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UCI 21-241 (Nuvalent)

NVL-655 + ALK inhibitor

Mechanism: ALK 
Inhibitor 

Coord: Keagan Buttigieg
PI: Dr. Nagasaka
Accrual: 20/25
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UCI 24-192 (Nuvalent)
NVL-655 vs  Alectinib

Mechanism: ALK inhibitor
Coord: Mindy Chen

PI: Dr. Nagasaka
Accrual: 1/5

UCI 25-51 (Nuvalent)
NVL-655 EAP

Mechanism: ALK 
inhibitor

Coord: Mindy Chen
PI: Dr. Park

Accrual: 11/20

UCI 25-189 (Astellas)

Mechanism: ALK 
inhibitor

Coord: To be 
determined
PI: Dr. Arter
Accrual: 0/5

UCI 26-23 (Triana 
Biomedicines)

Mechanism: ALK 
inhibitor

Coord: To be 
determined

PI: Dr. Nagasaka
Accrual: 0/10

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). 
Phase 2 Cohort 2F: ALK+ solid tumors other than NSCLC; ≥1 prior systemic anticancer therapy, or for whom no satisfactory standard therapy exists 

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 


Pending Activation: UCI 25-189
Dr. Arter
A Phase Ib Study of Gilteritinib in Participants with Locally Advanced or Metastatic NSCLC with ALK Rearrangement After Prior Treatment with an ALK Inhibitor

Inclusion:
Histologically or cytologically confirmed locally advanced or metastatic NSCLC with a documented ALK rearrangement 
Must have at least one prior line of ALK inhibitor-based therapy and meet one of the following criteria:
Participant received alectinib as the only prior ALK inhibitor regimen. Participant is eligible if chemotherapy was received at neoadjuvant or adjuvant setting, and relapse or disease progressed after 12 months from completion of the treatment.
Participant received lorlatinib as one of the prior ALK inhibitor regimens.

Exclusion:

Participant has known oncogenic driver alterations other than ALK rearrangement.
Participant had completed target therapy, radiotherapy, chemotherapy, biologics and/or immunotherapy within 14 days prior to first dose of study intervention.
Participant requires treatment with concomitant drugs that target serotonin 5HT1 or 5HT2B receptors or sigma nonspecific receptor with the exception of drugs that are  considered absolutely essential for the care of the participant.


Pending Activation: UCI 26-23
Dr. Nagasaka

Inclusion: 
Part 1. 1.1 - 1.5: Monotherapy escalation cohort, and B1 & B2: Backfill cohorts; Number of prior TKI: 2 to 3 prior TKI; lorlatinib may not be 1st line; Type of TKI: Prior lorlatinib required; Prior Chemo/IO: ≤ 2 prior chemo/IO in the advanced metastatic setting

Part 2. M1: Monotherapy - prior lorlatinib, neladalkib naïve; Number of prior TKI: 2 to 3 prior TKI; lorlatinib may not be 1st line; Type of TKI: Prior lorlatinib required; neladalkib naïve; Prior Chemo/IO: ≤ 2 prior chemo/IO in the advanced metastatic setting 	
Part 2. M2: Monotherapy - prior lorlatinib, prior neladalkib; Number of prior TKI: > 3 prior TKI; lorlatinib may not be 1st line; Type of TKI: Prior lorlatinib and neladalkib required; Prior Chemo/IO: ≤ 2 prior chemo/IO in the advanced metastatic setting 
Part 2. M3: First line monotherapy; Number of prior TKI: TKI naïve; Type of TKI: N/A; Prior Chemo/IO naïve in the advanced metastatic setting 

Part 3b: 3.1 and 3.2: Combination with lorlatinib (escalation); Number of prior TKI: 1 to 2 prior TKI; lorlatinib may not be 1st line; Type of TKI: Prior lorlatinib allowed; Prior Chemo/IO: ≤ 2 prior chemo/IO in the advanced metastatic setting Part 3b: L1: Lorlatinib combination after 1 to 2 2nd Gen ALK TKI(s); Number of Prior TKI: 1 to 2 prior TKI (2nd Gen only)c; Type of TKI: Lorlatinib and neladalkib naïve; Prior Chemo/IO: ≤ 2 prior chemo/IO in the advanced metastatic setting Part 3b: L2: Lorlatinib combination in first line; Number of Prior TKI: TKI naïve; Type of TKI: N/A; Chemo/IO: naïve in the advanced metastatic setting 

Part 4d: 4.1 and 4.2: Combination with carboplatin+ pemetrexed (escalation) and C1: Combination with carboplatin+ pemetrexed; Number of prior TKIs: Any number; Type of TKI:	N/A; Prior Chemo/IO: naïve in the advanced metastatic setting 

Exclusion: 
Tumor harbors any additional driver alterations known to be a mechanism of resistance to ALK TKI. At a minimum, local tests must include MET, EGFR, KRAS and BRAF. Tumor mutation profile may be determined locally via a Sponsor-approved testing methodology (NGS is preferred), using tumor tissue and/or ctDNA in plasma. Presence of such oncogenic drivers is permitted for Part 4 (combination carboplatin+pemetrexed). 

Insufficient wash-out period since receipt of the last dose of prior anticancer therapy (including investigational ones) to first dose of TRI-611: ALK-targeted TKI: ≥ 7 days or ≥ 5 half-lives, whichever is shorter 
Any checkpoint inhibitor (cytotoxic T-lymphocyte associated protein 4 [CTLA4], programmed cell death protein 1 [PD-1], programmed death ligand 1 [PD-L1]) or other antibody therapy (including ALK-targeted antibodies or bi specific antibodies): ≥ 28 days or a minimum of their dosing interval if shorter than 4 weeks (eg, agents administered every 2 weeks would require a 2-week wash-out) 
All others, including investigational agents: ≥ 28 days or 

Note: Among the following ALK TKIs - lorlatinib, alectinib, brigatinib, ceritinib, crizotinib, and ensartinib - both certinib and crizotinib require approximately 9 days to achieve coverage of 5 half-lives; washout of ≥ 7 days required. 

	
	
	
	
	

	





https://www.dropbox.com/scl/fi/ug4kbeygsmr5jbw7nb6f4/UCI-21-241.pdf?rlkey=b11sqpw5dxupoxj30xtu5vall&st=c1uy4555&dl=0
https://www.dropbox.com/scl/fi/ug4kbeygsmr5jbw7nb6f4/UCI-21-241.pdf?rlkey=b11sqpw5dxupoxj30xtu5vall&st=c1uy4555&dl=0
https://www.dropbox.com/scl/fi/ug4kbeygsmr5jbw7nb6f4/UCI-21-241.pdf?rlkey=b11sqpw5dxupoxj30xtu5vall&st=c1uy4555&dl=0
https://www.dropbox.com/scl/fi/ug4kbeygsmr5jbw7nb6f4/UCI-21-241.pdf?rlkey=b11sqpw5dxupoxj30xtu5vall&st=c1uy4555&dl=0
https://www.dropbox.com/scl/fi/ug4kbeygsmr5jbw7nb6f4/UCI-21-241.pdf?rlkey=b11sqpw5dxupoxj30xtu5vall&st=c1uy4555&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/gbwhp1ofxqic4vc2z0q3i/UCI-24-192-060625.pdf?rlkey=v23rogsfvqbelhfjor81xza9n&st=dwhaosrz&dl=0
https://www.dropbox.com/scl/fi/qmczalaz9wwo2uwifq702/UCI-25-51-Eligibility-061625.pdf?rlkey=jsd0q7dqzzrklkk23sumcejb7&st=pqyrc4gg&dl=0
https://www.dropbox.com/scl/fi/qmczalaz9wwo2uwifq702/UCI-25-51-Eligibility-061625.pdf?rlkey=jsd0q7dqzzrklkk23sumcejb7&st=pqyrc4gg&dl=0
https://www.dropbox.com/scl/fi/qmczalaz9wwo2uwifq702/UCI-25-51-Eligibility-061625.pdf?rlkey=jsd0q7dqzzrklkk23sumcejb7&st=pqyrc4gg&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/j8vnj3dvp5568zcetd6j1/UCI-23-148.pdf?rlkey=ede9yyigh5ulyx32ufyyw7q1l&st=ekosozkf&dl=0


EG
FR

 M
ut

at
io

ns
Open to Accrual Low Accruing Pending ActivationADVANCED/METASTATIC

Exon 18 Exon 19 del or L858R

1L

2L

UCI 22-217 
(Janssen)

Amivantamb + 
Lazertinib w/ or 
without Carbo + 

Pemetrexed

Mechanism: 
Antibody drug w/ 

TKI and Chemo
Coord: Richard 

Chang
PI: Dr. Nagasaka

Accrual: 5/15
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UCI 24-169 
(BlossomHill 

Therapeutics)
BH-30643 Capsule

Mechanism: EGFR or 
HER2 TKI

Coord: Celest Ramirez
PI: Dr. Nagasaka
Accrual: 11/15

UCI 24-181 
(Janssen 

Research & 
Development)

Amivantamab + 
Lazertinib 

 Mechanism: 
EGFR TKI

Coord: 
Stephanie 
Fernandez
PI: Dr. Park

Accrual: 4/10

UCI 24-169 
(BlossomHill 

Therapeutics)
BH-30643 
Capsule

Mechanism: 
EGFR or 

HER2 TKI
Coord: Celest 

Ramirez
PI: Dr. 

Nagasaka
Accrual: 11/15

UCI 23-178 
BL-B01D1 IV  

Mechanism: 
EGFR and/or 

HER3 bispecific 
antibody

Coord:Cassie 
Smith

PI: Dr. Park  
Accrual: 5/10

UCI 25-80 
(AstraZeneca/TROPION-

Lung14)
Osimertinib +/- Dato-DXd

Mechanism: TKI +/- ADC
Coord: TBD

PI: Dr. Nagasaka
Accrual: 0/5

UCI 25-187 
(BMS/IZABRIGHT-Lung01)
Iza-Bren vs platinum based 

chemo + pemetrexed

Mechanism: ADC
Coord: TBD

PI: Dr. Nagasaka
Accrual: 0/5

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


UCI 25-80
Dr. Nagasaka
A Phase III, Open-label, Randomized Study of Osimertinib with or without Datopotamab Deruxtecan (Dato-DXd), as First-line Treatment in Participants With Epidermal Growth Factor Receptor (EGFR) Mutation-positive, Locally Advanced or Metastatic Non-Small Cell Lung Cancer (D516NC00001 Tropion Lung 14)
Inclusion: 
Histologically or cytologically documented non-squamous NSCLC. NSCLC of mixed histology is allowed if adenocarcinoma is the predominant histology. Mixed small-cell lung cancer and NSCLC histology, and sarcomatoid variant of NSCLC is ineligible.
Stage IIIB or IIIC or Stage IV metastatic NSCLC or recurrent NSCLC (based on the American Joint Committee on Cancer Edition 8) not amenable to curative surgery or definitive chemoradiation at the time of randomisation.
Participants must not have received prior EGFR TKIs or other systemic therapy for Stage IIIB, IIIC or IV NSCLC. Prior adjuvant and/or neo-adjuvant therapies (target therapy, chemotherapy, radiotherapy, immunotherapy, biologic therapy, investigational agents), or definitive radiation/chemoradiation with or without regimens including target therapy, biologic therapy, investigational agents, are permitted as long as treatment was completed at least 12 months prior to the development of recurrent disease.
The tumour harbours at least 1 of the 2 common EGFR mutations known to be associated with EGFR-TKI sensitivity (Ex19del or L858R), either alone or in combination with other genomic alterations, which may include EGFR T790M.
For participants enrolled in randomisation period, mandatory provision of an unstained, archival tumour tissue sample in a quantity sufficient to allow for central confirmation of the EGFR mutation status, and a baseline plasma sample for retrospective plasma EGFR testing.
Exclusion:
Spinal cord compression and unstable brain metastases.
Participants with stable brain metastases who have completed local therapy, not symptomatic, not requiring treatment with corticosteroids or anticonvulsants, must have recovered from the acute toxic effect of local therapy (eg, dizziness and signs of increased intracranial pressure), maintain a stable neurological status for at least 2 weeks after completion of the local therapy and corticosteroids/anticonvulsants can be enrolled.
Participants with asymptomatic untreated brain metastases, stable, and not requiring treatment with corticosteroids or anticonvulsants for at least 7 days prior to randomisation are eligible for inclusion if in the opinion of the investigator immediate local treatment is not indicated.
Leptomeningeal carcinomatosis or metastasis.
Has significant third-space fluid retention (eg, ascites or pleural effusion) and is not amenable for required repeated drainage.
Clinically significant corneal disease.
Past medical history of ILD/pneumonitis, including radiation pneumonitis (apart from radiation pneumonitis that did not require steroids), or drug-induced ILD/pneumonitis, or has suspected ILD/pneumonitis that cannot be ruled out by imaging at screening. Examples of suspected ILD/pneumonitis by imaging include the presence of lung parenchymal fibrosis, such as combined pulmonary fibrosis and emphysema (CPFE), and any radiographic features consistent with interstitial lung abnormalities, including but not limited to, extensive ground glass opacities, reticular opacities, traction bronchiectasis, and honeycombing. Investigator should assess whether these radiographic features present in imaging are suggestive of suspected ILD/pneumonitis at baseline. 


UCI 25-187
Dr. Nagasaka
A Randomized, Open-label, Phase II/III Study of Izalontamab Brengitecan (BMS-986507) versus Platinum-based Chemotherapy in Patients with EGFR-mutated Non-small Cell Lung Cancer and Disease Progression on EGFR Tyrosine Kinase Inhibitor Therapy (IZABRIGHT-Lung01)
Inclusion:
Histologically or cytologically confirmed diagnosis of non-squamous NSCLC, not amenable to treatment in curative intent. Evidence of documented EGFR TKI-sensitizing deletion mutation according to local test in EGFR exon 19 (ex19del) or leucin-arginine substitution point mutation in EGFR exon 21 (ex21L858R) at or after the time of disease diagnosis and prior to initiation of an EGFR-TKI. Note: EGFR mutational status can be based on either liquid biopsy or tissue biopsy.
Mandatory pretreatment fresh tissue or FFPE tumor tissue block (strongly preferred) from a biopsy obtained after progressive disease on a 3rd-generation EGFR-TKI-based therapy must be submitted to central laboratory no later than 4 weeks after randomization. If an FFPE block is unavailable, a minimum of 20* unstained slides sectioned within 3 months prior to submission might also be acceptable. If none of these options is available, archival tissue collected from the last biopsy performed might be accepted after consultation with the Medical Monitor.
Radiographically documented disease progression on a 3rd-generation EGFR-TKI-based mono- or combination therapy as the most recent line of therapy in 1 of the following adjuvant, locally advanced, or metastatic treatment settings:
a) Progression of disease on a 3rd-generation EGFR-TKI monotherapy as the first treatment for locally advanced or metastatic disease.
b) Progression of disease on a 3rd-generation EGFR-TKI monotherapy as the second treatment for locally advanced or metastatic disease after no more than one prior line of therapy with a first/second generation EGFR-TKI.
c) Progression of disease on osimertinib in combination with platinum-pemetrexed as the first treatment for locally advanced or metastatic disease, with a platinum- and pemetrexed-free interval ≥ 12 months.
d) Progression of disease on amivantamab+lazertinib (including progression of disease on lazertinib monotherapy after discontinuation of amivantamab) as the first treatment for locally advanced or metastatic disease.
e) Progression of disease on osimertinib maintenance monotherapy following concurrent or sequential chemoradiotherapy for unresectable Stage III disease and a platinum-free interval ≥ 12 months from completing the platinum part of chemoradiotherapy.
f) Progression of disease on adjuvant osimertinib monotherapy for completely resected stage IB-IIIA disease. Note: Investigators should evaluate participants with very limited disease progression in the adjuvant setting for local ablative treatment options prior enrolment into this study.
g) Progression of disease on adjuvant osimertinib after a prior sequence of neoadjuvant osimertinib and complete resection of stage IB-IIIA disease. Note: Participants progressing on neoadjuvant osimertinib with prior complete resection are ineligible. Note: Criterion 7f also applies regarding evaluation of local therapy.
Exclusion:
Participants with untreated CNS metastases. Note: Participants can enroll if CNS metastases have been definitively treated, are stable, do not require immediate re-treatment, and participants have neurologically returned to baseline (except for residual signs or symptoms related to the CNS treatment).
Note: Participants must have discontinued corticosteroids or be on a stable/decreasing dose of ≤ 10 mg prednisone (or equivalent) daily for at least 2 weeks before starting treatment. 
Note: Baseline imaging required at screening must be performed 28 days after treatment for CNS metastases is completed. Imaging must demonstrate stable CNS metastases.
Leptomeningeal metastases or spinal cord compression.
Previously documented EGFR exon 20 insertion mutations as primary EGFR mutation. Participants treated with platinum+pemetrexed+osimertinib as first-line therapy for advanced disease and having disease progression on osimertinib monotherapy with a platinum- and pemetrexed-free interval of ≤ 12 months.


https://www.dropbox.com/scl/fi/5mpcfgiwnhdrv7gwwoijo/UCI-22-217-091625.pdf?rlkey=2477u7qzut1w4s6feyvpkbpkt&st=wj62uhu1&dl=0
https://www.dropbox.com/scl/fi/5mpcfgiwnhdrv7gwwoijo/UCI-22-217-091625.pdf?rlkey=2477u7qzut1w4s6feyvpkbpkt&st=wj62uhu1&dl=0
https://www.dropbox.com/scl/fi/5mpcfgiwnhdrv7gwwoijo/UCI-22-217-091625.pdf?rlkey=2477u7qzut1w4s6feyvpkbpkt&st=wj62uhu1&dl=0
https://www.dropbox.com/scl/fi/ukq61xmk1tf8d813nd2nf/UCI-22-217.pdf?rlkey=ctf6zsr46u6ntwia2pjbjxstt&dl=0
https://www.dropbox.com/scl/fi/3k67yi5mogvoc8fc8j031/UCI-24-169-080725.pdf?rlkey=k6wmsoztoai5351kl2ywfvr6y&st=6xyf2c2t&dl=0
https://www.dropbox.com/scl/fi/3k67yi5mogvoc8fc8j031/UCI-24-169-080725.pdf?rlkey=k6wmsoztoai5351kl2ywfvr6y&st=6xyf2c2t&dl=0
https://www.dropbox.com/scl/fi/3k67yi5mogvoc8fc8j031/UCI-24-169-080725.pdf?rlkey=k6wmsoztoai5351kl2ywfvr6y&st=6xyf2c2t&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/0wgccm2pranox90x7kcjj/UCI-24-181-Eligibility-Schema-060625.pdf?rlkey=ll0zb4s1nj1b4fiauuzoxah58&st=6eh47r38&dl=0
https://www.dropbox.com/scl/fi/0wgccm2pranox90x7kcjj/UCI-24-181-Eligibility-Schema-060625.pdf?rlkey=ll0zb4s1nj1b4fiauuzoxah58&st=6eh47r38&dl=0
https://www.dropbox.com/scl/fi/0wgccm2pranox90x7kcjj/UCI-24-181-Eligibility-Schema-060625.pdf?rlkey=ll0zb4s1nj1b4fiauuzoxah58&st=6eh47r38&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/3k67yi5mogvoc8fc8j031/UCI-24-169-080725.pdf?rlkey=k6wmsoztoai5351kl2ywfvr6y&st=6xyf2c2t&dl=0
https://www.dropbox.com/scl/fi/3k67yi5mogvoc8fc8j031/UCI-24-169-080725.pdf?rlkey=k6wmsoztoai5351kl2ywfvr6y&st=6xyf2c2t&dl=0
https://www.dropbox.com/scl/fi/3k67yi5mogvoc8fc8j031/UCI-24-169-080725.pdf?rlkey=k6wmsoztoai5351kl2ywfvr6y&st=6xyf2c2t&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/20s7uxeu53a68qhgfhauf/UCI-23-178-080525.pdf?rlkey=ncvt2exqgnibvs2et9y76recj&st=b5sumjxp&dl=0
https://www.dropbox.com/scl/fi/20s7uxeu53a68qhgfhauf/UCI-23-178-080525.pdf?rlkey=ncvt2exqgnibvs2et9y76recj&st=b5sumjxp&dl=0
https://www.dropbox.com/scl/fi/20s7uxeu53a68qhgfhauf/UCI-23-178-080525.pdf?rlkey=ncvt2exqgnibvs2et9y76recj&st=b5sumjxp&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/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/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/ukq61xmk1tf8d813nd2nf/UCI-22-217.pdf?rlkey=ctf6zsr46u6ntwia2pjbjxstt&dl=0
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UCI 22-217(Janssen)
Amivantamb + Lazertinib w/ or 
without Carbo + Pemetrexed

Mechanism: Antibody drug w/ TKI 
and Chemo

Coord: Richard Chang
PI: Dr. Nagasaka

Accrual: 5/15 UCI 24-169 
(BlossomHill 

Therapeutics)
BH-30643 Capsule

Mechanism: EGFR 
or HER2 TKI
Coord: Celest 

Ramirez
PI: Dr. Nagasaka
Accrual: 11/15

UCI 24-169 
(BlossomHill 

Therapeutics)
BH-30643 Capsule

Mechanism: 
EGFR or HER2 TKI

Coord: Celest 
Ramirez

PI: Dr. Nagasaka
Accrual: 11/15

UCI 24-181 (Janssen Research 
& Development)

Amivantamab + Lazertinib  
Mechanism: EGFR TKI

Coord: Stephanie Fernandez
PI: Dr. Park

Accrual: 4/10

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/5mpcfgiwnhdrv7gwwoijo/UCI-22-217-091625.pdf?rlkey=2477u7qzut1w4s6feyvpkbpkt&st=wj62uhu1&dl=0
https://www.dropbox.com/scl/fi/5mpcfgiwnhdrv7gwwoijo/UCI-22-217-091625.pdf?rlkey=2477u7qzut1w4s6feyvpkbpkt&st=wj62uhu1&dl=0
https://www.dropbox.com/scl/fi/5mpcfgiwnhdrv7gwwoijo/UCI-22-217-091625.pdf?rlkey=2477u7qzut1w4s6feyvpkbpkt&st=wj62uhu1&dl=0
https://www.dropbox.com/scl/fi/3k67yi5mogvoc8fc8j031/UCI-24-169-080725.pdf?rlkey=k6wmsoztoai5351kl2ywfvr6y&st=ks6f89sr&dl=0
https://www.dropbox.com/scl/fi/3k67yi5mogvoc8fc8j031/UCI-24-169-080725.pdf?rlkey=k6wmsoztoai5351kl2ywfvr6y&st=ks6f89sr&dl=0
https://www.dropbox.com/scl/fi/3k67yi5mogvoc8fc8j031/UCI-24-169-080725.pdf?rlkey=k6wmsoztoai5351kl2ywfvr6y&st=ks6f89sr&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/3k67yi5mogvoc8fc8j031/UCI-24-169-080725.pdf?rlkey=k6wmsoztoai5351kl2ywfvr6y&st=ks6f89sr&dl=0
https://www.dropbox.com/scl/fi/3k67yi5mogvoc8fc8j031/UCI-24-169-080725.pdf?rlkey=k6wmsoztoai5351kl2ywfvr6y&st=ks6f89sr&dl=0
https://www.dropbox.com/scl/fi/3k67yi5mogvoc8fc8j031/UCI-24-169-080725.pdf?rlkey=k6wmsoztoai5351kl2ywfvr6y&st=ks6f89sr&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/0wgccm2pranox90x7kcjj/UCI-24-181-Eligibility-Schema-060625.pdf?rlkey=ll0zb4s1nj1b4fiauuzoxah58&st=pc4zy7df&dl=0
https://www.dropbox.com/scl/fi/0wgccm2pranox90x7kcjj/UCI-24-181-Eligibility-Schema-060625.pdf?rlkey=ll0zb4s1nj1b4fiauuzoxah58&st=pc4zy7df&dl=0
https://www.dropbox.com/scl/fi/0wgccm2pranox90x7kcjj/UCI-24-181-Eligibility-Schema-060625.pdf?rlkey=ll0zb4s1nj1b4fiauuzoxah58&st=pc4zy7df&dl=0
https://www.dropbox.com/scl/fi/0wgccm2pranox90x7kcjj/UCI-24-181-Eligibility-Schema-060625.pdf?rlkey=ll0zb4s1nj1b4fiauuzoxah58&st=pc4zy7df&dl=0
https://www.dropbox.com/scl/fi/b5x2s2uaf5cn31h763jf0/UCI-24-181.pdf?rlkey=gmio3tiqe6q9rhers0lbrme6u&st=ws051kaj&dl=0
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Exon 20 / Uncommon and Compounded Mutations

1L

2L

5

UCI 26-10 (UCLA/L-13)
Zipalertinib with Carboplatin + 

Pemetrexed

Mechanism: TKI + Chemo
Coord: TBD
PI: Dr. Arter
Accrual: 0/5

Presenter Notes
Presentation Notes
UCI 26-10
Dr. Arter
Phase II Trial of Zipalertinib in Patients with Resectable Non-Small Cell Lung Cancer with EGFR Exon 20 Insertion or Uncommon/Compound Mutations
Inclusion:
Histologically confirmed non-squamous NSCLC performed within 90 days of enrollment with EGFR Ex20Ins-mutated (addition of 1 or more amino acids) or uncommon/compound EGFR mutations (E709X, G719X, L747X, S768I, and/or L861Q) in tumor tissue or blood. If a participant has; any one of these mutations that is compounded with a common sensitizing EGFR mutation (exon 19 deletion or L858R), the patient would qualify for the study.
No prior systemic treatment for lung cancer.
Resectable and operable as determined by thoracic surgeon. Participant must meet cardiopulmonary fitness requirements for surgery.
Exclusion:
Stages I, IIIB (N3), IIIC, IVA, and IVB NSCLC, including leptomeningeal carcinomatosis or other central nervous system (CNS) metastases.
History of noninfectious pneumonitis that required the use of systemic corticosteroids, history of interstitial lung disease, treatment-related pneumonitis (any grade), or any evidence of clinically active interstitial lung disease.



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/ukq61xmk1tf8d813nd2nf/UCI-22-217.pdf?rlkey=ctf6zsr46u6ntwia2pjbjxstt&dl=0


HE
R2

 M
U

TA
TI

O
N

S
ADVANCED/METASTATIC

1L

2L

Exon 19 Exon 20

April 2026 6

Exon 18 Exon 21

UCI 24-169 (BlossomHill Therapeutics)
BH-30643 Capsule

Mechanism: EGFR or HER2 TKI
Coord: Celest Ramirez

PI: Dr. Nagasaka
Accrual: 11/15

UCI 23-178 
BL-B01D1 IV  

Mechanism: EGFR and/or HER3 bispecific antibody
Coord: Cassie Smith  

PI: Dr. Park
Accrual: 5/10

Presenter Notes
Presentation Notes


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 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/3k67yi5mogvoc8fc8j031/UCI-24-169-080725.pdf?rlkey=k6wmsoztoai5351kl2ywfvr6y&st=co3gbgfe&dl=0
https://www.dropbox.com/scl/fi/3k67yi5mogvoc8fc8j031/UCI-24-169-080725.pdf?rlkey=k6wmsoztoai5351kl2ywfvr6y&st=co3gbgfe&dl=0
https://www.dropbox.com/scl/fi/3k67yi5mogvoc8fc8j031/UCI-24-169-080725.pdf?rlkey=k6wmsoztoai5351kl2ywfvr6y&st=co3gbgfe&dl=0
https://www.dropbox.com/scl/fi/3k67yi5mogvoc8fc8j031/UCI-24-169-080725.pdf?rlkey=k6wmsoztoai5351kl2ywfvr6y&st=co3gbgfe&dl=0
https://www.dropbox.com/scl/fi/3k67yi5mogvoc8fc8j031/UCI-24-169-080725.pdf?rlkey=k6wmsoztoai5351kl2ywfvr6y&st=co3gbgfe&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/20s7uxeu53a68qhgfhauf/UCI-23-178-080525.pdf?rlkey=ncvt2exqgnibvs2et9y76recj&st=c4irromi&dl=0
https://www.dropbox.com/scl/fi/20s7uxeu53a68qhgfhauf/UCI-23-178-080525.pdf?rlkey=ncvt2exqgnibvs2et9y76recj&st=c4irromi&dl=0
https://www.dropbox.com/scl/fi/20s7uxeu53a68qhgfhauf/UCI-23-178-080525.pdf?rlkey=ncvt2exqgnibvs2et9y76recj&st=c4irromi&dl=0
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UCI 25-79 (Beamion Lung-3)
Zongertinib vs SOC

Mechanism: TKI
Coord: To be determined

PI: Dr. Arter
Accrual: 0/3

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
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KRAS G12C G12A, G12D, G12R, G12S, G12V (Cont.)

1L

2L
UCI 21-53 (Loxo Oncology, 

Inc. LOXO-RAS-20001

Mechanism: TKI
Coord: Mindy Chen

PI: Dr. Nagasaka
Accrual: 9/12

UCI 22-87 (RMC-6236 
Revolution Med)

Mechanism: TKI
Coordinator: Jenny Choe

PI: Dr. Arter
Accrual: 43/50

UCI 22-30 (D3S-001-
100):

 D3 Bio

Mechanism: TKI
Coord: Cassie Smith

PI: Dr. Nagasaka
Accrual: 5/8

April 2026 8

Open to Accrual Low Accruing Pending Activation

UCI 25-88 (Part A: 
Olomorasib w/ Pembro or 

Placebo w/ Pembro. Part B: 
Durvalumab w/ Pembro or 
Placebo w/ Durvalumab)

Mechanism: TKI and Anti-
PD-1 / Anti-PD-L1

Coord: TBD
PI: Dr. Park
Accrual: 0/5

UCI 24-157 (RMC-6236-301)
RMC-6236 vs Docetaxel

Mechanism: TKI
Coord: To be determined

PI: Dr. Arter
Accrual: 0/5

UCI 25-164: Divarasib 
+ Pembro vs Pembro + 

Pem + Carbo or 
Cisplatin

Mechanism: TKI + 
Immuno + Chemo

Coord: TBD
PI: Dr. Nagasaka

Accrual: 0/5

UCI 25-162: BBO-
8520(The ONKORAS-

101

Mechanism: TKI 
Coord: TBD
PI: Dr. Arter
Accrual: 0/5

Presenter Notes
Presentation Notes
1L:

UCI 22-30:  
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.


Pending Activation: UCI 25-164
Dr. Nagasaka
A Phase III, Randomized, Open-Label Study Evaluating the Efficacy and Safety of Divarasib and Pembrolizumab Versus Pembrolizumab and Pemetrexed and Carboplatin or Cisplatin in Patients with Previously Untreated, KRAS G12C-Mutated, Advanced or Metastatic Non-Squamous Non-Small Cell Lung Cancer

Inclusion:
Histologically or cytologically confirmed diagnosis of advanced or metastatic non-squamous NSCLC that is not eligible for curative surgery and/or definitive chemoradiotherapy 
	If predominant squamous histology is present for mixed tumors, or components of small-cell or large-cell neuroendocrine cells are present, then the individual is ineligible.
No prior systemic treatment for advanced or metastatic NSCLC 
Individuals who have received prior neoadjuvant, adjuvant, or perioperative therapy, or chemoradiotherapy followed by consolidation therapy with curative intent for non-metastatic disease must have experienced a treatment-free interval of at least 12 months from study enrollment since the last dose of systemic therapy and/or radiotherapy. 
Documentation of the presence of a KRAS G12C mutation either through central laboratory testing of a tumor tissue sample (as per local IVD regulations), or preexisting test results of a blood or tumor tissue sample. 
	Preexisting test results in blood or tumor tissue for the KRAS G12C mutation must be available using a validated PCR or next-generation sequencing assay from an appropriately 	accredited/certified laboratory (e.g., Clinical Laboratory Improvement Amendments [CLIA]-certified laboratory). 
Documentation of PD-L1 expression status in tumor tissue through central laboratory testing (Agilent/Dako PD-L1 IHC 22C3) or preexisting test results using the Agilent/Dako PD-L1 IHC 22C3 pharmDx assay (preferred) or the Ventana PD-L1 SP263 IHC assay (if the patients have been previously assessed with this test as part of standard-of-care practices). 

Exclusion:
Known concomitant second oncogenic driver with available targeted treatment (including, but not exclusively limited to, EGFR mutations, ALK rearrangement, ROS1 rearrangement, BRAFV600E mutation, NTRK fusions, RET fusions, MET exon 14 skipping mutations). Testing for listed mutations is not required to determine eligibility, unless explicitly required by local authorities
Symptomatic, untreated, or actively progression CNS metastases. Asymptomatic individuals with treated CNS lesions are eligible, provided that all of the following criteria are met (refer to Inc/Exc from protocol for additional information) 
Any anti-cancer systemic therapy, including hormonal therapy, within 21 days prior to randomization, or is expected to require any other form of antineoplastic therapy while in the study 
Radiation to the lung >30 Gy within 6 months prior to randomization 
Radiation therapy (other than palliative radiation to lung, bone, and CNS metastases as described above) as cancer therapy within 4 weeks prior to randomization
Prior treatment with KRAS G12C inhibitors or pan-KRAS/RAS inhibitors 


Pending Activation: UCI 25-162
Dr. Arter
A Phase IA/IB Open-Label Study Evaluating the Safety, Tolerability, Pharmacokinetics, and Efficacy of BBO-8520 in Subjects With Advanced KRASG12C Mutant Non-Small Cell Lung Cancer - The ONKORAS-101 Study (TBBO8520-101)

Inclusion:
Have histologically documented, locally advanced and unresectable, or metastatic (ie, advanced) NSCLC 
Documentation of KRASG12C mutation: 
	-Local documentation, as evidenced by a laboratory test report is sufficient for study entry. 
	-For NSCLC subjects without prior documentation of KRASG12C mutation: prospective confirmation of KRASG12C tumor mutational status is required based on sponsor-provided 	central testing (see Section 8.2). enrollment based upon results of a newly performed local test may be allowed after approval by the medical monitor. 
Except for Dose Escalation cohorts (BBO-8520 monotherapy and BBO-8520 + pembrolizumab combination therapy), subjects with G12D, G12V, M72K, Q61H, R164Q, R68S, and T2S co-alterations in KRAS (when reported) will be excluded. 
Must have no other targetable driver mutations (eg, epidermal growth factor receptor [EGFR], anaplastic lymphoma kinase [ALK], ROS1/BRAF/RET/MET/EGFR exon 20 insertion/NTRK/HER2). 
For subjects with advanced NSCLC: progression on or within 6 months of the end of prior multimodal therapy with curative intent will count as a prior line of therapy.
Subjects Enrolled in Phase 1a Dose Escalation BBO-8520 Monotherapy Cohorts Only 
Have progression on or disease recurrence after available standard of care treatments. Subjects must have received prior standard therapy, or in the opinion of the investigator, would be unlikely to tolerate or derive clinically meaningful benefit from appropriate standard of care therapy. 
For subjects with advanced NSCLC: 
Must have had prior treatment with an ICI and/or platinum-based doublet chemotherapy. 
Prior treatment with a KRASG12C(OFF) inhibitor (eg, sotorasib, adagrasib, JDQ443, LY3537892, GDC-6036) is allowed but not required. 
Subjects Enrolled in Phase 1a Dose Escalation BBO-8520 + Pembrolizumab Combination Therapy Cohort(s) Only 
Advanced NSCLC with prior therapy as follows: 
Prior treatment with a KRASG12C(OFF) inhibitor is allowed. 
Prior treatment with an ICI (eg, pembrolizumab, atezolizumab, nivolumab, ipilimumab, durvalumab) and/or a platinum-based doublet chemotherapy is allowed. 
TPS of ≥1%. 
Subjects Enrolled in Phase 1b Dose Expansion Cohorts Only 
Dose Expansion BBO-8520 Monotherapy Cohort (no prior KRASG12C inhibitor): 
Have progression on or disease recurrence after at least 1 prior line of systemic therapy, which must include platinum-based doublet chemotherapy, ICI, or both given together as 1 line or as individual lines of therapy. 
No prior treatment with any KRASG12C inhibitor. 
Dose Expansion BBO-8520 Monotherapy Cohort (prior KRASG12C(OFF) inhibitor): 
Have progression on or disease recurrence after prior systemic therapy, which must include platinum-based doublet chemotherapy, ICI, or both given together as 1 line or as individual lines of therapy 
Have progression on or had disease recurrence after a KRASG12C(OFF) inhibitor (eg, sotorasib, adagrasib, JDQ443, LY3537892, GDC-6036). 
Prior interim therapy (eg, docetaxel) is allowed. 
Dose Expansion BBO-8520 + pembrolizumab Combination Therapy Cohort: no prior therapy for advanced NSCLC. 
No prior treatment with any KRASG12C inhibitor. 
No prior treatment with an ICI (eg, pembrolizumab, atezolizumab, nivolumab, ipilimumab, durvalumab) or platinum-based doublet chemotherapy. -Neoadjuvant or adjuvant platinum-based doublet chemotherapy and/or ICI are allowed if treatment was completed >12 months prior to screening. 
TPS of <50%. 

Exclusion: 
All subjects: Have received prior treatment with a KRASG12C(ON) inhibitor (eg, RMC-6291, FMC-376). 
Have Grade >1 unresolved toxicities) from prior surgery or any anti-tumor therapy with exception of alopecia. 
Have participated in an interventional clinical study within the last 4 weeks OR, if applicable, be within 5-times the half-life of the investigational study drug(s), whichever is lesser, prior to the C1D1 visit. Subjects should always adhere to other eligibility criteria that apply to specified concomitant medication regarding washout periods as specified below. 
Have received radiotherapy or proton therapy with a limited field of radiation for palliation within 2 weeks of the start of study treatment, OR radiation to more than 30% of the bone marrow or with a wide field of radiation within 4 weeks of the start of study treatment. Palliative radiotherapy to non-target lesions may be allowed on a case-by-case basis by the medical monitor in consultation with the investigator. 
































 



https://www.dropbox.com/scl/fi/9t9n992pf7hs2ci7qm0xx/UCI-21-53.pdf?rlkey=3u8zwouuisaj38b384plbudqp&st=jpulq7vi&dl=0
https://www.dropbox.com/scl/fi/9t9n992pf7hs2ci7qm0xx/UCI-21-53.pdf?rlkey=3u8zwouuisaj38b384plbudqp&st=jpulq7vi&dl=0
https://www.dropbox.com/scl/fi/9t9n992pf7hs2ci7qm0xx/UCI-21-53.pdf?rlkey=3u8zwouuisaj38b384plbudqp&st=jpulq7vi&dl=0
https://www.dropbox.com/scl/fi/9t9n992pf7hs2ci7qm0xx/UCI-21-53.pdf?rlkey=3u8zwouuisaj38b384plbudqp&st=jpulq7vi&dl=0
https://www.dropbox.com/scl/fi/9t9n992pf7hs2ci7qm0xx/UCI-21-53.pdf?rlkey=3u8zwouuisaj38b384plbudqp&st=jpulq7vi&dl=0
https://www.dropbox.com/scl/fi/9t9n992pf7hs2ci7qm0xx/UCI-21-53.pdf?rlkey=3u8zwouuisaj38b384plbudqp&st=jpulq7vi&dl=0
https://www.dropbox.com/scl/fi/9t9n992pf7hs2ci7qm0xx/UCI-21-53.pdf?rlkey=3u8zwouuisaj38b384plbudqp&st=jpulq7vi&dl=0
https://www.dropbox.com/scl/fi/9t9n992pf7hs2ci7qm0xx/UCI-21-53.pdf?rlkey=3u8zwouuisaj38b384plbudqp&st=jpulq7vi&dl=0
https://www.dropbox.com/scl/fi/9t9n992pf7hs2ci7qm0xx/UCI-21-53.pdf?rlkey=3u8zwouuisaj38b384plbudqp&st=jpulq7vi&dl=0
https://www.dropbox.com/scl/fi/9t9n992pf7hs2ci7qm0xx/UCI-21-53.pdf?rlkey=3u8zwouuisaj38b384plbudqp&st=jpulq7vi&dl=0
https://www.dropbox.com/scl/fi/5ruv4pr8a8r35260xw13e/UCI-22-87.pdf?rlkey=2829psf7gd7k0ru60hdgfafp4&st=wwkj1caa&dl=0
https://www.dropbox.com/scl/fi/5ruv4pr8a8r35260xw13e/UCI-22-87.pdf?rlkey=2829psf7gd7k0ru60hdgfafp4&st=wwkj1caa&dl=0
https://www.dropbox.com/scl/fi/5ruv4pr8a8r35260xw13e/UCI-22-87.pdf?rlkey=2829psf7gd7k0ru60hdgfafp4&st=wwkj1caa&dl=0
https://www.dropbox.com/scl/fi/5ruv4pr8a8r35260xw13e/UCI-22-87.pdf?rlkey=2829psf7gd7k0ru60hdgfafp4&st=wwkj1caa&dl=0
https://www.dropbox.com/scl/fi/5ruv4pr8a8r35260xw13e/UCI-22-87.pdf?rlkey=2829psf7gd7k0ru60hdgfafp4&st=wwkj1caa&dl=0
https://www.dropbox.com/scl/fi/5ruv4pr8a8r35260xw13e/UCI-22-87.pdf?rlkey=2829psf7gd7k0ru60hdgfafp4&st=wwkj1caa&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
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UCI 25-163 
(TBBO11818-101)

Mechanism: TKI 
Coord: TBD
PI: Dr. Arter
Accrual: 0/5

Presenter Notes
Presentation Notes
Pending Activation: UCI 25-163
Dr. Arter
A Phase Ia/Ib Open-Label Study Evaluating the Safety, Tolerability, Pharmacokinetics, and Efficacy of BBO-11818 in Subjects with Advanced KRAS Mutant Cancers
Inclusion:
Locally advanced and unresectable or metastatic (ie, advanced) disease and/or lesions that are not amenable to definitive radiotherapy
Solid tumors with histologically documented KRAS mutation
Subtype of KRAS mutation is specified in the sections below 
Local testing results are acceptable for subjects enrollment. Blood or tumor tissue must be tested using a validated PCR-based or NGS assay conducted at a CLIA-certified or equivalently accredited laboratory. Enrollment based on results from other non-CLIA-certified local assays may be permitted with sponsor approval.
Patients without available local test results for KRAS G12 mutations status must submit a blood sample to determine whether an eligible KRAS G12X mutation is present by the NGS-based assay either locally (dose escalation) or centrally, if needed (for expansion only)
Exclusion:
Untreated brain metastases
Subjects who have had brain metastases resected or have received whole brain radiation therapy ending at least 4 weeks prior to C1D1 or who have received stereotactic radiosurgery ending at least 4 weeks prior to C1D1 are eligible if they are neurologically stable and meet all the following criteria prior to first dose of BBO-11818:
residual neurological symptoms related to the CNS treatment Grade ≤2;
on a stable or decreasing dose of ≤10 mg daily prednisone (or equivalent) for at least 2 weeks prior to C1D1; and
follow-up MRI shows no clinically significant new or worsening lesions at least 4 weeks after completion of treatment
Spinal cord compression or leptomeningeal metastases
KRAS (eg, panKRAS, KRASG12D, or KRASG12V, or panRAS) inhibitors or degraders, except for KRASG12C inhibitor for BBO-11818 Monotherapy Dose Escalation






























 





N
TR

K 
M

ut
at

io
ns

ADVANCED/METASTATIC

NTRK 1-3

1L

2L

April 2026 10

Open to Accrual Low Accruing Pending Activation



TP
53

  M
ut

at
io

ns
Open to Accrual Low Accruing Pending ActivationADVANCED/METASTATIC

April 2026 11

Presenter Notes
Presentation Notes












RO
S1

 M
ut

at
io

ns
ADVANCED/METASTATIC

ROS1

1L

2L

April 2026 12

Open to Accrual Low Accruing Pending Activation

UCI 21-47 ( NVL-520 Nuvalent)

Mechanism: TKI
Coord: Keagan Buttigieg

PI: Dr. Nagasaka
Accrual: 11/16

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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UCI 24-196 (Nuvation)
Taletrectinib vs Placebo post 

complete resection

Mechanism: ROS1 inhibitor
Coord: Stephanie Fernandez

PI: Dr. Arter
Accrual: 0/5

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/8zanbhoq2imxsspzgj7ch/UCI-24-196-032825.pdf?rlkey=cobd3shpyzpfnn8ccg6zx8lj1&st=cutdwxoh&dl=0
https://www.dropbox.com/scl/fi/8zanbhoq2imxsspzgj7ch/UCI-24-196-032825.pdf?rlkey=cobd3shpyzpfnn8ccg6zx8lj1&st=cutdwxoh&dl=0
https://www.dropbox.com/scl/fi/8zanbhoq2imxsspzgj7ch/UCI-24-196-032825.pdf?rlkey=cobd3shpyzpfnn8ccg6zx8lj1&st=cutdwxoh&dl=0
https://www.dropbox.com/scl/fi/8zanbhoq2imxsspzgj7ch/UCI-24-196-032825.pdf?rlkey=cobd3shpyzpfnn8ccg6zx8lj1&st=cutdwxoh&dl=0
https://www.dropbox.com/scl/fi/8zanbhoq2imxsspzgj7ch/UCI-24-196-032825.pdf?rlkey=cobd3shpyzpfnn8ccg6zx8lj1&st=cutdwxoh&dl=0
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UCI 24-83: CB-NK + 
Atezolizumab

Mechanism: PD-L1 
Coord: TBD

PI: Dr. Villalona
Accrual: 0/9

UCI 24-195  (Seagen/Pfizer):
PF-08046054/SGN-PDL1V

Mechanism: PD-L1 
Coord: Jenny Choe

PI: Dr. Nagasaka
Accrual: 0/5UCI 25-101 UCLA/Summit 

Therapeutics: Thymic 
Cancer (Ivonescimab)

Mechanism: PD-L1 
Coord: TBD
PI: Dr. Arter
Accrual: 0/5

UCI 25-114: Ivonescimab vs 
Pembrolizumab (High PD-L1 

Expression (TPS> 50%)

Mechanism: PD-L1 
Coord: Richard Chang

PI: Dr. Park
Accrual: 0/5

UCI 25-227 (Fortvita 
Biologics): IBI363 +/- SOC 

therapy

Mechanism: PD-L1 
Coord: TBD
PI: Dr. Arter
Accrual: 0/5

Presenter Notes
Presentation Notes
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

UCI 24-195
Dr. Nagasaka
A Phase I Study of PF-08046054/SGN-PDL1V in Advanced Solid Tumors
Inclusion: 
1L NSCLC: Participants in doublet therapy (Cohorts D2 and E2) must have tumors with PD-L1 expression by TPS ≥1% based on historical local testing. 
Cohort E2: PF-08046054 with pembrolizumab in 1L NSCLC o TPS ≥1% by local testing
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.
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.



Pending Activation: UCI 25-101
Dr. Arter
UCLA L-11: A Phase II trial of Ivonescimab for Previously Treated Thymic Carcinoma

Inclusion: 
Cytologically or histologically confirmed thymic carcinoma, which is incurable 
Received prior systemic therapy for thymic carcinoma, or is ineligible for or refuses other 
therapies. 

Exclusion:
Prior treatment with an immune checkpoint inhibitor targeted PD-1 or PD-L1. Prior treatment with VEGF inhibitor is allowed. 
Concurrent enrollment in another clinical study, unless enrolled only in the follow-up period or an observational study. 
Any chemotherapy, immunotherapy, biologic, or hormonal therapy for cancer treatment in the prior 3 weeks or within 5 half-lives of the medication, whichever is shorter. Concurrent use of hormones for non-cancer-related conditions (eg, insulin for diabetes and hormone replacement therapy) is acceptable. 
Thoracic radiation of ≥ 30 Gy within 3 months. Other radiation within 3 weeks with the following exceptions: (a) Stereotactic, palliative radiation for bone metastases is acceptable without a washout; (b) Stereotactic brain radiation for asymptomatic brain metastases is acceptable with a 7 day washout. 
Use of any investigational anticancer therapy received within 21 days prior to the first dose of study drug. 

Pending Activation: UCI 25-114
Dr. Park
A Randomized, Double-blinded, Multiregional Phase III Study of Ivonescimab Versus Pembrolizumab for the First-line Treatment of Metastatic Non-small Cell Lung Cancer in Patients Whose Tumors Demonstrate High PD-L1 Expression (TPS > 50%) (HARMONi-7)

Inclusion:
Metastatic (Stage IV) NSCLC, according to American Joint Committee on Cancer (AJCC) 8th edition
Histologically or cytologically confirmed squamous or non-squamous NSCLC
Tumor demonstrates high PD-L1 expression based on an IHC pharmDx 22C3(TPS ≥50%) or SP263 (TC ≥50%) IHC clinical assay approved/cleared by local health authorities and in a laboratory compliant with national provisions; this can be obtained from available results, or from archival or fresh tumor tissue for measurement of PD-L1 expression at a local or central laboratory.
No prior systemic treatment for metastatic NSCLC. Patients receiving adjuvant or neoadjuvant chemotherapy or curative-intent chemoradiotherapy and/or programmed cell death-1 (PD-1)/PD-L1 (PD-1/L1) inhibitors are eligible if the adjuvant/neoadjuvant therapy was completed at least 6 months prior to the development of metastatic disease.

Exclusion:
Histologic or cytopathologic evidence of the presence of small cell lung carcinoma.
Known actionable genomic alterations (EGFR, ALK, ROS1, and BRAF V600E) for which first-line approved therapies are indicated. For patients with non-squamous histology, actionable driver mutation testing results are required before randomization.
Has received any prior therapy for NSCLC in the metastatic setting
	Note: Local radiation therapy (plus/minus corticosteroids) for central nervous system (CNS) or bone metastases is allowed.
Symptomatic CNS metastases, CNS metastases with hemorrhagic features, CNS metastasis ≥ 1.5 cm, CNS radiation within 7 days prior to randomization, potential need for CNS radiation within the first cycle, or leptomeningeal disease.
	Note: Patients must have stopped corticosteroids or be on physiologic corticosteroid replacement therapy (prednisone ≤ 10 mg daily or equivalent).


Pending Activation: UCI 25-227
Dr. Arter
A Phase II, Open-label, Multicenter Study of IBI363 (PD1-IL2m) Alone or in Combination with Standard of Care Therapy in Participants with Advanced Solid Malignancies
Inclusion:
Participants with a histologically or cytologically proven locally advanced or metastatic solid tumor malignancy, of one of the following types: 
Cohort 1: Participants with unresectable locally advanced or metastatic melanoma (except choroidal melanoma) who progressed on or after at least one line of systemic therapy, which must include a PD-1/L1 inhibitor; 
Cohort 2: Participants with unresectable locally advanced or metastatic NSCLC without actionable genomic aberrations that can be treated with FDA-approved targeted therapy, including but not limited to EGFR, ALK, or RAS mutations, who progressed on or after at least one line of systemic therapy given for, which must include a PD-1/L1 inhibitor; 
Cohort 3: Participants with unresectable local advanced or metastatic renal cell carcinoma who progressed on or after to at least one line of systemic therapy, which must include a PD-1/L1 inhibitor; 
Cohort 4: Participants with unresectable locally advanced or metastatic colorectal cancer with negative or unknown MSI-H and dMMR status, who were resistant or resistant to standard systemic therapy; 
Cohort 5: Participants with unresectable locally advanced or metastatic NSCLC (irrespective of histology and PD-L1 TPS status) who have not received prior systemic therapy for recurrent or metastatic disease or prior immune checkpoint inhibitors; 
Cohort 6: Participants with unresectable locally advanced or metastatic CRC with negative or unknown MSI-H and dMMR status, who have not received prior systemic therapy for recurrent or metastatic disease; 
Cohort 7: Participants with IO resistant unresectable locally advanced or metastatic nsqNSCLC without actionable genomic alterations that can be treated with FDA-approved targeted therapy and who progressed on or after at least one line of systemic therapy, which must include a PD-1/L1 inhibitor; 
Cohort 8: Participants with unresectable locally advanced or metastatic colorectal cancer with negative or unknown MSI-H and dMMR status, who were resistant or resistant to standard systemic therapy and no prior immune checkpoint inhibitors; 
Cohort 9: There will be two subtypes or rare melanomas: Cohort 9a will include participants with unresectable locally advanced or metastatic mucosal melanoma, and Cohort 9b will include participants with unresectable locally advanced or metastatic acral lentiginous melanoma. In both groups, participants may not have received prior systemic therapy for melanoma.
Participants with a solid tumor(s) that is currently not amenable to surgical intervention, either due to medical contraindication or to the tumor being unresectable as deemed by the Investigator. 
Exclusion:
Participants with symptomatic central nervous system (CNS) metastases, carcinomatous meningitis, leptomeningeal disease, active seizure disorder and/or spinal cord compression. Participants with asymptomatic CNS metastases (meaning no neurological symptoms and no need for corticosteroid treatment) and confirmed clinically stable by the Investigator’s evaluation can be eligible if the following conditions met: 
• No midbrain, pons, cerebellum, meninges, medulla oblongata or spinal cord metastases; 
• Clinically stable brain metastases for at least 4 weeks after adequate treatment without new or enlarged metastases by objective evidence; 
• Total diameter of metastases ≤ 2cm and total number of metastases ≤ 3; 
• No use of corticosteroids or anticonvulsant for at least 2 weeks prior to the first administration of any study drug; 
Note: No lesion in the central nervous system may be considered as a target lesion. 
Participants with a history of clinically significant interstitial lung disease (ILD), pulmonary fibrosis, and/or other forms of restrictive lung disease; 
Note: History of non-severe radiation pneumonitis (fibrosis) that does not currently impact pulmonary function is permitted. 
Participants with ascites, pleural effusion, or pericardial effusion associated with symptoms or requiring intervention. 


https://www.dropbox.com/scl/fi/j8vnj3dvp5568zcetd6j1/UCI-23-148.pdf?rlkey=ede9yyigh5ulyx32ufyyw7q1l&st=ekosozkf&dl=0
https://www.dropbox.com/scl/fi/ppmhkg2nzefqeqriey2o1/UCI-24-195.pdf?rlkey=e4izw8nw13dgerkd6iaobm204&st=8ouag8kh&dl=0
https://www.dropbox.com/scl/fi/ppmhkg2nzefqeqriey2o1/UCI-24-195.pdf?rlkey=e4izw8nw13dgerkd6iaobm204&st=8ouag8kh&dl=0
https://www.dropbox.com/scl/fi/ppmhkg2nzefqeqriey2o1/UCI-24-195.pdf?rlkey=e4izw8nw13dgerkd6iaobm204&st=8ouag8kh&dl=0
https://www.dropbox.com/scl/fi/ppmhkg2nzefqeqriey2o1/UCI-24-195.pdf?rlkey=e4izw8nw13dgerkd6iaobm204&st=8ouag8kh&dl=0
https://www.dropbox.com/scl/fi/ppmhkg2nzefqeqriey2o1/UCI-24-195.pdf?rlkey=e4izw8nw13dgerkd6iaobm204&st=8ouag8kh&dl=0
https://www.dropbox.com/scl/fi/ppmhkg2nzefqeqriey2o1/UCI-24-195.pdf?rlkey=e4izw8nw13dgerkd6iaobm204&st=8ouag8kh&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/j8vnj3dvp5568zcetd6j1/UCI-23-148.pdf?rlkey=ede9yyigh5ulyx32ufyyw7q1l&st=ekosozkf&dl=0
https://www.dropbox.com/scl/fi/j8vnj3dvp5568zcetd6j1/UCI-23-148.pdf?rlkey=ede9yyigh5ulyx32ufyyw7q1l&st=ekosozkf&dl=0
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Open to Accrual Low Accruing Pending Activation

UCI 24-197 (TNG456 
Monotherapy & Combo w/ 

Abemaciclib)

Mechanism:
Coord: Cassie Smith

PI: Dr. Park
Accrual: 1/5

UCI 24-78 (AMG 193 Alone or 
Comb w/OtherTherapies)

Mechanism: 
Coord: Cassie Smith

PI: Dr. Villalona
Accrual: 3/5

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/l3jbxp8mx3nermvxkkw4u/UCI-24-197.pdf?rlkey=kajr87k1hc7saewkpxudz5asy&st=b4ukl56o&dl=0
https://www.dropbox.com/scl/fi/l3jbxp8mx3nermvxkkw4u/UCI-24-197.pdf?rlkey=kajr87k1hc7saewkpxudz5asy&st=b4ukl56o&dl=0
https://www.dropbox.com/scl/fi/l3jbxp8mx3nermvxkkw4u/UCI-24-197.pdf?rlkey=kajr87k1hc7saewkpxudz5asy&st=b4ukl56o&dl=0
https://www.dropbox.com/scl/fi/l3jbxp8mx3nermvxkkw4u/UCI-24-197.pdf?rlkey=kajr87k1hc7saewkpxudz5asy&st=b4ukl56o&dl=0
https://www.dropbox.com/scl/fi/l3jbxp8mx3nermvxkkw4u/UCI-24-197.pdf?rlkey=kajr87k1hc7saewkpxudz5asy&st=b4ukl56o&dl=0
https://www.dropbox.com/scl/fi/l3jbxp8mx3nermvxkkw4u/UCI-24-197.pdf?rlkey=kajr87k1hc7saewkpxudz5asy&st=b4ukl56o&dl=0
https://www.dropbox.com/scl/fi/ddmepxdbmo3395ixjzbp3/UCI-24-78-Sub-A-082225.pdf?rlkey=hddlmulzbujqyi1wfc9fm12hd&st=utxjavc8&dl=0
https://www.dropbox.com/scl/fi/ddmepxdbmo3395ixjzbp3/UCI-24-78-Sub-A-082225.pdf?rlkey=hddlmulzbujqyi1wfc9fm12hd&st=utxjavc8&dl=0
https://www.dropbox.com/scl/fi/ddmepxdbmo3395ixjzbp3/UCI-24-78-Sub-A-082225.pdf?rlkey=hddlmulzbujqyi1wfc9fm12hd&st=utxjavc8&dl=0
https://www.dropbox.com/scl/fi/ddmepxdbmo3395ixjzbp3/UCI-24-78-Sub-A-082225.pdf?rlkey=hddlmulzbujqyi1wfc9fm12hd&st=utxjavc8&dl=0
https://www.dropbox.com/scl/fi/ddmepxdbmo3395ixjzbp3/UCI-24-78-Sub-A-082225.pdf?rlkey=hddlmulzbujqyi1wfc9fm12hd&st=utxjavc8&dl=0
https://www.dropbox.com/scl/fi/ddmepxdbmo3395ixjzbp3/UCI-24-78-Sub-A-082225.pdf?rlkey=hddlmulzbujqyi1wfc9fm12hd&st=utxjavc8&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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UCI 24-138 (UCLA): 
Tarlatamab

Mechanism: BiTE molecule
Coord: Cassie Smith

PI: Dr. Park
Accrual: 2/5

UCI 25-133: (ZG006)

Mechanism: BiTE molecule
Coord: Jenny Choe

PI: Dr. Arter
Accrual: 2/5

Presenter Notes
Presentation Notes
UCI 25-133
Dr. Arter
Phase 1 Dose Escalation Study of ZG006 in patients with SCLC

Inclusion:
Histologically or cytologically confirmed diagnosis of Small Cell Lung Cancer (SCLC) who has no SOC or intolerant to standard treatment
Tumors must be positive for DLL3 expression on archived and/or remanent tissue from a standard of care biopsy according to pathology review
Exclusion:
Uncontrollable third cavity effusion requiring repeated drainage, which was judged by the investigator to be unsuitable for study
A history of severe, life-threatening immune-mediated adverse events or infusion-related reaction during previous anti-tumor immunotherapy, including events that led to permanent discontinuation of treatment.
Use of any investigational anticancer therapy received within 28 days prior to the first dose of study drugs.
Active neurologic paraneoplastic syndrome
Known allergy to other mAbs or any antibody excipients; the history of severe allergic reaction, anaphylactoid or other hypersensitivity reactions to humanized antibodies or fusion proteins;
Known history of diagnosed neurological or mental disorders, for example, epilepsy, dementia



UCI 24-138
Dr. Park
Tarlatamab in Advanced DLL3-Expressing Tumors Including Neuroendocrine Neoplasms
Inclusion
Histologically or cytologically confirmed malignancy other than de novo (i.e., non-transformed) 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
•SCLCtransformed from previously-treated NSCLC
•Extrapulmonary small cellcarcinoma, with the exception of NEPC
•Any othertumortype thatmeets 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.
Adequate pulmonary function as defined by no requirement for oxygen supplementation. 
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.
Evidence of interstitial lung disease or active, non-infectious pneumonitis. Exception: pneumonitis related to prior radiation therapy that is grade 1 and stable or improving without treatment.




https://www.dropbox.com/scl/fi/vzrlnrav3l0ipnc9e3v8m/UCI-24-138.pdf?rlkey=l99p8v96j9jn1d9aexe1n0ef5&st=y7vwo4zy&dl=0
https://www.dropbox.com/scl/fi/vzrlnrav3l0ipnc9e3v8m/UCI-24-138.pdf?rlkey=l99p8v96j9jn1d9aexe1n0ef5&st=y7vwo4zy&dl=0
https://www.dropbox.com/scl/fi/vzrlnrav3l0ipnc9e3v8m/UCI-24-138.pdf?rlkey=l99p8v96j9jn1d9aexe1n0ef5&st=y7vwo4zy&dl=0
https://www.dropbox.com/scl/fi/vzrlnrav3l0ipnc9e3v8m/UCI-24-138.pdf?rlkey=l99p8v96j9jn1d9aexe1n0ef5&st=y7vwo4zy&dl=0
https://www.dropbox.com/scl/fi/xu2kfvpo7acyaju18xjc5/UCI-25-133-011525.pdf?rlkey=i6qtaargd2wgy1dopeo31s1c7&st=roawfduq&dl=0
https://www.dropbox.com/scl/fi/xu2kfvpo7acyaju18xjc5/UCI-25-133-011525.pdf?rlkey=i6qtaargd2wgy1dopeo31s1c7&st=roawfduq&dl=0
https://www.dropbox.com/scl/fi/xu2kfvpo7acyaju18xjc5/UCI-25-133-011525.pdf?rlkey=i6qtaargd2wgy1dopeo31s1c7&st=roawfduq&dl=0
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UCI 25-194 (Plexium) 
PLX-61639

Mechanism: SMARCA2 
Degrader

Coord: TBD
PI: Dr. Villalona

Accrual: 0/5

Presenter Notes
Presentation Notes
UCI 25-194
Dr. Villalona
A Phase I, First-in-Human Study of the SMARCA2 Degrader, PLX-61639, in Patients with SMARCA4 Mutated Locally Advanced or Metastatic Solid Tumors
Inclusion
Participants with locally advanced or metastatic, R/R, SMARCA4-deficient solid tumors with one or more of the following mutation types based on locally sourced, NGS results of tumor or ctDNA*:
a. Truncating (nonsense, frameshift, or splice site), gene fusion, or deletions (Appendix 2).
b. Missense mutations predicted to result in a complete loss of nucleosome remodeling function (Appendix 2). Missense mutations not listed in Appendix 2 must be discussed with the Sponsor’s Medical Monitor prior to requesting a screening slot.
Alternatively, absence of SMARCA4 protein on IHC assay* is acceptable for eligibility purposes.
*Note: Local mutation and IHC testing must have been performed by a CAP/CLIA-certified laboratory or other qualifying body and reported in the participant’s medical record.
Participants with tumor types as follows must have progressed on, be intolerant of, or not otherwise be candidates for available approved therapies known to confer clinical benefit AND have access to either archival or fresh tumor tissue:
a. Part 1 (Dose Escalation): Any histologically confirmed solid tumor. For backfill, only NSCLC.
b. Part 2 (Dose Optimization): Histologically confirmed NSCLC.
c. Part 3 (Cohort Expansion): Histologically confirmed solid tumors other than NSCLC (“basket”) cohort.
Note: Participants with NSCLC must have received at least 1 prior line of therapy with a platinum-based regimen and anti-PD(L)1 antibody unless anti-PD(L)1 therapy is contraindicated (eg, due to serious, active autoimmune disease). Participants with other tumor types must have received at least 1 prior line of systemic therapy with a regimen approved or considered a standard of care for that indication.
Exclusion
Participants with germline SMARCA4 mutation (eg, rhabdoid tumor predisposition syndrome, SCCOHT).
Known SMARCA2 mutation or loss of expression (ie, dual loss of SMARCA4 and SMARCA2).
Symptomatic CNS disease.
Note: Participants with a history of brain or leptomeningeal metastases must have radiographically documented stable disease at the time of consent.
Prior treatment with another SMARCA2-directed therapy (eg, inhibitor or degrader), either investigational or approved.
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Open to Accrual Low Accruing Pending Activation

UCI 25-89 (IBI3009)

Mechanism: Recombinant Anti-DLL3 
Monoclonal Antibody-Camptothecin 

Derivative Conjugate for Injection

Coodinator: TBD
PI: Dr. Arter

Accrual: 0/5

Adjuvant

Presenter Notes
Presentation Notes
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/8fdbfetdgslooh7chf71c/UCI-25-89-071725.pdf?rlkey=ezixmuxn2q9dqu4qkboua7hxc&st=uwt2vo8y&dl=0
https://www.dropbox.com/scl/fi/8fdbfetdgslooh7chf71c/UCI-25-89-071725.pdf?rlkey=ezixmuxn2q9dqu4qkboua7hxc&st=uwt2vo8y&dl=0
https://www.dropbox.com/scl/fi/8fdbfetdgslooh7chf71c/UCI-25-89-071725.pdf?rlkey=ezixmuxn2q9dqu4qkboua7hxc&st=uwt2vo8y&dl=0
https://www.dropbox.com/scl/fi/8fdbfetdgslooh7chf71c/UCI-25-89-071725.pdf?rlkey=ezixmuxn2q9dqu4qkboua7hxc&st=uwt2vo8y&dl=0
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UCI 22-86: Gut Microbiome 
Study

Mechanism: Fecal Collection
Coord: Stephanie Fernandez

PI: Dr. Nagasaka
Accrual: 11/82

UCI 24-118 (Keshava IIT): Lung 
Cancer Family Screening 

Mechanism: NA
Coord: Stephanie Fernandez/ 

Mindy Chen 
PI: Dr. Keshava

Accrual: 44/1753

UCI 25-179 (T. Waddington IIT) 
Optical Coherence Tomography 

(OCT)  w/ Robotic assisted 
bronch evaluate peripheral 

nodes

Mechanism:  N/A                     
CRC: TBD

PI: Dr. Waddington
Accrual:  0/5

UCI 25-191 (Nagasaka IIT)
Mechanism:  N/A                     

CRC: TBD
PI: Dr. Nagasaka

Accrual:  0/25

UCI 24-87 (Arter IIT): 
Methionine-Reduced Diet

 
Mechanism:  N/A                     

CRC: TBD
PI: Dr. Arter

Accrual:  0/25

UCI 23-155: 
Chatbot for Online Support 

Groups to Treat Tobacco 
Addiction 

Mechanism:  N/A                     
CRC: TBD

PI: Dr. Pechmann
Accrual:  0/126

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 


UCI 25-179 – Pending Activation
Dr. Thomas Waddington
Optical Coherence Tomography (OCT) paired with Robotic Assisted Bronchoscopy in the evaluation of Peripheral Pulmonary Nodules 


UCI 25-191 – Pending Activation
Dr. Misako Nagasaka
A Pilot Study to Assess the Feasibility of Surgical Resection and Circulating Tumor DNA Monitoring in Non-Small Cell Lung Cancer Patients with Treatment Induced Oligometastatic or Oligoprogressive Disease


UCI 24-87
Dr. Arter
Feasibility Study on the Effect of a Methionine-Reduced Diet on Serum Levels in Patients with Solid Tumors


UCI 23-155
Dr. Pechmann
Chatbot for Online Support Groups to Treat Tobacco Addiction

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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UCI 25-75 (CRN09682-191) : 
Crinetics Pharmaceuticals

Mechanism: NDC
Coord: Michelle Andrade

PI: Dr. Dayyani
Accrual: 0/15

UCI 24-08 (SPEDOX-6): Dr. 
Chow IIT

Mechanism: SPE
Coord: Erin Palmer-Torrison

PI: Dr. Chow
Accrual: 8/67

2L

Advanced / Metastatic

UCI 24-113 (BMS-986482) 
Bristol-Myers Squibb

Mechanism: PDL1
Coord: Natalie Arechiga

PI: Dr. Chow
Accrual: 5/10

1L

Presenter Notes
Presentation Notes
UCI 24-113 BMS CA2360001 
PI: Dr. Chow
Inclusion
Participants with NSCLC
Histologically confirmed NSCLC meeting single stage IIIB, Stage IV, or recurrent disease
Must have recurrent or progressive disease during or after platinum doublet-based chemotherapy for advanced or metastatic disease, or must have recurrent or progressive disease within 6 months after completing platinum-based chemotherapy
Must have received anti-PDL1 therapy and other actionable mutations must have also received or progressed, or intolerant to for standard tyrosine kinase inhibitors
Status for actionable mutations, EGFR, ALK, ROS1, RET, etc... must be known; participants with actionable mutations must be received and progressed on, have been intolerant to, or not be a candidate for standard tyrosine kinase inhibitors
Patient must be willing to obtain fresh tissue tumor biopsy and cannot obtain and Fine Needle Aspiration
Patient must have documented proof of not childbearing potential. 

Exclusion
Cannot have active, known or suspected autoimmune disease
Concurrent use of strong inhibitors or inducers of CYP3A, CYP2C9, or CYP1A1, which may affect the systemic exposure of IP, are prohibited. BMS MM should be consulted during screening for participants with a condition requiring use of sensitive substrates of CYP2B6, CYP1A2, or CYP3A4
Prior systemic anti cancer treatment or a used device less than or equal to 5 half lives or 4 weeks prior to starting study intervention.
Systemic anticancer therapies or biologics therapies (anti PD-1, anti-PD-L1, anti –LAG3, or anti-CTLA-4 antibody) within 4 weeks prior to the first administration of study intervention



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
Inclusion:
Have a histological diagnosis of metastatic or locally advanced inoperable NET, NEC, or other solid tumors that have confirmed radiological progression on or after the last line of therapy received prior to study entry AND for which no systemic therapeutic option with proven benefit exists OR is not suitable for the participant per the Investigator’s assessment.
NET includes advanced low-, intermediate-, high-grade GEP-NET, lung NET, or other advanced rare NET including paraganglioma, pheochromocytoma, medullary thyroid carcinoma, thymic NET, and ovarian or testicular NET.
NEC includes advanced SCLC, LCLC, or high-grade extrapulmonary NEC. A CT or MRI scan of the brain is required during screening. If the scan is positive for brain metastases, participants must have undergone radiotherapy and demonstrated stability for at least 14 days. If whole brain radiotherapy is performed, a 14-day washout is required prior to the first dose of the study drug. If stereotactic radiosurgery or stereotactic radiotherapy is performed, a 7-day washout period is required.
Other solid tumors include, but are not limited to, colorectal carcinoma, gastric carcinoma, melanoma, Merkel cell carcinoma, breast carcinoma, nasopharyngeal carcinoma, or hepatocellular carcinoma.
Participants are not required to have received all approved therapies for their tumor type if these therapies are not suitable for them, per the Investigator’s assessment. These anticancer therapies include, but are not limited to, SSAs, PRRT, chemotherapy, targeted therapies, and/or immunotherapies.
Exclusion:
Have tumor progression while undergoing a course of PRRT or within 6 months of completing PRRT.
Have brain metastases unless asymptomatic and stable for at least one month for participants with SCLC or LCLC or at least 3 months for participants with other non-NET solid tumors. In addition, participants who meet any of the following criteria will be excluded:
Participants who have developed new or progressive brain metastasis within three months following prophylactic and/or therapeutic cranial radiation (whole brain or stereotactic radiation).
Participants with carcinomatous meningitis.


UCI 24-08 SPEEDOX-06
PI: Dr. Chow
Inclusion
Subjects with advanced histologically or cytologically confirmed solid tumors refractory to or relapse from at least two lines of therapies
HIV-d antirtroviral therapy for at leats 4 weeks and have an HIV viral load less than 400 copies/mL prior to enrollment
LVEF fraction greater than 50%
Washout of prior chemotherapy (at least 3 weeks from last end of therapy), radiotherapy (at least 4 weeks from last end of therapy), immunotherapy (at least 4 weeks from last end of therapy), other targeted therapies (at least 4 weeks from last end of therapy), or surgery (at least 4 weeks).

Exclusion
Have received ay prior doxorubicin or anthracycline equivalent
Radiation to mediastinal or pericardial area
Known allergy to albumin
Previous treatment with an investigation agent or the non approved use of a drug or device withing 4 weeks of study entry
Uncontrolled diabetes mellitus


UCI 25-157
Dr. Arter
A Dose-Escalation and Expansion Study of XB010 as a Single Agent and Combination Therapy in Subjects With Locally Advanced or Metastatic Solid Tumors
Inclusion:
Subject-disease characteristics:
The subject has a cytologically or histologically and radiologically confirmed solid tumor that is unresectable or metastatic and for which standard curative measures do not exist or are no longer effective, and there are no known therapies to prolong survival.
Note: Measurable disease at screening is not required for subjects in the Dose-Escalation Stages.
The subject has received at least one systemic standard life-prolonging therapy unless it does not exist, or available therapies are intolerable or no longer effective.
Cohort-Expansion Stage
a. Non-Small Cell Lung Cancer:
Subjects with Stage IV NSCLC (non-squamous cell or squamous cell histology) disease progression.
Subjects without an actionable mutation must have received platinum-based chemotherapy and a PD-1/PD-L1 inhibitor, administered concurrently or sequentially for locally advanced or metastatic disease. Subjects who are not eligible to receive ICI therapy are eligible if they have received platinum-containing doublet chemotherapy. Did not receive more than 3 prior lines of systemic therapy in the metastatic setting (inclusive of ICI therapy given as monotherapy or in combination).
Subjects with an actionable mutation (eg, EGFR sensitizing mutation, ALK rearrangement, ROS1 rearrangement, BRAF V600E mutation, MET Exon 14 skipping mutation, RET rearrangement, KRAS-G12C) must have received at least one targeted therapy for that specific genetic alteration unless such therapy is not available, or the subject is not qualified to receive such therapy. Did not receive more than 3 prior lines of systemic therapy in the metastatic setting (inclusive of targeted therapy and ICI therapy given as monotherapy or in combination).
b. Hormone Receptor-Positive Breast Cancer:
Subjects with breast cancer that is hormone receptor-positive (estrogen receptor and/or progesterone receptor positive) and HER2 negative or low and have disease progression.
Hormone Receptor-Positive (HR+ BC), HER2-Negative Breast Cancer:
Estrogen receptor and progesterone receptor positivity are defined as ≥ 1% of cells expressing hormonal receptors via immunohistochemistry (IHC) analysis.
HER2 negativity is defined as either of the following by local laboratory assessments: in situ hybridization (ISH) non-amplified (ratio of HER2 to CEP17 < 2.0 or single probe average HER2 gene copy number < 4 signals/cell), or IHC 0 or IHC 1+.
Note: HER2 low is defined as an IHC score of 1+ or 2+ with a negative ISH test.
Subjects must have postmenopausal status due to either surgical or natural menopause or ovarian suppression with gonadotrophin-releasing hormone (GnRH) agonist (eg, goserelin).
Subjects must have received at least one prior endocrine anticancer therapy and one prior CDK 4/6 inhibitor therapy either sequentially or concurrently for inoperable locally advanced or metastatic breast cancer. Did not receive more than 3 prior lines of systemic therapy in the metastatic setting (does not include regimens consisting only of endocrine therapy and CDK4/6 inhibitor therapy).
c. Head and Neck Cancer:
Subjects with head and neck cancer (squamous cell histology) with disease progression. Allowed primary tumor locations are oral cavity, oropharynx, hypopharynx, and glottic larynx.
Note: Excluded are subjects with primary tumor site of the nasopharynx.
Subjects must have received prior platinum-containing chemotherapy (including chemoradiation) for inoperable locally advanced, recurrent, or metastatic disease. Subjects must have also received ICI therapy, if locally considered as standard of care and if eligible. Did not receive more than 3 prior lines of systemic therapy in the metastatic setting (inclusive of ICI therapy given as monotherapy or in combination).
d. Esophageal Squamous Cell Cancer:
Subjects with esophageal squamous cell cancer (squamous histology) with disease progression.
Subjects must have received at least one prior treatment, considered to be standard of care, either in local or metastatic setting, or have documented ineligibility for standard therapy. Subjects must have received ICI therapy either in combination or as monotherapy, if locally considered as standard of care and if eligible.
Did not receive more than 3 prior lines of systemic therapy in the metastatic setting (inclusive of ICI therapy given as monotherapy or in combination).
e. Endometrial Cancer:
Subjects with histologically confirmed locally advanced, recurrent or metastatic endometrial cancer with disease progression.
Subjects must have received platinum-containing chemotherapy in the adjuvant, locally advanced, or metastatic disease setting.
Subjects must have also received ICI therapy, if available and locally considered as standard of care, and if eligible. Did not receive more than 3 prior lines of systemic therapy in the metastatic setting (inclusive of ICI therapy given as monotherapy or in combination).
f. Triple-Negative Breast Cancer:
Subjects with triple-negative (estrogen receptor negative [ER-]/progesterone receptor negative [PR-] and human epidermal growth factor receptor 2 negative or low [HER2-]) breast cancer with disease progression.
Estrogen receptor and progesterone receptor negativity are defined as < 1% of cells expressing hormonal receptors via IHC analysis.
HER2 negativity is defined as either of the following by local laboratory assessments: ISH non-amplified (ratio of HER2 to CEP17 < 2.0 or single probe average HER2 gene copy number < 4 signals/cell), or IHC 0 or IHC 1+.
Note: HER2 low, defined as an IHC score of 1+ or 2+ with a negative fluorescence in situ hybridization (FISH) test.
Subjects must have received at least 1 line of prior systemic chemotherapy (anthracycline-, alkylator-, or taxane-based chemotherapy). Did not receive more than 3 prior lines of systemic therapy in the metastatic setting.
Subjects must consent to allow submission of tumor tissue sample, either in a formalin-fixed, paraffin-embedded block or newly sectioned, unstained slides for biomarker assessments. The most recent tumor sample should be submitted and preferably not older than 2 years. If archival tissue is not available, consent to undergo a fresh tumor biopsy is required for subjects enrolling into escalation backfill and expansion cohorts.
Exclusion:
Known brain metastases or cranial epidural disease unless adequately treated with radiotherapy and/or surgery (including radiosurgery) and stable for at least 4 weeks before first dose of study treatment. Subjects with leptomeningeal disease are not eligible.
Note: Eligible subjects must be neurologically asymptomatic and without corticosteroid treatment at the time of first dose of study treatment.
Note: Base of skull lesions without definitive evidence of dural or brain parenchymal involvement are allowed.
Prior treatment with a MMAE ADCs
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