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We Encourage Clinicians in Practice to Submit Questions 

Feel free to submit questions now before the program 
begins and throughout the program.



Familiarizing Yourself with the Zoom Interface
How to answer poll questions

When a poll question pops up, click your answer choice from the available options. 
Results will be shown after everyone has answered.



Familiarizing Yourself with the Zoom Interface

Expand chat submission box

Drag the white line above the submission box up to create 
more space for your message.



Familiarizing Yourself with the Zoom Interface

Increase chat font size

Press Command (for Mac) or Control (for PC) and the + symbol. 
You may do this as many times as you need for readability.
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Agenda

Introduction: Tumor Board Discussions Since ASCO 2021?
Module 1: Immunotherapy in Surgically Resectable Non-Small Cell Lung Cancer
• Case: A 62-year-old woman with Stage IIA lung adenocarcinoma – PD-L1-negative, pan-wild type
• Case: A 56-year-old man with Stage IIA squamous NSCLC – PD-L1 15%
• Case: A 90-year-old man with Stage IB lung adenocarcinoma – PD-L1 10%
• Key relevant data sets

Module 2: Adjuvant Treatment of NSCLC with a Driver Mutation
• Case: A 68-year-old man with Stage III lung adenocarcinoma – PD-L1 <1%, EGFR L858R mutation
• Case: A 49-year-old woman with Stage IIIA lung adenocarcinoma – PD-L1 50%, ALK mutation
• Key relevant data sets
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Thorac Surg Clin 2020;30(2):179-185.
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Pignon JP et al. J Clin Oncol 2008 Jul 20;26(21):3552-9 
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Chasing Progress in Metastatic NSCLC
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Ongoing Adjuvant PD-1/PD-L1 IO trials

Drug/Trial Description Stages entered Description Primary endpoint

Nivolumab US, NCI (ECOG), 
Observational 
control

IB (4cm)-IIIA
After Adj Chemo 
+/- radiation

Phase 3
Allows PD-L1 +/-

OS/DFS

Atezolizumab Global, Placebo 
controlled

IB (4cm)-IIIA
After Adj Chemo

Phase 3
Allows PD-L1 +/-

DFS

Durvalumab Global, Placebo 
controlled

IB (4cm)-IIIA
After Adj Chemo

Phase 3
Allows PD-L1 +/-

DFS

Pembrolizumab ETOP/EORTC, 
Placebo 
Controlled

IB (4cm)-IIIA
After Adj Chemo

Phase 3
Allows PD-L1 +/-

DFS

Courtesy of Heather Wakelee, MD
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Wakelee HA. IASLC 2021;Abstract WS06.04

Neoadjuvant/Adjuvant Immunotherapy for 
Curing Nondriver Genes
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Case Presentation: A 62-year-old woman with Stage IIA 
lung adenocarcinoma – PD-L1-negative, pan-wild type

Dr Jarushka Naidoo• Incidental finding of a 7-cm right-sided lung mass with no other areas of 
metastatic disease after she presents to the ER after a motor vehicle accident

• NGS: No actionable mutations; PD-L1 assay: Negative

• Resection → Stage IIA, T3N02a

Questions
• When do you think mature data in terms of overall survival will be available for 

IMpower010? 
• May we use the 22C3 assay for assessing PD-L1 status for patients where administration of 

atezolizumab is planned? 
• Are there any data available on patients who have relapsed after atezolizumab, what are the 

patterns of relapse? Does administering immunotherapy early change the natural history of 
lung cancer in some way? 



ctDNA as a biomarker for treatment selection

Dr Jarushka Naidoo



Case Presentation: A 56-year-old man with Stage IIA 
squamous NSCLC – PD-L1 15%

Dr Jarushka Naidoo• Smoker who attends a lung cancer screening clinic is found to have a 4-cm
right-sided lung mass on non-contrast CT
- PET-CT identifies an FDG-avid right hilar lymph node, squamous NSCLC
- Stage IIA, T2bN1
- PD-L1: 15%

Questions
• Does PD-L1 score matter when deciding between a neoadjuvant and adjuvant approach 

for a patient? What are the cut-off values?
• What role does TMB play in your decision-making?



Role of surgery after neoadjuvant therapy

Dr Jarushka Naidoo



Case Presentation: A 90-year-old man with Stage IB 
lung adenocarcinoma – PD-L1 10%

Dr Jarushka Naidoo• Multiple medical comorbidities, ECOG PS 2 
• He undergoes right upper lobe lobectomy for a Stage IB adenocarcinoma
• PD-L1 assay: 10% 

• He has a slow postoperative recovery and returns for next appointment 10 weeks later

Questions
• What adjuvant treatment would you have recommended for this patient?
• From IMpower010, what do we know about the efficacy of atezolizumab in the Stage IB 

patient population?

• For this patient with multiple medical comorbidities in a poor performance status, should we 
think about adapting the algorithm and giving the patient atezolizumab alone and forgoing 
the chemotherapy? 



Chaft JE. IASLC 2021;Abstract PL05.04  

IO in the Surgically Resectable Patient 



Phase 3 IMpower010 Study: Schema

Completely resected stage IB-IIIA 
NSCLC per UICC/AJCC v7

• Stage IB tumors ≥4 cm
• ECOG PS 0-1
• Lobectomy/pneumonectomy
• Tumor tissue for PD-L1 analysis

Atezolizumab
1,200 mg Q21D

16 cycles

Cisplatin + 
pemetrexed, 
gemcitabine, 
docetaxel or 
vinorelbine

1-4 cycles
N = 1,280

Survival 
follow-up

Stratification factors
• Male/female
• Stage (IB vs II vs IIIA)
• Histology
• PD-L1 tumor expression statusa: 

TC2/3 and any IC vs TC0/1 and IC2/3 
vs TC0/1 and IC0/1

Primary endpoints
• Investigator-assessed DFS tested 

hierarchically: 
– PD-L1, TC ≥1% (per SP263) stage II-IIIA 

population
– All-randomized stage II-IIIA population
– ITT population (stage IB-IIIA)

Exploratory endpoints
• OS in ITT population
• DFS in PD-L1 TC ≥50% (per 

SP263) stage II-IIIA population
• 3-year and 5-year DFS in all 3 

populations

BSC

R

1:1

N = 1,005

No crossover

Wakelee HA. ASCO 2021; Abstract 8500  
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IMpower010: DFS in the PD-L1 TC ≥1%
Stage II-IIIA Population (Primary Endpoint)

No. at Risk

Atezolizumab 248 235 225 217 206 198 190 181 159 134 111 76 54 31 22 12 8 3 3

BSC 228 212 186 169 160 151 142 135 117 97 80 59 38 21 14 7 6 4 3

74.6%

61.0%

60.0%

48.2%DF
S,

 %

Time, mo

Atezolizumab
BSC

Atezolizumab
n = 248

BSC
n = 228

Median DFS (95% Cl), mo NE (36.1-NE) 35.3 (29.0-NE)

Stratified HR (95% Cl) 0.66 (0.50-0.88)

Stratified log-rank Pa .004b

Median follow-up: 32.8 mo (range = 0.1-57.5)

Wakelee HA. ASCO 2021; Abstract 8500  



IMpower010: DFS in the All-Randomized 
Stage II-IIIA Population (Primary Endpoint)

No. at Risk

Atezolizumab 442 418 384 367 352 337 319 305 269 225 185 120 84 48 34 16 11 5 3

BSC 440 412 366 331 314 292 277 263 230 182 146 102 71 35 22 10 8 4 3
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70.2%

61.6%

55.7%

49.4%DF
S,

 %

Atezolizumab
N = 442

BSC
N = 440

Median DFS (95% Cl), mo 42.3 (36-NE) 35.3 (30.4-46.4)

Stratified HR (95% Cl) 0.79 (0.64-0.96)
Stratified log-rank Pa .02

Median follow-up: 32.2 mo (range = 0-57.5)

Atezolizumab
BSC

Time, mo

Wakelee HA. ASCO 2021; Abstract 8500  



Chaft JE. IASLC 2021;Abstract PL05.04  

Adapted from Wakelee H et al. ASCO 2021;Abstract 8500  



Courtesy of Heather Wakelee, MD

IMpower010: early OS data at interim 
DFS analysis

OS data were immature at this pre-planned DFS interim analysis 

OS in the ITT population was not formally tested 

A trend toward OS improvement with atezolizumab was seen in the PD-L1 TC ≥1% stage II-IIIA population

PD-L1 TC ≥ 1% stage II-IIIA All-randomized stage II-IIIA ITT

HR,a 1.07 (95% CI 0.80, 1.42)HR,a 0.99 (95% CI 0.73, 1.33)HR,a 0.77 (95% CI 0.51, 1.17)

Clinical cutoff: January 21, 2021. a Stratified. Wakelee HA. ASCO 2021; Abstract 8500  
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IMpower010: PD-L1 TC ≥1% Stage II-IIIA Population 
DFS by Disease and Treatment Characteristics

Altorki N et al. IASLC 2021;Abstract PL02.05 



IMpower010: All-Randomized Stage II-IIIA Population 
DFS by Disease and Treatment Characteristics

Altorki N et al. IASLC 2021;Abstract PL02.05 



IMpower010: ITT (All-Randomized Stage IB-IIIA) Population 
DFS by Disease and Treatment Characteristics

Altorki N et al. IASLC 2021;Abstract PL02.05 



Courtesy of Eric Vallieres, MD



CheckMate 816 Phase III study design

Database lock: September 16, 2020; minimum follow-up: 7.6 months for NIVO + chemo and chemo arms.
aNCT02998528; this study included an exploratory arm: NIVO 3 mg/kg Q2W (3 cycles) + ipilimumab 1 mg/kg (cycle 1 only). Data from this arm are not included in this 
presentation; bDetermined by the PD-L1 IHC 28-8 pharmDx assay (Dako); cIncluded patients with PD-L1 expression status not evaluable and indeterminate; dNSQ: 
pemetrexed + cisplatin or paclitaxel + carboplatin; SQ: gemcitabine + cisplatin or paclitaxel + carboplatin; eVinorelbine + cisplatin, docetaxel + cisplatin, gemcitabine + 
cisplatin (SQ only), pemetrexed + cisplatin (NSQ only), or paclitaxel + carboplatin.
1. Forde PM, et al. Oral presentation at the AACR Annual Meeting; April 8–10, 2021; virtual. Abstract 5218.

Primary endpoints
• pCR by BIPR
• EFS by BICR

Key secondary endpoints
• MPR by BIPR
• OS
• Time to death or distant metastases

Key exploratory endpoints included
• ORR by BICR
• Feasibility of surgery; peri- and 

post-operative surgery-related AEs

Chemoe Q3W (3 cycles)

NIVO 360 mg Q3W 
+ 

chemod Q3W (3 cycles)
R

1:1

Key eligibility criteria
• Newly diagnosed, resectable, 

stage IB (≥ 4 cm)–IIIA NSCLC 
(per TNM 7th edition)

• ECOG PS 0–1
• No known sensitizing EGFR

mutations or ALK alterations

Stratified by
stage (IB/II vs IIIA), 

PD-L1b (≥ 1% vs < 1%c), and sex

Surgery 
(within 6 weeks

post-
treatment) 

Optional 
adjuvant 

chemo ± RT

Follow-
up

N = 358 Radiologic 
restaging

Spicer J. ASCO 2021;Abstract 8503  
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CheckMate 816: MPR Rate in the ITT Population

n/N 66/179 16/179

M
PR

 R
at

e,
 %

Difference

36.9%

8.9%

27.9%
OR = 5.70 

(95% CI, 3.16-10.26)

Spicer J. ASCO 2021;Abstract 8503  



CheckMate 816: pCR Rate (Primary Endpoint)

pCR Rate With Neoadjuvant Nivo + Chemo vs Chemo

• The addition of nivo to chemo increased pCR from 2.2% with chemo alone to 24% with chemo + nivo (P < .0001)

• pCR was assessed by central pathologists who were blinded to trial arms

• pCR rate in the exploratory nivo + ipi arm (ITT) was 20.4% (95% Cl, 13.4-29.0)

Courtesy of Brendan M Stiles, MDForde PM et al. AACR 2021. Abstract CT003. 



• Surgical specimens had a median of 10% residual tumor cells after chemo + nivo vs 74% after chemo alone

• Median viable tumor cells were 10% in the nivo + chemo arm and 74% in the chemo arm

CheckMate 816: Pathological Regression

Depth of Pathological Regression in Primary Tumor

Courtesy of Brendan M Stiles, MDForde PM et al. AACR 2021. Abstract CT003. 



Spicer J. ASCO 2021; Abstract 8503  

CheckMate 816: Type Of Surgery by 
Baseline Stage of Disease



Abstract OA11.01 
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Neoadjuvant Pembrolizumab for Early Stage 
Non-Small Cell Lung Cancer



Neoadjuvant Pembrolizumab for Early Stage 
Non-Small Cell Lung Cancer

Bar J et al. IASLC 2021;Abstract OA11.01  



Neoadjuvant Pembrolizumab for Early Stage 
Non-Small Cell Lung Cancer

Bar J et al. IASLC 2021;Abstract OA11.01  



Neoadjuvant Pembrolizumab for Early Stage 
Non-Small Cell Lung Cancer

Bar J et al. IASLC 2021;Abstract OA11.01  



Ongoing Phase 3 NEO-Adj PD-(L)1 NSCLC IO

Drug N Stages Description Primary 
Endpoint

Nivo + platinum 
Chemo (ipi/nivo

closed)
CheckMate 816

350 Stage IB–IIIA, resectable NSCLC Neo-adjuvant, no 
adjuvant MPR / RFS

Atezo + platinum 
Chemo

IMpower030
374 Stage II–IIIB (T3N2), resectable NSCLC

Neo-adjuvant 
chemo-ICI, then 

adjuvant IO
MPR / RFS

Pembro + platinum-
doublet Chemo

KEYNOTE-671
786 Stage IIB–IIIA, resectable NSCLC

Neo-adjuvant 
chemo-ICI then 

adjuvant IO
RFS /  OS

Durva + platinum-
doublet Chemo 300 Stage II–IIIA, resectable NSCLC

Neo-adjuvant 
chemo-ICI then 

adjuvant IO
MPR

Courtesy of Heather Wakelee, MD
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Case Presentation: A 68-year-old man with Stage III 
lung adenocarcinoma – PD-L1 <1%, EGFR L858R 
mutation

Dr Jarushka Naidoo
• S/p resection of a right hilar lesion and mediastinal lymph node dissection, 

which revealed a 5-cm lung adenocarcinoma with involvement of station 4R 
lymph nodes 

• Stage III, pT2aN2
• PD-L1 assay: < 1% 
• NGS: EGFR L858R mutation

Question
• What treatment approach would you recommended for this patient?



Case Presentation: A 68-year-old man with Stage III 
lung adenocarcinoma – PD-L1 <1%, EGFR L858R 
mutation (continued)

Dr Jarushka Naidoo• S/p resection of a right hilar lesion and mediastinal lymph node dissection, 
which revealed a 5-cm lung adenocarcinoma with involvement of station 4R 
lymph nodes 

• Stage III, pT2aN2
• PD-L1 assay: < 1% 
• NGS: EGFR L858R mutation

Questions
• What treatment approach would you recommended for this patient?

• Would postoperative radiotherapy have been appropriate for this patient?



Case Presentation: A 49-year-old woman with Stage IIIA 
lung adenocarcinoma – PD-L1 50%, ALK mutation

Dr Jarushka Naidoo
• Never smoker who presents to PCP with sudden onset dyspnea and is diagnosed

with Stage IIIA, T2bN2 NSCLC
• NGS: ALK rearrangement 

• PD-L1 assay: 50%
• Tumor is deemed resectable by the thoracic surgeon 

Question
• What treatment option would you recommend for this patient?
• How do you interpret the PD-L1 score in a patient who is also positive for an ALK 

rearrangement?
• In light of the PACIFIC trial, what is your perspective on whether or not Stage III disease 

should undergo resection? 



N Engl J Med 2020;383(18):1711-23.



ADAURA: Disease-Free Survival by Stage 

Wu YL et al. N Engl J Med 2020;383(18):1711-23.



ADAURA: Adjuvant Osimertinib in Resected Stage IB-IIIA EGFR+ NSCLC

Slide 10

Presented By Roy Herbst at TBD

Slide 12

Presented By Roy Herbst at TBD

*OS remains very immature (5% maturity)DFS benefit increases consistently with stage

Herbst R et al. ASCO 2020; Wu TL et al. NEJM 2020Courtesy of Zofia Piotrowska, MD, MHS



Osimertinib Adjuvant Therapy in Patients (pts) 
with Resected EGFR Mutated (EGFRm) NSCLC 
(ADAURA): Central Nervous System (CNS) 
Disease Recurrence

Tsuboi M et al.
ESMO 2020;Abstract LBA1.



ADAURA: Sites of Disease Recurrence

Tsuboi M et al. ESMO 2020;Abstract LBA1. 



ADAURA: CNS DFS Events

Tsuboi M et al. ESMO 2020;Abstract LBA1. 



ADAURA: CNS DFS in Overall Population

Tsuboi M et al. ESMO 2020;Abstract LBA1. 



ASCO 2021;Abstract 8511



PACIFIC: Study Design

Spigel DR et al. ASCO 2021;Abstract 8511.



Spigel DR et al. ASCO 2021;Abstract 8511.

PACIFIC: Updated Progression-Free Survival (ITT)



Spigel DR et al. ASCO 2021;Abstract 8511.

PACIFIC: Updated Overall Survival (ITT)



AFT-16 Phase II Trial

• Median PFS = 23.7 mo
• OS at 18 mo = 84%
• 1 pt each with Gr 3 pneumonitis/pneumonia/colitis, Gr 4 Guillain Barre 
• PFS 12 and 18 mo from end CRT was 78% and 72% vs 56% and 44% in PACIFIC

Ross HJ, ASCO 2021; Abstract 8513. Courtesy of Heather Wakelee, MD



Jabbour SK et al. ASCO 2021;Abstract 8512

KEYNOTE-799 Phase II Trial

• Efficacy and safety assessed in all patients as-treated



Slide 4

KEYNOTE-799

Jabbour SK et al. ASCO 2021;Abstract 8512



First-in-Class Registrational Clinical Trial of Sugemalimab Met Its 
Primary Endpoint for Stage III NSCLC and Plans to Submit a New 
Drug Application 
Press Release – May 28, 2021

“The registrational clinical trial (GEMSTONE-301 study) of the anti-PD-L1 monoclonal antibody 
sugemalimab in patients with stage III NSCLC met its primary endpoint at a planned interim 
analysis reviewed by the independent Data Monitoring Committee. The findings showed that 
sugemalimab as a consolidation therapy brought statistically significant and clinically meaningful 
improvement in the Blinded Independent Central Review assessed PFS in patients with locally 
advanced/unresectable NSCLC without disease progression after concurrent or sequential 
chemoradiotherapy. Investigator assessed PFS showed consistent results as those of the primary 
endpoint. Sugemalimab was well-tolerated with no new safety signals. Subgroup analyses 
demonstrated that sugemalimab was associated with clinical benefit regardless of whether 
patients received concurrent or sequential chemoradiotherapy prior to sugemalimab.”

https://www.prnewswire.com/in/news-releases/cstone-announces-the-first-in-class-registrational-clinical-trial-of-sugemalimab-met-its-
primary-endpoint-in-stage-iii-nsclc-and-plans-to-submit-a-new-drug-application-861921807.html



What Urologists Want To Know: 
Addressing Current Questions and Controversies 

in the Management of Bladder Cancer
A Virtual CME Satellite Symposium During the 

American Urological Association (AUA) 2021 Annual Meeting
Monday, September 13, 2021

11:00 AM – 12:30 PM ET

Moderator
Neil Love, MD

Arjun Balar, MD
Ashish M Kamat, MD, MBBS

Guru Sonpavde, MD
Robert Svatek, MD

Faculty 



Thank you for joining us!

CME credit information will be emailed to each 
participant within 3 business days.


