&st=g5hphafx&dl=0
https://www.dropbox.com/scl/fi/fkehkjt90lmdrspeijpb0/UCI-22-86.pdf?rlkey=dm4g0i0qfnksb3pfwle2rocnx&st=g5hphafx&dl=0
https://www.dropbox.com/scl/fi/fkehkjt90lmdrspeijpb0/UCI-22-86.pdf?rlkey=dm4g0i0qfnksb3pfwle2rocnx&st=g5hphafx&dl=0
https://www.dropbox.com/scl/fi/fkehkjt90lmdrspeijpb0/UCI-22-86.pdf?rlkey=dm4g0i0qfnksb3pfwle2rocnx&st=g5hphafx&dl=0
https://www.dropbox.com/scl/fi/fkehkjt90lmdrspeijpb0/UCI-22-86.pdf?rlkey=dm4g0i0qfnksb3pfwle2rocnx&st=g5hphafx&dl=0
https://www.dropbox.com/scl/fi/hmtz469bargd4d081dtq5/UCI-24-118.pdf?rlkey=vghkjokvqbit0z7gr7jwm25go&st=e3ma0xdl&dl=0
https://www.dropbox.com/scl/fi/hmtz469bargd4d081dtq5/UCI-24-118.pdf?rlkey=vghkjokvqbit0z7gr7jwm25go&st=e3ma0xdl&dl=0
https://www.dropbox.com/scl/fi/hmtz469bargd4d081dtq5/UCI-24-118.pdf?rlkey=vghkjokvqbit0z7gr7jwm25go&st=e3ma0xdl&dl=0
https://www.dropbox.com/scl/fi/hmtz469bargd4d081dtq5/UCI-24-118.pdf?rlkey=vghkjokvqbit0z7gr7jwm25go&st=e3ma0xdl&dl=0
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Presenter Notes
Presentation Notes
UCI 24-08- Dr Chow
Inclusion
Subjects with advanced histologically or cytologically confirmed solid tumors (see below) refractory to or relapse from at least two previous therapies
Left ventricular ejection fraction > 50%
Tumor types expected to express lower levels of FcRn relative to normal tissue including: STS, TNBC, cervical cancer, NSCLC, ovarian cancer, and KRAS mutated pancreatic ductal adenocarcinoma without requirement for testing FcRn level
Exclusion
Patients with cancers with known driver mutations for which there are known and effective targeted therapies that have not received those therapies, but are able to. If a patient has received appropriate targeted treatment for their mutations and progressed, or those treatments are contraindicated, they will be considered potentially eligible
Untreated metastases to the CNS
Have received any prior doxorubicin or anthracycline equivalent.
Previous radiation to the mediastinal or pericardial area


UCI 25-75 (Pending activation)
Dr. Dayyani�A Phase I Dose Escalation Study of CRN09682 With an Expansion Phase in Participants with Progressive Metastatic Somatostatin Receptor Type 2 (SST2)-Expressing Neuroendocrine Neoplasms (NENs) and Other SST2-Expressing Solid Tumors

https://www.dropbox.com/scl/fi/kc9xf39n0o28ba8go3xoq/UCI-24-08.pdf?rlkey=ke4601y1z6bba6al7ps58tt62&st=lvd1owvp&dl=0
https://www.dropbox.com/scl/fi/kc9xf39n0o28ba8go3xoq/UCI-24-08.pdf?rlkey=ke4601y1z6bba6al7ps58tt62&st=lvd1owvp&dl=0
https://www.dropbox.com/scl/fi/kc9xf39n0o28ba8go3xoq/UCI-24-08.pdf?rlkey=ke4601y1z6bba6al7ps58tt62&st=lvd1owvp&dl=0
https://www.dropbox.com/scl/fi/kc9xf39n0o28ba8go3xoq/UCI-24-08.pdf?rlkey=ke4601y1z6bba6al7ps58tt62&st=lvd1owvp&dl=0
https://www.dropbox.com/scl/fi/kc9xf39n0o28ba8go3xoq/UCI-24-08.pdf?rlkey=ke4601y1z6bba6al7ps58tt62&st=lvd1owvp&dl=0
https://www.dropbox.com/scl/fi/kc9xf39n0o28ba8go3xoq/UCI-24-08.pdf?rlkey=ke4601y1z6bba6al7ps58tt62&st=lvd1owvp&dl=0

	Thoracic�Disease-Oriented Team 
	ALK Mutations
	EGFR Mutations
	EGFR Mutations
	HER2 MUTATIONS
	HER2 Mutations
	KRAS MUTATIONS
	NTRK Mutations
	TP53  Mutations
	ROS1 Mutations
	ROS1 Mutations
	PD-L1 Mutation
	MTAP Mutations
	DLL3 Mutations
	NON-Mutationally Driven Trials
	Non-Treatment Studies
	Basket Trials

