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ALK

1L

2L
UCI 21-241 (Nuvalent)

NVL-655 + ALK inhibitor

Mechanism: TKI Inhibitor 
Coord: Keagan Buttigieg

Accrual: 13/30

June 2024 2

Presenter Notes
Presentation Notes
UCI 21-241A 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. NagasakaInclusion: Histologically or cytologically confirmed locally advanced or metastatic solid tumor with a documented ALK rearrangement or activating ALK mutation detected by certified assay (i.e. CLIA in the US). Currently on Phase 1 only; received 1 ALK TKI which must be a 2nd or 3rd generation TKI (Ceritinib, alectinib, brigatinib, or lorlatinib). 

https://www.dropbox.com/scl/fi/emr9u1qweucip141bd57p/UCI-21-241.pdf?rlkey=bxsh1pz76ja9mr1tkthldisx4&dl=0
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Exon 18 Exon 19 del or L858R

1L

2L UCI 22-121 (Jintsbio)
JIN-A02 Monotherapy

Mechanism: TKI
Coord: Richard Chang

Accrual: 0/12

UCI 22-217(Janssen)
Amivantamb + Lazertinib w/ or 
without Carbo + Pemetrexed

Mechanism: Antibody drug w/ 
TKI and Chemo

Coord: Celest Ramirez
Accrual: 4/10

UCI 23-95 (HARMONi)
Randomized Double Blind: 

AK112/Placebo + Pem + Carbo

Mechanism: Novel PD-1/VEGF 
bispecific antibody w/ Chemo

Coord: Celest Ramirez
Accrual: 2/8

June 2024 3

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(0/10 enrolled)Enrolling into Cohort 1 Amivantamab + Lazertinib Treatment naïveEnrolling into Cohort 2 Amivantamab + Carboplatin & Pemetrexed NSCLC Treatment Naïve harboring EGFR exon 20insEnrolling 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 4Study requires slots prior to consentingUCI 23-95 (Dr. Nagasaka): PhIII AK112orPlacebo w/Pemetrexed&Carboplatin in Pts w/EGFR mutant NSCLC Failed EGFR-TKI Tx(HARMONi)Enrolling into Exon 18 mutation (G719X), Exon 19 deletion, Exon 20 mutation (S7681, T790M), and Exon 21 point mutations (L858R, L861Q)Based on the patient's previous treatment with a third-generation EGFR TKI (received versus not received) and patient’s baseline brain metastases (presence versus absence) as stratification factors, patients will be randomly assigned in a 1:1 ratio to the 2 treatment groups: Ak112 or Placebo w/ Pem + Carbo.Study requires slots prior to consentingUCI 22-121 (Dr. Nagasaka): A Phase I/II, Open-Label, Multi-Center Study to Evaluate the Safety, Tolerability, Pharmacokinetics, and Anti-Tumor Activity of JIN-A02 in Patients with EGFR Mutant Advanced Non-Small Cell Lung Canceropen (0/7 enrolled) Open to EnrollmentStudy requires slots prior to consentingonly enrolls EGFR exon 19 del or L858R who have an additional mutation in T790M or C797S 

https://www.dropbox.com/scl/fi/nszcga7ubi2lz4adwz1pq/UCI-22-121.pdf?rlkey=594dmw2wyouhnyqhqhk5n3z5o&dl=0
https://www.dropbox.com/scl/fi/ukq61xmk1tf8d813nd2nf/UCI-22-217.pdf?rlkey=ctf6zsr46u6ntwia2pjbjxstt&dl=0
https://www.dropbox.com/scl/fi/h91pvjghtdtsg66g30rj6/UCI-23-95-Eligibility-Schema.pdf?rlkey=ig5haz8wj3euwienlf0we9v1y&st=4axjzrny&dl=0
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Exon 20 Exon 21

1L

2L

UCI 23-95 (HARMONi)
Randomized Double Blind: AK112/Placebo + Pem + Carbo

Mechanism: Novel PD-1/VEGF bispecific antibody w/ Chemo
Coord: Celest Ramirez

Accrual: 2/8

June 2024 4

UCI 22-217(Janssen)
Amivantamb + Lazertinib w/ or 
without Carbo + Pemetrexed

Mechanism: Antibody drug w/ TKI 
and Chemo

Coord: Celest Ramirez
Accrual: 4/10

Presenter Notes
Presentation Notes
UCI 22-217Dr. NagasakaA 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 naïveEnrolling into Cohort 2 Amivantamab + Carboplatin & Pemetrexed NSCLC Treatment Naïve harboring EGFR exon 20insEnrolling 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 4Study requires slots prior to consenting.UCI 23-95Dr. NagasakaPhIII AK112orPlacebo w/Pemetrexed&Carboplatin in Pts w/EGFR mutant NSCLC Failed EGFR-TKI Tx(HARMONi)Based on PT previous treatment w/ 3rd gen EGFR TKI (received vs not received) & PT’s baseline brain metas (presence vs absence) as stratification factors, PT’s will be randomly assigned in 1:1 ratio to 2 treatment groups: Ak112 or Placebo w/ Pem + CarbExon 18, Exon 19, Exon 20(S7681, T790), and Exon 21 (L858R, L861Q)Does not require a slot prior to consenting. 

https://www.dropbox.com/scl/fi/h91pvjghtdtsg66g30rj6/UCI-23-95-Eligibility-Schema.pdf?rlkey=ig5haz8wj3euwienlf0we9v1y&st=l88z3eg8&dl=0
https://www.dropbox.com/scl/fi/ukq61xmk1tf8d813nd2nf/UCI-22-217.pdf?rlkey=ctf6zsr46u6ntwia2pjbjxstt&dl=0
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UCI 22-59 (ADAURA)
Randomized: Osimertinib or Placebo

Mechanism: TKI
Coord: Jenny Choe

Accrual: 1/20

June 2024 5

Presenter Notes
Presentation Notes
UCI 22-59Dr. NagasakaPhIII Osimertinib vs Placebo in Pts w/EGFR Mut+ Stage IA2-IA3 NSCLC Following Complete Tumour ReseOnly enrolls stage IA2 and IA3 PT’s w/ EGFR post surgery Stage IA EGFR have limited treatment options; no widely approved adjuvant systemic therapy and recurrent disease after resection mostly involving distant mets by roughly 5 years.Slots Required prior to consenting

https://www.dropbox.com/scl/fi/wrzz6uglryttny1ol3kmh/UCI-22-59.pdf?rlkey=2wiahvdmcponfdnad4jr1386o&dl=0
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cMET and EGFR

1L

2L UCI 20-195 (MCLA-129)

Mechanism: Antibody Drug
Coord: Keagan Buttigieg

Accrual: 12/25

June 2024 6

Presenter Notes
Presentation Notes
UCI 20-195Dr. OuInclusion: Patients who have progressed on SOC treatment or are ineligible for, or have refused all other available therapeutic options. Measurable disease per RECIST. Cohort B: NSCLC harboring c-ET exon 14 skipping mutations ≥2L Naïve or pretreated to capmatinib or tepotinib. Cohort G: NSCLC 3L, osimertinib resistant, platinum resistant (participant must have progressed on or after a previous platinum chemotherapy) population.Genetic aberrations in EGFR or c-MET will be retrospectively confirmed by central testing using a validated assay in the expansion phase. For non-first line cohorts there is no limit to the number of prior treatment regimens. 	Exclusion:Untreated or symptomatic CNS metastases is excluded

https://www.dropbox.com/scl/fi/55yboi39rzx7hh20lzw7z/UCI-20-195.pdf?rlkey=0afzmca0q23lp1i55ai2vly1z&dl=0
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1L

UCI 21-234 (AstraZeneca)
Randomized: Arm 1: T-DXD(Trastuzumab Deruxtecan) or Arm 2: 

Cisplatin or Carbo + Pemetrexed + Pembrolizumab

*Treatment Naïve for palliative intent systemic therapy in locally 
advanced or metastatic disease. 
*Documented Her2 Exon 19 or 20 mutation
*Tumor sample must be available for central testing from fresh 
or archival. 
*No Slot Required prior to consenting if mutation of HER2 is 
available.

Accrual: 1/20
UCI 23-66 (Boehringer Ingelheim)

BI-1810631 Monotherapy

Mechanism: TKI
Cord: Keagan Buttigieg

Accrual: 0/8

2L

Exon 19 Exon 20

June 2024 7

Presenter Notes
Presentation Notes
1st Line:UCI 23-66 Dr. NagasakaInclusionPhase 1b Dose Expansion enroll into 3 cohorts:	1. Cohort 1: HER2 TKD mutation-positive NSCLC previously treated	2. Cohort 2: HER2 TKD mutation-positive NSCLC first-line treatment	3. Cohort 3: non-TKD HER2 mutation-positive NSCLC (exploratory)Documented HER2 aberration: overexpression OR gene amplification OR non-synonymous somatic OR gene rearrangement involving HER2 or NRG1Slots required prior to consentingUCI 21-234Dr. NagasakaInclusion:Treatment Naïve for palliative intent systemic therapy in locally advanced or metastatic disease. Documented Her2 Exon 19 or 20 mutationTumor sample must be available for central testing from fresh or archival. No Slot Required prior to consenting if mutation of HER2 is available.2nd Line:UCI 21-234InclusionTreatment Naïve for palliative intent systemic therapy in locally advanced or metastatic disease. Documented Her2 Exon 19 or 20 mutationTumor sample must be available for central testing from fresh or archival. No Slot Required prior to consenting if mutation of HER2 is available.

https://www.dropbox.com/scl/fi/yhguw5f0zs0csfy0wjrps/UCI-21-234.pdf?rlkey=bsmmbgzsvxa2u9372dryxg5pp&dl=0
https://www.dropbox.com/scl/fi/x0kn91dq6h48lcptwu055/UCI-23-66.pdf?rlkey=a8of2wepqnahy61sgr554pcl2&dl=0
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KRAS G12C G12A, G12D, G12R, G12S, 
G12V1L

2L
UCI 22-88 (RMC-6291 

Revolution Med)

Mechanism: TKI
Coord: Richard Chang

Accrual: 4/30

UCI 18-78 (Mirati MRTX-
849) 

Mechanism: TKI
Coord: Celest Ramirez

24/50

UCI 21-53 (Loxo Oncology, 
Inc. LOXO-RAS-20001

Mechanism: TKI
Coord: Jenny Choe

Accrual: 6/16

UCI 22-87 (RMC-6236 
Revolution Med)

Mechanism: TKI
Coordinator: Oliver Quines

Accrual: 14/30

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

Mechanism: TKI
Coord: Richard Chang

Accrual: 0/5

June 2024 8

Open to Accrual Low Accruing Pending Activation

UCI 23-116 (RMC-6291 
Revolution Medicine)

Mechanism:  TKI
Coordinator: TBD

Accural: 0/15

Presenter Notes
Presentation Notes
1L:UCI 22-30:Dr. NagasakaA 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 MutationCohort 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 approvalEXCLUSION:Mixed small cell lung cancer and NSCLC histology2L:UCI 22-88: Dr. OuPhI/IB of RMC-6291 Monotherapy in Subj w/ Advanced KRASG12C Mutant Solid TumorsAllows Prior lines of KRAS G12C TKI, will allow all studies to enroll to this  trial.For Part 1 - Dose Escalation, subjects with any KRASG12C solid tumor histology will be enrolled; For backfill cohorts of Part 1 - Dose Escalation, only subjects with a KRASG12C-mutant tumor who have not been previously exposed to a KRASG12C inhibitor (KRASG12Ci-naïve) will be enrolled; For Part 2 - Dose Expansion, subjects with KRASG12C NSCLC and CRC who are KRASG12Ci-naïve will be enrolled. EXCLUSION: *Slots Required prior to consentingUCI 18-78Dr. OuA Phase I/II Multiple Expansion Cohort Trial of MRTX849 in Patients with Advanced Solid Tumors with KRAS G12C MutationPhase 2 Cohort D: Other solid tumors outside of NSCLC/CRC; unresectable or metastatic disease. Phase 1b 1st-line treatment for NSCLC; patients with limited brain metastases; CRC patients for combination with cetuximab. No available treatment or patient declines therapyAllows  prior systemic therapy(Chemo, immune or investigational therapy)EXCLUSION:Phase 2, patients must have received at least platinum chemotherapy and checkpoint inhibitor therapy AND no prior treatment with targeted KRAS G12C therapy.*Slots Required prior to consenting(Currently no slots available)UCI 21-53Dr. OuA 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) foradvanced or metastatic disease, except as allowed in Inclusion Criterion #4.UCI 22-87Dr. OuPhase I/IB Multicenter Open-Label Study of RMC-6236 in Subjects with Advanced Solid Tumors Harboring Specific Mutations in KRASParticipating in PART 2 dose expansion only and not participating in food effect portion of the studyNSCLC: 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 2LUCI 23-116Dr. Ou Phase 1b, Multicenter, Open-Label, Dose Escalation and Dose Expansion Study of RMC-6291 in Combination with RMC-6236 in Participants with Advanced KRAS G12C-Mutated Solid Tumors

https://www.dropbox.com/scl/fi/0negkrmyeost6qro7yxgk/UCI-22-88.pdf?rlkey=9hffb50genxt85dvc1tu603m4&st=sbgrvusv&dl=0
https://www.dropbox.com/scl/fi/0negkrmyeost6qro7yxgk/UCI-22-88.pdf?rlkey=9hffb50genxt85dvc1tu603m4&st=sbgrvusv&dl=0
https://www.dropbox.com/scl/fi/pb7ra0u3dr71m0i980jbl/UCI-18-78.pdf?rlkey=h74hcv2qscn749cnx24wzunxc&dl=0
https://www.dropbox.com/scl/fi/pb7ra0u3dr71m0i980jbl/UCI-18-78.pdf?rlkey=h74hcv2qscn749cnx24wzunxc&dl=0
https://www.dropbox.com/scl/fi/hmfjdlr6ljsfopp3b196h/UCI-21-53.pdf?rlkey=dykat0aempajikk5pwpt1zrbg&dl=0
https://www.dropbox.com/scl/fi/hmfjdlr6ljsfopp3b196h/UCI-21-53.pdf?rlkey=dykat0aempajikk5pwpt1zrbg&dl=0
https://www.dropbox.com/scl/fi/qhh6rfjxoqm0w19h73r7n/UCI-22-87.pdf?rlkey=ypy5t6z6cnzm8wqxz393baku2&dl=0
https://www.dropbox.com/scl/fi/qhh6rfjxoqm0w19h73r7n/UCI-22-87.pdf?rlkey=ypy5t6z6cnzm8wqxz393baku2&dl=0
https://www.dropbox.com/scl/fi/2ntz1zxis9w8q91qfn6nu/UCI-22-30.pdf?rlkey=jn3its1gsjm0n36uyovzjov79&dl=0
https://www.dropbox.com/scl/fi/2ntz1zxis9w8q91qfn6nu/UCI-22-30.pdf?rlkey=jn3its1gsjm0n36uyovzjov79&dl=0
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NRG-LU007

Treatment: (Randomized) Group 1: 
Atezolizumab Alone. Group 2: 

Atezolizumab + Radiation

Mechanism: Immunotherapy + Radiation
Coord: Richard Chang

Accrual: 1/10

ADVANCED/METASTATIC

UCI 23-178

Treatment: BL-B01D1 IV
Mechanism: IP binding to EGFR/HER3, 

antibody fragments of IP bind to 
EGFR/HER3, Fc segment of (ADCC)

Coord: TBA
Accrual: 0/17

June 2024 9

Open to Accrual Low Accruing Pending Activation

Presenter Notes
Presentation Notes
NRG-LU0007Dr. Harris)Randomized Phase II/III Trial of Consolidation Radiation + Immunotherapy for ES-SCLC: RAPTOR Trial (0/5 enrolled)Must have received 3 cycles of Etoposide/Platinum  chemo + AtezolizumabRandomized Trial to Arm 1: Atezolizumab Alone or Arm 2: Atezolizumab + concurrent Radiation TherapySmall Cell Lung Cancer OnlyUCI 23-178 (OPEN TO ACCURAL)Dr. OuPhI BL-B01D1 in Subjects with Metastatic or Unresectable Non-Small Cell Lung CancerInclusion:Subjects without AGA: Must have negative test results for (EGFR) and (ALK). Must have noknown genomic alterations in (ROS1), (NTRK), (BRAF),(MET) exon 14 skipping,(RET) and (KRAS).  They must meet 1 of the following prior therapy or locally advanced ormetastatic NSCLC:• Received and refractory to at least one platinum-based chemotherapy with α-PD-1/L1monoclonal antibody given either concurrently or in separate lines of therapy.Subjects with AGA must have one or more documented actionable genomic alteration(s):EGFR, ALK, ROS1, NTRK, BRAF, KRAS, MET exon 14 skipping, or RET and mustmeet the following for advanced or metastatic NSCLC. must have been treated and refractory with 1 or more prior lines ofapplicable targeted therapy that is locally approved for the participant's genomicalteration at the time of screeningExclusion:Mixed small-cell lung cancer (SCLC) and NSCLC histologyIn the adjuvant (or neoadjuvant) treatment of anthracyclines, the cumulative dose of anthracyclines is> 360 mg/m2Unstable thrombotic events such as DVT, arterial thrombosis, and PE requiring therapeutic intervention within the previous 6 months before screening; Infusion set-related thrombosis is excluded

https://www.dropbox.com/scl/fi/ptbnncemai3yc403exa0k/NRG-LU007.pdf?rlkey=y8qppo762z671k3zhfroingro&dl=0
https://www.dropbox.com/scl/fi/ebekxsedl81qah9aqzx9q/UCI-23-178.pdf?rlkey=z0y7ey4lfo26w9nisu61rt5kg&st=s5bgk7qt&dl=0
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2L
UCI 16-79 (TPX-0005)

Mechanism: TKI
Coord: Stephanie Fernandez

Accrual: 17/35

June 2024 10

Open to Accrual Low Accruing Pending Activation

Presenter Notes
Presentation Notes
UCI 16-79Dr. NagasakaINCLUSION: Histologically or cytologically confirmed diagnosis of locally advanced or metastatic solid tumor (including non-Hodgkin Lymphoma and primary CNS tumors) that harbor an ALK, ROS1, NTRK1, NTRK2, or NTRK3 gene rearrangement as by any nucleic acid based diagnostic testing, FISH and Immunohistochemistry (IHC). All subjects must have archival tissue sample or de novo sample available and collected prior to enrollment. At least 7 days or 5 half-lives (whichever is shorter) must have elapsed since completion of treatment with the last ALKi, ROS1i, or TRKi prior to starting treatment with TPX-0005 for subjects enrolling into the TKI-refractory expansion cohorts. All side effects from prior treatments with ALKi, ROS1i, and TRKi must have resolved to grade ≤ 1 prior to starting treatment with TPX 0005; however, the most immediate treatment prior to enrollment does not have to be a TKI.Prior ALKi allowed include crizotinib, ceritinib, alectinib, brigatinib, lorlatinib, ensartinib, ASP3026, TSR- 011. Prior ROS1i allowed include crizotinib, ceritinib, lorlatinib, brigatinib, entrectinib, ensartinib, DS6051b, ASP3026, cabozantinib. Prior TRKi allowed include entrectinib, larotrectinib, LOXO-195, DS6051b. Crizotinib is not considered a TRKi for the purpose of this trial. Other prior ALKi, ROS1i, and TRKi not listed above may be allowed after discussion with TP Therapeutics EXCLUSION: Symptomatic brain metastases or leptomeningeal involvement.

https://www.dropbox.com/scl/fi/3j899clbefl6et9eaa1ja/UCI-16-79.pdf?rlkey=5cjx0digpdfyvgf589gsvm4fb&dl=0
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All Comers

3L
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ROS1

1L

2L UCI 21-47 ( NVL-520 Nuvalent)

Mechanism: TKI
Coord: Keagan Buttigieg

Accrual: 9/28

June 2024 13

Open to Accrual Low Accruing Pending Activation

Presenter Notes
Presentation Notes
UCI 21-47Dr. NagasakaA 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 mmunotherapy. 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/xog10h1vunn7kxcfk64km/UCI-21-47.pdf?rlkey=qyxrc3b6ce56ox6dliswjua9f&dl=0
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UCI 21-238: Database & Repository of 
Asian female never smokers w/ low 

dose CT scan Screening Study
 

Mechanism: D
Coord: TBD

Accrual: 0/100

June 2024 14

Presenter Notes
Presentation Notes
UCI 21-238Dr. Ou(IIT w/ NYU Langone Health Perlmutter Cancer Center) / New York Female Asian Nonsmoker Screening Study (FANSS)Inclusion of Women and Minorities Women of Asian/Asian continent ancestry and ethnic groups are eligible for this trial.  Inclusion: Age 40-74 FemaleNever Smoker defined as a lifetime exposure of less than 100 cigarettes. Identify as from Asian descent, defined as having reported ancestry or race from the continent of Asia. Individuals with mixed heritage are eligible. Exclusion:Prior history of lung cancer. Treatment for, or advisement by a physician of evidence of any cancer within the past five years, with the exceptions of non-melanoma skin cancer and most in-situ carcinomas based on PI discretion. (Treatment for, or evidence of, melanoma or in-situ bladder/transition cell carcinomas within the preceding five years renders the potential participant ineligible.) Participation in a cancer prevention trial. Present symptoms suggestive of current lung cancer, including: unexplained weight loss of over 15 pounds within the last 12 months or unexplained hemoptysis. Medical or psychiatric condition precluding informed medical consent. Pneumonia or acute respiratory infection within 12 weeks of enrollment that was treated with antibiotics under physician supervision. 
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1L

2L
UCI 23-148: CJRB-01 (oral) + 

Pembrolizumab 

Mechanism:  Live 
biotherapeutic product 

containing a novel strain
belonging in the species 

Leuconostoc mesenteroides (L. 
mesenteroides + Pembrolizumab

Coord: TBD
Accrual: 0/12

June 2024 15

UCI 21-242: Ph III Durvalumab 
Combo w/Dato-DXd vs Pembro 

Mechanism: Chemo + 
experimental drug

Coord: Celest Ramirez
Accrual: 0/12

Presenter Notes
Presentation Notes
UCI 23-148Dr. NagasakaPhIIIDurvalumab Combo w/Dato-DXd vsPembro Tx of Pts w/Local-Adv MetNSCLC w/oActionable GenomicAlter Inclusion: Stage IIIB, IIIC, IV metastatic NSCLC - Squamous or non-squamous histology cNo prior chemotherapy or other systemic therapy for first-line Stage IIIB, IIIC or IV metastatic NSCLCAt least 1 measurable lesionNo actionable genomic alterationsMandatory FFPE tumour sampleECOG PS 0 or 1Known central PD-L1 statusTROP2 expressionExclusion: QTCf >470msOther toxicities/diseases hindering lung functioningMajor surgery within 3 weeks of first dosePalliative radiation within 2 weeks of first doseUCI 23-148Dr. NagasakaPhase I/II Open Label, Safety and Preliminary Efficacy Study of a Live Biotherapeutic Product (CJRB-101) in Combination with Pembrolizumab in Subjects with Selected Types of Advanced or Metastatic Cancer Inclusion: Diagnosis of locally advanced unresectable or metastatic NSCLC, HNSCC, or melanoma insubjects who are ICI treatment-naïve or relapsed/refractory, including PD-1/PD-L1 inhibitors.Immune checkpoint inhibitors treatment-naïve subjects who are considered candidates to receive pembrolizumab per approved indication will be eligible for enrollment intoPhase 1.• Immune checkpoint inhibitors treatment relapsed/refractory subjects will be eligible to beenrolled into Phase 1 and Phase 2.Immune checkpoint inhibitors treatment-naïve subjects must meet the following criteria• NSCLC:Subjects with metastatic or with unresectable, recurrent NSCLC whose tumorsmust express PD-L1 [TPS≥50%] as determined by FDA-approved test (ex. PD-L1IHC 22C3 pharmDx)• HNSCC:Subjects with metastatic or with unresectable, recurrent HNSCC whose tumorsexpress PD-L1 [CPS ≥20] as determined by an FDA-approved test (ex. PD-L1 IHC22C3 pharmDx)• Melanoma:Irrespective of PD-L1 result and BRAF V600 mutation (PD-L1 test is not requiredfor subjects with melanoma)Exclusion:Cancer type and genomic tumor aberrations:• NSCLC subjects with EGFR or ALK genomic tumor aberrations.• HNSCC subjects with nasopharyngeal cancer

https://www.dropbox.com/scl/fi/k5z8nlc6c1i2c5dvjsuwa/UCI-23-148.pdf?rlkey=oeff2197emjihc6ll3ijj6z7y&st=mn0h9v36&dl=0
https://www.dropbox.com/scl/fi/x8yil44tfq1d5cisq7ojk/UCI-21-242.pdf?rlkey=slh0fo88qxmqu5624uqv1e0r8&st=2k2fiecp&dl=0
https://www.dropbox.com/scl/fi/fkehkjt90lmdrspeijpb0/UCI-22-86.pdf?rlkey=dm4g0i0qfnksb3pfwle2rocnx&st=g5hphafx&dl=0
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UCI 22-86: Gut Microbiome 
Study

Mechanism: Fecal Collection
Coord: Stefanie Fernandez

Accrual: 1/100

Presenter Notes
Presentation Notes
UCI 22-86Dr. NagasakaA 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 is on FDA approved and non-approved PD1 inhibitors or PDL1 inhibitor 18 years oldExclusion:Patient is clinically unstable per PI discretion

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
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