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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.





7 Exciting CME/MOC Events You Do Not Want to Miss
A Live Webinar Series Held in Conjunction with the 2021 ASCO Annual Meeting

Endometrial and Cervical Cancers
Monday, July 26
5:00 PM – 6:00 PM ET

Mantle Cell, Diffuse Large B-Cell 
and Hodgkin Lymphoma
Monday, August 2
5:00 PM – 6:00 PM ET

Head and Neck Cancer
Wednesday, August 11
5:00 PM – 6:00 PM ET

Targeted Therapy for 
Non-Small Cell Lung Cancer
Tuesday, July 27
5:00 PM – 6:00 PM ET

Colorectal and Gastroesophageal Cancers
Tuesday, August 3
5:00 PM – 6:30 PM ET

Immunotherapy and Other 
Nontargeted Approaches for Lung 
Cancer
Wednesday, July 28
5:00 PM – 6:00 PM ET

Hepatocellular Carcinoma and Pancreatic 
Cancer
Wednesday, August 4
5:00 PM – 6:30 PM ET



A Conversation with the Investigators: 
Endometrial and Cervical Cancers

Monday, July 26, 2021
5:00 PM – 6:00 PM ET

Mansoor Raza Mirza, MD
David M O'Malley, MD

Angeles Alvarez Secord, MD, MHSc

Moderator
Neil Love, MD

Faculty 



What General Medical Oncologists 
Want to Know About Targeted Therapy 

for Non-Small Cell Lung Cancer 
Tuesday, July 27, 2021
5:00 PM – 6:00 PM ET

Professor Solange Peters, MD, PhD
Zofia Piotrowska, MD, MHS

Gregory J Riely, MD, PhD

Moderator
Neil Love, MD

Faculty 



What General Medical Oncologists Want 
to Know About Immunotherapy and Other 
Nontargeted Approaches for Lung Cancer

Wednesday, July 28, 2021
5:00 PM – 6:00 PM ET

Mark Awad, MD, PhD
David R Spigel, MD

Heather Wakelee, MD

Moderator
Neil Love, MD

Faculty 



Consensus or Controversy? 
Clinical Investigator Perspectives on the 

Current and Future Management of Mantle Cell, 
Diffuse Large B-Cell and Hodgkin Lymphoma

Monday, August 2, 2021
5:00 PM – 6:00 PM ET

Stephen M Ansell, MD, PhD
Craig Moskowitz, MD

Laurie H Sehn, MD, MPH

Moderator
Neil Love, MD

Faculty 



Consensus or Controversy? 
Clinical Investigator Perspectives on the Current 

and Future Management of Colorectal and 
Gastroesophageal Cancers 

Tuesday, August 3, 2021
5:00 PM – 6:30 PM ET

Chloe E Atreya, MD, PhD
Dustin Deming, MD

Eric Van Cutsem, MD, PhD
Zev Wainberg, MD, MSc

Moderator
Neil Love, MD

Faculty 



Consensus or Controversy? 
Clinical Investigator Perspectives on the 

Current and Future Management of Hepatocellular 
Carcinoma and Pancreatic Cancer 

Wednesday, August 4, 2021
5:00 PM – 6:30 PM ET

Tanios Bekaii-Saab, MD
Kim A Reiss Binder, MD
Eileen M O’Reilly, MD

Philip A Philip, MD, PhD, FRCP
Moderator

Neil Love, MD

Faculty 



Thank you for joining us!

CME and MOC credit information will be emailed to 
each participant within 5 business days.
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We Encourage Clinicians in Practice to Submit Questions 

You may submit questions 
using the Zoom Chat 

option below

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.
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Meet The Professor with Dr McDermott

MODULE 1: Case Presentations
• Dr Gupta: A 70-year-old woman with metastatic clear cell RCC (ccRCC) and a severe psychiatric history

• Dr Matt-Amaral: A 49-year-old man with metastatic ccRCC with sarcomatoid features
• Dr Yap: A 60-year-old man with metastatic ccRCC
• Dr Powles: A 72-year-old man and former heavy smoker with metastatic ccRCC
• Dr Powles: A 32-year-old woman with metastatic intermediate-risk ccRCC
• Dr Powles: A 66-year-old man with metastatic papillary RCC

MODULE 2: Beyond the Guidelines

MODULE 3: Journal Club with Dr McDermott

MODULE 4: Key Data Sets



Choueiri TK et al. ASCO 2021;Abstract LBA5.
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Case Presentation – Dr Gupta: A 70-year-old woman 
with metastatic clear-cell RCC (ccRCC) and a severe 
psychiatric history

• Diagnosed with poor-risk ccRCC with metastases to the bone and lungs
• ECOG PS 2-3, poor nutritional status, severe psychiatric issues
• Pembrolizumab/axitinib

– Due to low body weight, initiated axitinib at 2 mg and then increased to 3 mg
• No autoimmune toxicities to date

Questions

• How do you select between an immunotherapy/TKI regimen and nivolumab/ipilimumab as first-line 
therapy for patients with ccRCC? How do you sequence these 2 regimens?

Dr Ranju Gupta



Case Presentation – Dr Matt-Amaral: A 49-year-old 
man with metastatic ccRCC with sarcomatoid features

• Presented to the ER with hematuria and pain, initial work-up revealed large 10-cm mass in 
the left kidney

• Nephrectomy → ccRCC with sarcamatoid features, grade 4, stage T3a

• Developed coughing and shortness of breath 
• CT scan showed lung nodules 

Dr Laurie Matt-Amaral



Case Presentation – Dr Matt-Amaral: A 49-year-old 
man with metastatic ccRCC with sarcomatoid features 
(continued)
• Presented to the ER with hematuria and pain, initial work-up revealed large mass in 

the left kidney
• Nephrectomy → ccRCC with sarcamatoid features, grade 4, stage T3a

• Developed coughing and shortness of breath – lung nodules detected
• Pembrolizumab/axitinib x 24 cycles

- Severe joint pain after first cycle that was relieved by steroids
• Stable disease, but recently a small increase in chest lymphadenopathy has been detected

Question
• Do you feel it would be reasonable to administer radiation therapy to target the lung nodules?

Dr Laurie Matt-Amaral



Case Presentation – Dr Yap: A 60-year-old man with 
metastatic ccRCC

• Presented with significant weight loss and some flank pain
• Diagnosed with Stage IV ccRCC with thoracic metastases
• Cytoreductive nephrectomy

• Ipilimumab/nivolumab x 4 cycles
- Developed pneumonitis managed with high-dose steroids
- Around this time, he experienced disease progression

• Lenvatinib/everolimus → PD → currently on axitinib

Questions
• What is the role of cytoreductive nephrectomy in the era of immunotherapy and VEGF TKIs?

• How would you approach this case if the patient had an absolute contraindication to 
immunotherapy?

Dr Kelly Yap



Case Presentation – Dr Powles: A 72-year-old man and 
former heavy smoker with metastatic ccRCC

• PMH: history of heavy smoking, osteoarthritis and well-controlled hypertension
• Diagnosed initially with Grade 2, Stage T2 ccRCC → nephrectomy
• New lung metastases detected in both lungs 18 months later

• Observed for 3 months → 2 mm increase in size of lesions 
• Anxious to start therapy
• Pembrolizumab/axitinib x 1 year → CR
• Experienced Grade 2-3 diarrhea with axitinib 5 mg 

Question

• How long would you continue treatment with immunotherapy in a patient who has achieved a CR?

Dr Thomas Powles



Case Presentation – Dr Powles: A 72-year-old man and 
former heavy smoker with metastatic ccRCC
(continued)

Dr Thomas Powles



Case Presentation – Dr Powles: A 72-year-old man and 
former heavy smoker with metastatic ccRCC
(continued)

Dr Thomas Powles



Case Presentation – Dr Powles: A 32-year-old woman 
with metastatic intermediate-risk ccRCC

• PMH: irritable bowel disease, mild psoriasis in the past
• Diagnosed with Grade 3, T2N0M1 ccRCC (biopsy proven), intermediate risk, with metastases to liver, 

bone and lungs

• Recently underwent childbirth – psoriasis worsened during pregnancy and controlled with 
medication

Questions
• What treatment would you recommend for this patient?
• How safe is it to administer immunotherapy to this patient with her history of psoriasis?

• How would you distinguish between irritable bowel disease and colitis?

Dr Thomas Powles



Case Presentation – Dr Powles: A 32-year-old woman 
with metastatic intermediate-risk ccRCC (continued)

• PMH: irritable bowel disease, mild psoriasis in the past
• Diagnosed with Grade 3, T2N0M1 ccRCC (biopsy proven), intermediate-risk, with metastases to 

liver, bone and lungs
• Recently had children – psoriasis worsened during pregnancy and controlled with medication
• Ipilimumab/nivolumab initiated
• Grade 3 transaminitis, adrenal insufficiency and grade 2 rash at week 6 → steroids x 3 weeks
• Resumed ipilimumab/nivolumab → Grade 2 transaminitis reoccurred → continued with nivolumab 

single agent
• Stable disease with nivolumab for 6 months; disease progression in bone
• Axitinib initiated

Question
• Would you have re-challenged with ipilimumab/nivolumab or continued only the nivolumab as a 

single agent?

Dr Thomas Powles



Case Presentation – Dr Powles: A 66-year-old man 
with metastatic papillary RCC

• Initially diagnosed with Stage T3 papillary RCC → nephrectomy
• Five months later, metastases to the lung and lymph nodes detected
• Patient is also anemic

Questions
• What is the optimal treatment for patients with papillary RCC?
• Should all these patients undergo genetic testing? Is the MET biomarker relevant?
• Is VEGF-targeted therapy recommended for these patients? If so, which agent?
• Would immune checkpoint inhibitors be appropriate therapy? 

Dr Thomas Powles
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Optimizing Front-Line Decision-Making for 
Advanced Renal Cell Carcinoma (RCC)



Regulatory and reimbursement issues aside, which first-line therapy 
would you recommend for a 65-year-old patient with a history of 
nephrectomy for clear cell renal cell carcinoma (RCC) who on routine 
follow-up 3 years later is found to have asymptomatic bone metastases 
(PS 0)? 

1. Nivolumab/ipilimumab
2. Avelumab/axitinib
3. Pembrolizumab/axitinib
4. Pembrolizumab/lenvatinib
5. Nivolumab/cabozantinib
6. Tyrosine kinase inhibitor (TKI) monotherapy 
7. Anti-PD-1/PD-L1 monotherapy
8. Other



Regulatory and reimbursement issues aside, which first-line therapy would you 
recommend for a 65-year-old patient with a history of nephrectomy for clear cell 
renal cell carcinoma (RCC) who on routine follow-up 3 years later is found to have 
asymptomatic bone metastases (PS = 0)?  

Nivolumab/ipilimumab

Nivolumab/
cabozantinib

Nivolumab/
cabozantinib

Pembrolizumab/
lenvatinib

Pembrolizumab/
lenvatinib

Nivolumab/
cabozantinib

Pembrolizumab/
axitinib

Nivolumab/
cabozantinib



Regulatory and reimbursement issues aside, which first-line 
therapy would you recommend for a 65-year-old patient who 
presents with clear cell RCC with multiple painful bone 
metastases and hemoglobin (Hb) of 11.4 g/dL (PS 1)?

1. Nivolumab/ipilimumab
2. Avelumab/axitinib
3. Pembrolizumab/axitinib
4. Pembrolizumab/lenvatinib 
5. Nivolumab/cabozantinib
6. TKI monotherapy 
7. Anti-PD-1/PD-L1 monotherapy
8. Other



Regulatory and reimbursement issues aside, which first-line therapy would you 
recommend for a 65-year-old patient who presents with clear cell RCC with 
multiple painful bone metastases and hemoglobin (Hb) of 11.4 g/dL (PS = 1)?

Pembrolizumab/
lenvatinib

Nivolumab/
cabozantinib

Nivolumab/
cabozantinib

Pembrolizumab/
lenvatinib

Pembrolizumab/
axitinib

Nivolumab/ipilimumab 

Pembrolizumab/
lenvatinib

Nivolumab/
cabozantinib



In general, which first-line therapy would you recommend for a 
65-year-old patient who presents with metastatic clear cell RCC 
and for whom the use of immune checkpoint inhibitors is 
contraindicated?

1. Sunitinib
2. Pazopanib
3. Cabozantinib
4. Axitinib
5. Other



In general, which first-line therapy would you recommend for a 
65-year-old patient who presents with metastatic clear cell RCC and for 
whom the use of immune checkpoint inhibitors is contraindicated?

Cabozantinib

Sunitinib

Cabozantinib

Cabozantinib

Pazopanib

Cabozantinib

Pazopanib 

Cabozantinib



In general, how would you compare the efficacy of tivozanib to that of 
commercially available tyrosine kinase inhibitors (TKIs; eg, axitinib, 
cabozantinib, lenvatinib) in patients with relapsed metastatic RCC?

Efficacy is about 
the same

Efficacy is about 
the same

Efficacy is about 
the same

Efficacy is about 
the same

Efficacy is about 
the same

I don’t know

Efficacy is about 
the same

I don’t know (likely 
same as axitinib)



In general, how would you compare the tolerability of tivozanib to that 
of commercially available TKIs (eg, axitinib, cabozantinib, lenvatinib) in 
patients with relapsed metastatic RCC?

Tivozanib is more 
tolerable

Tivozanib is more 
tolerable

Tivozanib is more 
tolerable

Tivozanib is more 
tolerable

Tolerability is about 
the same 

Tivozanib is more 
tolerable

Tivozanib is more 
tolerable

Tivozanib is more 
tolerable



Sequencing of Therapy for Patients with Relapsed/Refractory (R/R) RCC; 
Novel Approaches under Investigation



In general, what would you recommend as second-line treatment 
for a 65-year-old patient (PS 0) with metastatic clear-cell RCC who 
receives first-line ipilimumab/nivolumab and experiences disease 
progression after 12 months?

1. Sunitinib
2. Pazopanib
3. Cabozantinib
4. Axitinib
5. Avelumab/axitinib
6. Pembrolizumab/axitinib
7. Nivolumab/cabozantinib
8. Other



In general, what would you recommend as second-line treatment for a 
65-year-old patient (PS 0) with metastatic clear cell RCC who receives first-line 
ipilimumab/nivolumab and experiences disease progression after 12 months? 

Cabozantinib

Cabozantinib

Cabozantinib

Axitinib

Cabozantinib

Axitinib

Pembrolizumab/
axitinib

Cabozantinib



In general, what would you recommend as second-line treatment 
for a 65-year-old patient (PS 0) with metastatic clear-cell RCC who 
receives first-line pembrolizumab/axitinib and experiences 
disease progression after 12 months?

1. Sunitinib
2. Pazopanib
3. Cabozantinib
4. Sorafenib
5. Lenvatinib/everolimus
6. Nivolumab/ipilimumab
7. Nivolumab/cabozantinib
8. Other



In general, what would you recommend as second-line treatment for a 
65-year-old patient (PS 0) with metastatic clear cell RCC who receives first-line 
pembrolizumab/axitinib and experiences disease progression after 12 months?

Cabozantinib

Cabozantinib

Cabozantinib

Cabozantinib

Cabozantinib

Cabozantinib

Cabozantinib

Cabozantinib



In general, what would you recommend as second-line treatment for a 
65-year-old patient (PS 0) with metastatic clear cell RCC who receives first-line 
nivolumab/cabozantinib and experiences disease progression after 12 months?

Nivolumab/ipilimumab

Lenvatinib + 
everolimus

Lenvatinib + 
everolimus

Axitinib

Axitinib

Lenvatinib + 
everolimus

Lenvatinib + 
everolimus

Lenvatinib + 
everolimus
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Journal Club with Dr McDermott

• Safety and efficacy of immunotherapy rechallenge in RCC

• PROSPER RCC: Phase III study of perioperative nivolumab versus observation in 
patients with renal cell carcinoma (RCC) undergoing nephrectomy 

• HCRN GU16-260 Cohort B: Phase II study of nivolumab and salvage nivolumab + 
ipilimumab in treatment-naïve patients with advanced non-clear cell RCC 

• Integrative molecular characterization of sarcomatoid and rhabdoid RCC

• Salvage ipilimumab and nivolumab in metastatic RCC after prior immune checkpoint 
inhibitors

• Cabozantinib/nivolumab/ipilimumab for advanced RCC with variant histology 

• OMNIVORE: Optimized management of nivolumab and ipilimumab in advanced RCC



Journal Club with Dr McDermott (continued)

• Oral HIF2α inhibitor MK-6482 in advanced clear cell RCC

• Phase II study of MK-6482 in combination with cabozantinib in advanced clear cell RCC

• Inhibition of hypoxia-inducible factor 2α in RCC with belzutifan

• TIVO-3: Temporal characteristics of treatment-emergent adverse events and dose 
modifications with tivozanib and sorafenib in relapsed or refractory mRCC

• Nivolumab plus ipilimumab versus sunitinib as first-line treatment in sarcomatoid RCC

• Progressive immune dysfunction with advancing disease stage in RCC



JAMA Oncol 2020;6(10):1606-10. 



ASCO 2021;Abstract TPS4596



Rationale for Priming with PD-1 Blockade

Allaf ME et al. ASCO 2021;Abstract TPS4506.



PROSPER RCC: Revised Phase III Trial Schema

Allaf ME et al. ASCO 2021;Abstract TPS4506.
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Histology confirmation 
required

Histology confirmation 
not required

Arm A

Arm B

Nivolimab 480 mg
x 1 dose

Partial or radical nophroctomy
followed by observation

Partial or radical
nophroctomy

Nivolimab 480 mg
q4 weeks x 9 doses
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L
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PNCT03055013Accura goal = 805 patients

Cycle length = 28 days



ASCO 2021;Abstract 4510 



HCRN GU16-260-Cohort B: Background

Atkins MB et al. ASCO 2021;Abstract 4510.

HCRN GU16-260 Cohort A explored the efficacy and toxicity of Nivo monotherapy with Nivo/ipi
boost in pts with ccRCC (Atkins at al JCO 2020.38.15_suppl.5006)



HCRN GU16-260-Cohort B: Trial Schema

Atkins MB et al. ASCO 2021;Abstract 4510.



HCRN GU16-260-Cohort B: Results Part B

Atkins MB et al. ASCO 2021;Abstract 4510.



Nat Commun 2021;12(1):808 



Comparision of Mutation Frequencies in Sarcomatoid/Rhabdoid 
(S/R) RCC versus Non-S/R RCC

Bakouny Z et al. Nat Commun 2021;12(1):808.



Salvage Ipilimumab and Nivolumab in Patients
With Metastatic Renal Cell Carcinoma After Prior
Immune Checkpoint Inhibitors

J Clin Oncol 2020;38(27):3088-94. 



Cabozantinib (C) in Combination with Nivolumab (N) 
and Ipilimumab (I) (CaNI) for Advanced Renal Cell 
Carcinoma with Variant Histology (aRCCVH) 
McGregor BA et al.
ASCO 2021;Abstract TPS4592.



J Clin Oncol 2020;38(36):4240-8.



2021 Genitourinary Cancers Symposium;Abstract 273.



Phase I/II Study Design

Bauer TM et al. Genitourinary Cancers Symposium 2021;Abstract 273.



Best Confirmed Objective Response by RECIST v1.1 per 
Investigator Assessment (Dose-Escalation Cohorts)

Bauer TM et al. Genitourinary Cancers Symposium 2021;Abstract 273.



Best Confirmed Objective Response by RECIST v1.1 per 
Investigator Assessment (ccRCC Cohort)

Bauer TM et al. Genitourinary Cancers Symposium 2021;Abstract 273.



Best Tumor Change from Baseline (Investigator Assessment in 
the ccRCC Cohort)

Bauer TM et al. Genitourinary Cancers Symposium 2021;Abstract 273.
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Nat Med 2021;27(5):802-5. 



Temporal Characteristics of Treatment-Emergent Adverse Events 
and Dose Modifications with Tivozanib and Sorafenib in the 
Phase 3 TIVO-3 Study of Relapsed or Refractory mRCC

Pal SK et al.
ASCO 2021;Abstract 4567.



Clin Cancer Res 2021;27(1):78-86. 





Meet The Professor with Dr McDermott

MODULE 1: Case Presentations
• Dr Gupta: A 70-year-old woman with metastatic clear cell RCC (ccRCC) and a severe 

psychiatric history
• Dr Matt-Amaral: A 49-year-old man with metastatic ccRCC with sarcomatoid features
• Dr Yap: A 60-year-old man with metastatic ccRCC
• Dr Powles: A 72-year-old man and former heavy smoker with metastatic ccRCC
• Dr Powles: A 32-year-old woman with metastatic intermediate-risk ccRCC

• Dr Powles: A 66-year-old man with metastatic papillary RCC

MODULE 2: Beyond the Guidelines

MODULE 3: Journal Club with Dr McDermott

MODULE 4: Key Data Sets



ESMO Open 2020;5(6):e001079.



CheckMate 214: Overall Response and Best Response Rate per 
IRRC at 4 Years, Minimum Follow-Up in ITT 

Albiges L et al. ESMO Open 2020;5(6):e001079.

Intent-to-Treat Intermediate/Poor Risk Favorable Risk

Nivo + Ipi
(n = 550)

Sunitinib
(n = 546)

Nivo + Ipi
(n = 425)

Sunitinib
(n = 422)

Nivo + Ipi
(n = 125)

Sunitinib
(n = 124)

Confirmed ORR 39.1% 32.4% 41.9% 26.8% 29.6% 51.6%

CR 10.7% 2.6% 10.4% 1.4% 12.0% 6.5%

PR 28.4% 29.9% 31.5% 25.4% 17.6% 45.2%

Stable disease 36.0% 42.1% 30.8% 44.3% 53.6% 34.7%

Progressive disease 17.6% 14.1% 19.3% 16.8% 12.0% 4.8%

Ongoing response 65.1% 52.0% 65.2% 49.6% 64.9% 56.3%



CheckMate 214: Overall Survival (ITT) 

Albiges L et al. ESMO Open 2020;5(6):e001079.



CheckMate 214: Overall Survival (Intermediate/Poor Risk)

Albiges L et al. ESMO Open 2020;5(6):e001079.



N Engl J Med 2021;384(9):829-41.



CheckMate 9ER Survival Analyses: Nivolumab/Cabozantinib for 
Previously Untreated Advanced RCC

Choueiri TK et al. N Engl J Med 2021;384(9):829-41; ESMO 2020;Abstract 696O.

Progression-free survival per BICR Overall survival



Lee CH et al. ASCO 2021;Abstract 4509.



Lee CH et al. ASCO 2021;Abstract 4509.



Rini BI et al. ASCO 2021;Abstract 4500.



Rini BI et al. ASCO 2021;Abstract 4500.



Rini BI et al. ASCO 2021;Abstract 4500.



Ann Oncol 2020;31(8):1030-9 



JAVELIN Renal 101: Overall Response and Best Response Rate in 
the PD-L1-Positive and Overall Populations

Choueiri TK et al. Ann Oncol 2020;31(8):1030-9.

PD-L1-positive Overall

Avelumab + axitinib
(n = 270)

Sunitinib
(n = 290)

Avelumab + axitinib
(n = 442)

Sunitinib
(n = 444)

Confirmed ORR 55.9% 27.2% 52.5% 27.3%

CR 5.6% 2.4% 3.8% 2.0%

PR 50.4% 24.8% 48.6% 25.2%

Stable disease 27.0% 41.4% 28.3% 43.7%

Progressive disease 11.5% 22.4% 12.4% 19.4%

Ongoing response 55.6% 53.2% 54.3% 50.4%



JAVELIN Renal 101: PFS in the PD-L1-Positive and Overall Populations

Time Since Randomization (months) Time Since Randomization (months)

N mPFS

Avelumab + 
axitinib 270 13.8 mo

Sunitinib 290 7.0 mo

HR (p-value) 0.62 (<0.0001)

PD-L1 ≥ 1% Population
N mPFS

Avelumab + 
axitinib 442 13.3 mo

Sunitinib 444 8.0 mo

HR (p-value) 0.69 (<0.0001)

Overall Population

Choueiri TK et al. Ann Oncol 2020;31(8):1030-9.



N Engl J Med 2021;[Online ahead of print].



CLEAR: Progression-Free Survival

Motzer R et al. N Engl J Med 2021;[Online ahead of print]. 



CLEAR: Overall Survival

Motzer R et al. N Engl J Med 2021;[Online ahead of print]. 



Grunwald V et al. ASCO 2021;Abstract 4560.



Grunwald V et al. ASCO 2021;Abstract 4560.

CLEAR: 6-Month OS Analysis by Depth of Response



Cabozantinib (C) in Combination with 
Atezolizumab (A) as First-Line Therapy for 
Advanced Clear Cell Renal Cell Carcinoma (ccRCC): 
Results from the COSMIC-021 Study 

Pal S et al.
ESMO 2020;Abstract 702O.



COSMIC-021: Cabozantinib/Atezolizumab in Previously 
Untreated Advanced ccRCC

Pal S et al. ESMO 2020;Abstract 702O.

ORR: 53%
mPFS: 19.5 mo

ORR: 58%
mPFS: 15.1 mo



Select Ongoing Phase III Clinical Trials in Previously Untreated, 
Metastatic Renal Cell Carcinoma

Study 
acronym

Target 
accrual Randomization

Primary 
endpoint(s)

Estimated 
primary 
completion

COSMIC-313 840 • Cabozantinib + nivolumab + ipilimumab 
(4 doses) à cabozantinib + nivolumab

• Placebo + nivolumab + ipilimumab 
(4 doses) à placebo + nivolumab

PFS Nov 2021

PDIGREE 1,046 After induction nivolumab/ipilimumab
• Pts with CR à Nivolumab

• Pts with non-CR or non-PD, randomized
à Nivolumab 
à Nivolumab + cabozantinib

• Pts with PD à Cabozantinib

OS Sept 2021



Sequencing of Therapy for Patients with Relapsed/Refractory 
(R/R) RCC; Novel Approaches under Investigation



FDA Approves Tivozanib for Relapsed or Refractory 
Advanced RCC
Press Release: March 10, 2021

“On March 10, 2021, the Food and Drug Administration approved tivozanib, a 
kinase inhibitor, for adult patients with relapsed or refractory advanced renal cell 
carcinoma (RCC) following two or more prior systemic therapies.
Efficacy was evaluated in TIVO-3 (NCT02627963), a randomized (1:1), open-label, 
multicenter trial of tivozanib versus sorafenib in patients with relapsed or refractory 
advanced RCC who received two or three prior systemic treatments, including at 
least one VEGFR kinase inhibitor other than sorafenib or tivozanib. 
The recommended tivozanib dose is 1.34 mg once daily (with or without food) for 
21 consecutive days every 28 days until disease progression or unacceptable 
toxicity.”

https://www.fda.gov/drugs/drug-approvals-and-databases/fda-approves-tivozanib-relapsed-or-refractory-advanced-renal-cell-carcinoma



Tivozanib in Patients with Advanced Renal Cell 
Carcinoma (aRCC) Who Have Progressed After Prior 
Treatment of Axitinib: Results from TIVO-3

Rini BI et al.
Genitourinary Cancers Symposium 2021;Abstract 278.



TIVO-3: Progression-Free Survival and ORR in 2 Prior TKIs 
Patient Subgroup

Rini BI et al. Genitourinary Cancers Symposium 2021;Abstract 278. 



TIVO-3: Tivozanib After Axitinib

Rini BI et al. Genitourinary Cancers Symposium 2021;Abstract 278. 



TIVO-3: Durability of Response and Updated Overall 
Survival of Tivozanib versus Sorafenib in Metastatic 
Renal Cell Carcinoma (mRCC)

Verzoni et al. 
ASCO 2021;Abstract 4546.

“Tivozanib demonstrated clinically meaningful and statistically significant 
improvement in ORR and DoR with similar OS to sorafenib in patients with highly 
relapsed or refractory mRCC”

• Median DoR was 20.3 months with tivozanib, twice that observed with sorafenib



FDA Grants Priority Review to Belzutifan for von Hippel-Lindau 
Disease-Associated RCC
Press Release – March 16, 2021

“The FDA accepted a new drug application for belzutifan to treat von Hippel-Lindau 
disease-associated renal cell carcinoma and granted it priority review based on response 
rate results from a phase 2 trial. 

A new drug application for belzutifan was accepted by the FDA and granted priority 
review for the treatment of patients with von Hippel-Lindau (VHL) disease-associated 
renal cell carcinoma (RCC), not requiring immediate surgery…

The application is based on results of a phase 2 trial, Study-004 (NCT03401788), of 
belzutifan in the treatment of VHL disease-associated RCC, with a primary end point of 
objective response rate and secondary measures of disease control rate, duration of 
response, time to response, progression-free survival, time to surgery, and safety. 
Patients treated on the trial must have had at least 1 measurable solid tumor localized to 
the kidneys and were not in need of immediate surgical intervention.”

https://www.cancernetwork.com/view/fda-grants-priority-review-to-belzutifan-for-von-hippel-lindau-disease-associated-rcc



Phase 2 Study of Belzutifan (MK-6482), an Oral 
Hypoxia-Inducible Factor 2α (HIF-2α) Inhibitor, for 
Von Hippel-Lindau (VHL) Disease-Associated Clear Cell 
Renal Cell Carcinoma (ccRCC)

Srinivasan R et al.
ASCO 2021;Abstract 4555.



Maximum Change from Baseline in Sum of Target RCC Lesions

Srinivasan R et al. ASCO 2021;Abstract 4555.



Genitourinary Cancers Symposium 2021;Abstract 272.



Best Tumor Change from Baseline

Choueiri TK et al. Genitourinary Cancers Symposium 2021;Abstract 272.

ORR: 9/41 (22%)



Summary of Adverse Events

Choueiri TK et al. Genitourinary Cancers Symposium 2021;Abstract 272.



Treatment-Related Adverse Events

Choueiri TK et al. Genitourinary Cancers Symposium 2021;Abstract 272.



A Conversation with the Investigators: 
Endometrial and Cervical Cancers

Monday, July 26, 2021
5:00 PM – 6:00 PM ET

Mansoor Raza Mirza, MD
David M O'Malley, MD

Angeles Alvarez Secord, MD, MHSc

Moderator
Neil Love, MD

Faculty 



Thank you for joining us!

CME and MOC credit information will be emailed 
to each participant within 5 business days.



When was the last time that you presented, or had a case presented for 
you, at a local tumor board meeting? 

7%

15%

4%

22%

52%

0% 10% 20% 30% 40% 50% 60%

Never 

This month 

This week 

>6 months ago 

Premeeting survey: July 2021

<6 months ago 



In the past month have you listened to audio podcasts not related to medicine?

Premeeting survey: July 2021

0% 10% 20% 30% 40% 50% 60% 70% 80% 90% 100%

75% 25%
Yes No

Median: 5 hours
Range: 1-60  

In the past month have you listened to oncology-related audio podcasts? 

0% 10% 20% 30% 40% 50% 60% 70% 80% 90% 100%

90% 10%
Yes No

Median: 5 hours
Range: 1-40  

In the past month have you listened to RTP audio podcasts? 

0% 10% 20% 30% 40% 50% 60% 70% 80% 90% 100%

82% 18%
Yes No

Median: 4 hours
Range: 1-66  


