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LUNGMAP Objectives
• Title: A Master Protocol to Evaluate Biomarker-Driven Therapies and 

Immunotherapies in Previously-Treated Non-Small Cell Lung Cancer (Lung-MAP 
Screening Study)

• Primary Objectives
– Test patient specimens to determine eligibility for participation in the biomarker-driven and non-

matched sub-studies included within the Lung-MAP umbrella protocol. 
• Secondary Objectives 

– Screening Success Rate Objective
• To evaluate the screen success rate defined as the percentage of screened patients that register for at 

therapeutic sub-study. Screen success rates will be evaluated for the total screened population and by the 
subset of patients screened following progression on previous therapy or pre-screened on current therapy. 

– Translational Medicine Objective 
• To evaluate circulating tumor DNA (ctDNA) and compare to the FMI Foundation tissue molecular profiling 

results in patients who submit a new biopsy for screening. 
• To establish a tissue/blood repository. 
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Presentation Notes
LungMAP is an Umbrella Master protocol for patients of all histologies of NSCLC using a central test (Foundation Medicine) to determine eligibility for biomarker driven substudies. If a patient qualifies for 2 boiomarker driven-substudies, weight is given more to the one with less biomarker frequency. Those that do not qualify for biomarker driven studies get assigned to non-match arm. patients with driver alterations (eg. ALK, EGFR) are allowed after receiving SOC targeted therapies.



Foundation One testing 
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Patients with NSCLC are eligible for this study. Patients with driver mutations who have progressed on SOC therapy are eligible. Screening infolves a liquid biopsy, PDL1 testing and now includes commercial testing through Foundation One. 
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As of the first week of July over 2500 patients have been screen on lung-map protocol and 1800 on the previous screening trial S1400. Most patients are screened at diagnosis and are ready to enroll at progression Of those over 1000 patient have ultimately participated in a clinical substudy. Lung map is open at 418 sites throughout the country. 
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S1900E is for patients with KRAS G12C after frontline therapy. This study is evaluating the efficacy of AMG 510 (sotorasib) in patients with several mutations associated with poor prognosis. Cohort 1 (co-mutation with TP53): Presence of TP53 mutations AND Wild Type LKB1/STK11, KEAP1, NFE2L2, CUL3Cohort 2 (co-mutation with LKB1/STK11): Presence of LKB1/STK11 co-mutations. Wild type for other alterations not required.  Cohort 3 (all others): All patients not eligible for Cohorts 1 and 2 will be included in Cohort 3.  If each cohort accrues a total of 40 eligible patients, and assuming that 10% of patients will be determined to be ineligible, then a total of 132 patients will be accrued to this study. 



S1800D Schema

Standard of Care: Docetaxel + Ramucirumab, Docetaxel, Gemcitabine, Pemetrexed
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S1800D is a non-match study evaluating patients who have progressed on anti-PDL1 therapy. Patients will be separated into those patients with primary resistance (who progressed on prior anti-pdl1 within 12 weeks, or acquired resistance from those who progressed after 12 weeks. Within each cohort patints will be randomized ot standard of care chemotherapy or immunotherapy with IL15 superagonist N803. N803 has been demonstrated to increased CD8 effector function, particularly in combination with anti-PDL1. 
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As you can appreciate, LUNG-MAP is a  from S1800A huge undertaking and was great to see these results presented at ASCO by Dr. Karen Reckamp. 
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S1800A was part a non-match substudy for patients who progressed on both antiPD1 and platinum-based therapy. They were randomized to standard of care vs pembrolizumab _ ramucirumab. Primary endpoint was overall survival. 
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This was a positive trial, with a median OS for ramu and pembro of 14.5 months compared to 11.6 months with standard of care, with a hazard ratio of 0.69. The majority of patients in the standard of care arm received docetaxel plus ramu. This is one of the first trials to show activity after already progressing on a pd1 inhibitor. A confirmatory phase III study is in development, and if demonstrates similar results would be practice changing. 
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This is truly a group effort between multiple coopereative groups, FDA and industry sponsors. 
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Important to also thank our patients for participating. 
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