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• Consultant for Mirati therapeutics, Avellino, GlaxoSmithKline, and Roche

This presentation and/or comments will be free of any bias toward or promotion of the above referenced companies or their 
product(s) and/or other business interests.

This presentation and/or comments will provide a balanced, non-promotional, and evidence-based approach to all diagnostic, 
therapeutic and/or research related content.

This presentation has been peer-reviewed and no conflicts were noted. 
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Cultural Linguistic Competency (CLC) & Implicit Bias (IB)

STATE LAW:

The California legislature has passed Assembly Bill (AB) 1195, which states that as of July 1, 2006, all Category 1 CME activities that relate to patient care must include a 
cultural diversity/linguistics component. It has also passed AB 241, which states that as of January 1, 2022, all continuing education courses for a physician and surgeon 
must contain curriculum that includes specified instruction in the understanding of implicit bias in medical treatment.

The cultural and linguistic competency (CLC) and implicit bias (IB) definitions reiterate how patients’ diverse backgrounds may impact their access to care.

EXEMPTION:

Business and Professions Code 2190.1 exempts activities which are dedicated solely to research or other issues that do not contain a direct patient care component. 

The following CLC & IB components will be addressed in this presentation: 

 Will mention underserved populations in clinical research.

 Will mention biomarker testing and those that are not tested who are then not served correctly.
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https://leginfo.legislature.ca.gov/faces/billNavClient.xhtml?bill_id=200520060AB1195
https://leginfo.legislature.ca.gov/faces/billNavClient.xhtml?bill_id=201920200AB241
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Resectable Lung Cancer:

 45-75% of Patients diagnosed with resectable NSCLC have high risk for recurrence based 
on stage

Cooper. Pathology. 2011;43:103. Langer. JCO. 2010;28:5311. Galon. Immunity. 2013;39:11. 
Pao. Lancet Oncol. 2011;12:175. Krigsfeld. AACR 2017. Abstr CT143.
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Lung Cancer Treatment 2000: Poor Outcomes

 Nonsquamous and squamous 
histologies

 No differences

 Efficacy not so encouraging

 Easy for providers to “take home a 
message”

 “Treat with any doublet you would like

Schiller et al 2002. N Engl J Med; 346:92-98
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BATTLE Trial 2007
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Early-Stage NSCLC: Role of Adjuvant Chemo

• Adjuvant chemotherapy is considered for patients 
with resected stage IB and higher NSCLC, 
including those with tumors >4 cm 

• Adjuvant chemotherapy conferred a 5-year 
absolute benefit of ~5% (OS HR 0.89)

• Given the advances we have made in NSCLC 
since 2008, what is the role of newer therapies 
(specifically targeted therapy) in early-stage 
disease? 

LACE meta-analysis. Pignon JP, et al. J Clin Oncol. 2008;26:3552-3559.
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Resectable Lung Cancer:

Godoy et al 2023. Biomarker research
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Current Molecular Testing Guidelines

NCCN ESMO Pan-Asian£ Updated CAP/
IASLC/AMP

Year [Reference] 2023 [33] 2023 [96] 2019 [97] 2018 [10]

Multi-panel testing

RNA-based testing 

Testing for SqCC

Testing for non-sqCC

ALK*

ROS-1

EGFR***

BRAF

KRAS G12C

HER2 

NTRK

METex14

RET

Recommended

Recommended as part of larger panel (not stand-alone)

preferred, consider if available

Consider if DNA-based testing negative

Recommended for all squamous cell

Recommended only if clinical features indicate a higher probability of 
an oncogenic driver (age<50 years, never smoker, former light smoker< 
15 years, quit smoking >15 years ago) 
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Older Studies of Adjuvant EGFR-Directed 
Therapy Did Not Show Definitive Benefit 

Kelly K, et al. J Clin Oncol. 2015;33:4007-4014.

 The RADIANT trial randomized patients to 2 years of adjuvant erlotinib vs placebo, but only a small 
subset (161/973 patients) had EGFR-positive NSCLC 

 Among these patients, a trend toward improved disease-free survival was seen with adjuvant 
erlotinib
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Molecular and PD-L1 Testing

Pennell. ASCO Educ Book. 2019;39:351; Godoy. Biomark Res. 2023;11:7; NCCN Guidelines. Non-small cell lung cancer. V8.2024 

o Approved Therapies:
1. Atezolizumab: IMpower010 Trial
2. Pembrolizumab: KEYNOTE-091 trial
3. EGFR: Adjuvant Osimertinib: ADAURA 

Trial
4. ALK Fusion: Adjuvant Alectinib: ALINA 

Trial

o Approved Therapies:
1. Nivolumab: CheckMate 816 Trial
2. Neoadjuvant Nivolumab + 

Chemotherapy/Adjuvant 
Nivolumab: CheckMate77T

3. EGFR: Adjuvant Osimertinib: 
ADAURA Trial

4. ALK Fusion: Adjuvant Alectinib: 
ALINA Trial

o Approved Therapies:
1. EGFR: Consolidation Osimertinib: LAURA 

trial 
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ADAURA Trial: Phase III

Wu Y-L R, et al. N Engl J Med. 2020;383:1711-1723.

* At the time of recruitment, staging was determined according to the 7th edition of the Cancer Staging Manual of the AJCC
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ADAURA: Updated DFS (INV) by Stage 
(8th Edition AJCC)

Tsuboi M, et al. ESMO 2022. 
Abstract LBA47.
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*Median Follow-Up for Overall 
Survival in All Patients:
• Osimertinib 59.9 Months
• Placebo: 56.2 Months

Herbst RS, et al. J Clin Oncol. 2023;41(10):1830-1840. 

 Consistent OS benefit 
 Consistent across all patient 

subgroups, including those with 
stage IB, II, or IIIA disease and in 
patients who did or did not receive 
prior adjuvant chemotherapy.

ADAURA: Final OS Analysis

Data Cutoff: January 27, 2023
Tick marks indicated censored 
data. 
Alpha allocation of 0.0497.
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Herbst RS, et al. J Clin Oncol. 2023;41(10):1830-1840. 

ADAURA: Full Analysis Set (INV): Updated CNS
Patients With Stage II/IIA Disease
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Herbst RS, et al. J Clin Oncol. 2023;41(10):1830-1840. 

ADAURA: All Causality Adverse Events (>10% of 
patients)
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NeoADAURA Trial: Phase III

Tsuboi et al 2021. Fut Oncol
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Treatment of Early-Stage NSCLC with 
Immunotherapy

18
Godoy LA, et al. Biomarker Research 2023. 
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Adjuvant Immunotherapy in Resected NSCLC

1. NCT02486718. 2. Felip. Lancet. 2021;398:1344. 3. Felip. WCLC 2022. Abstr PL03.09. 4. NCT02504372. 5. O’Brien. Lancet Oncol.2022;23:1274. 6. Pas-Arez. ESMO 2022. Abstr VP3-2022.
5. Clin Care Options 2024 
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Adjuvant Immunotherapy in Resected NSCLC

1. Felip. Lancet. 2021;398:1344. 2. Wakelee. ASCO 2024. Abstr LBA8035. 3. Atezolizumab PI. 4. Paz-Ares. ESMO Virtual 2022. Abstr VP3-2022. 5. O'Brien. Lancet Oncol. 2022;23:1274. 6. Pembrolizumab PI.
2. Clin Care Options 2024
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Neoadjuvant Immunotherapy: CheckMate 816

Spicer J, et al. ASCO 2021. Abstract 8503; Forde PM, et al. N Engl J Med. 2022;386:572-573.
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CheckMate 816:

1. Forde. NEJM. 2022;386:1973. 2. Nivolumab PI. 3. Spicer. ASCO 2024. Abstr LBA8010.
2. Clin Care Options 2024 
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CheckMate 816:

1. Spicer. ASCO 2024. Abstr LBA8010. 
2. Clin Care Options 2024 
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Lung Cancer: New FDA Approvals in Resectable NSCLC

 Alectinib

o 04/2024 approved for adjuvant therapy for ALK positive NSCLC

o ALINA trial

 Durvalumab

o 08/2024 approved in combination with chemotherapy for neoadjuvant treatment for resectable 
NSCLC followed by adjuvant durvalumab treatment after surgery

o AEGEAN trial

 Neoadjuvant Nivolumab + Chemotherapy/Adjuvant Nivolumab

o 10/2024 approved in resectable NSCLC with no known EGFR mutations or ALK rearrangements

o CheckMate 77T
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ALINA Trial

Wu. NEJM. 2024;390:1265. NCT03456076.
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ALINA Trial

Wu. NEJM. 2024;390:1265. NCT03456076.
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AEGEAN Trial

NCT03800134. Mitsudomi. WCLC 2023. Abstr OA12.05. Heymach. AACR 2023. Abstr CT005.
Clin Care Options, 2023
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AEGEAN Trial

Heymach et al 2023. ACR
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AEGEAN Trial

Heymach et al 2023. ACR
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CheckMate 77T Trial

Cascone et al 2024. ESMO
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CheckMate 77T Trial

Cascone et al 2024. ESMO
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CheckMate 77T Trial

Cascone et al 2024. ESMO
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LEARN Trial

• LCMCA (LEADER) Screening Trial
• Umbrella trial – detect actionable oncogenic drivers by NGS in patients with resectable, early-stage 

NSCLC
• Oncogenic driver detected – matched to effective targted therapy for metastatic NSCLC
• No oncogenic driver detected – standard of care or neoadjuvant nivolumab and chemotherapy

Godoy et al 2023. Biomarker research
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LEARN Trial

Chaft et al 2024. ASCO abstract 8068

• 33% of patients with tissue and/or liquid testing had an actionable driver mutation
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LEARN Trial

Chaft et al 2024. ASCO abstract 8068
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Expanding Eligibility Criteria
 Initial recommendations prioritized assessment of specific eligibility criteria:

• Brain Metastases

• Minimum Age

• HIV/AIDS

• Organ Dysfunction

• Prior and Concurrent Malignancies

• Expanded recommendations for eligibility criteria:

• Washout Periods and Concomitant Medications

• Prior Therapies

• Laboratory Reference Ranges and Test Intervals 

• Performance Status
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Multidisciplinary Approach

Clin Care Options 2024
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Conclusions

 Lung cancer has dramatically changed the landscape of precision 
medicine

 Neoadjuvant/adjuvant therapies can help improve outcomes and 
reduce recurrences

 Biomarker-driven therapy extending from advanced stage to early-
stage NSCLC requires a multidisciplinary approach 



Thank you!

linkedin.com/in/ed-kim-1a416260/
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