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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.





Three Exciting Educational Events Held in Conjunction 
with the 2021 Pan Pacific Lymphoma Conference

In Partnership with the University of Nebraska Medical Center 

Expert Second Opinion —
Acute Myeloid Leukemia and 
Myelodysplastic Syndromes

Monday, August 9, 2021
7:00 PM – 8:30 PM ET

Faculty
Krishna Gundabolu, MD
Richard M Stone, MD
Eunice S Wang, MD
Moderator
Harry Paul Erba, MD, PhD

Beyond the Guidelines —
Chronic Lymphocytic Leukemia

Tuesday, August 10, 2021
7:00 PM – 9:00 PM ET

Faculty
Alexey V Danilov, MD, PhD
Susan O’Brien, MD
Sonali M Smith, MD
Julie M Vose, MD, MBA
Moderator
Matthew S Davids, MD, MMSc

Cases from the Community —
Multiple Myeloma 

Thursday, August 12, 2021
7:00 PM – 8:30 PM ET

Faculty
Muhamed Baljevic, MD
Joseph Mikhael, MD
Nina Shah, MD
Moderator
Robert Z Orlowski, MD, PhD



Expert Second Opinion — Investigators Discuss 
How They and Their Colleagues Navigate Emerging 

Clinical Research and Challenging Patients with 
Acute Myeloid Leukemia and Myelodysplastic Syndromes

Held in Conjunction with the 2021 Pan Pacific Lymphoma Conference

Monday, August 9, 2021
7:00 PM – 8:30 PM ET

Krishna Gundabolu, MD
Richard M Stone, MD
Eunice S Wang, MD

Moderator
Harry Paul Erba, MD, PhD

Faculty 



Meet The Professor
Optimizing the Selection and Sequencing of Therapy 

for Patients with HER2-Positive Breast Cancer
Tuesday, August 10, 2021

12:00 PM – 1:00 PM ET

Karen A Gelmon, MD

Moderator
Neil Love, MD

Faculty 



Beyond the Guidelines — Investigator 
Perspectives on the Management of Patients 

with Chronic Lymphocytic Leukemia
Held in Conjunction with the 2021 Pan Pacific Lymphoma Conference

Tuesday, August 10, 2021
7:00 PM – 9:00 PM ET

Alexey V Danilov, MD, PhD
Susan O’Brien, MD

Sonali M Smith, MD
Julie M Vose, MD, MBA

Moderator
Matthew S Davids, MD, MMSc

Faculty 



A Conversation with the Investigators: 
Perspectives on the Management 

of Head and Neck Cancer 
Wednesday, August 11, 2021

5:00 PM – 6:00 PM ET

Barbara Burtness, MD
Ezra Cohen, MD

Robert L Ferris, MD, PhD

Moderator
Neil Love, MD

Faculty 



Summer Oncology Nursing Series
A Complimentary NCPD-Accredited Virtual Curriculum

Prostate Cancer
Thursday, August 12, 2021

5:00 PM – 6:00 PM ET

Faculty
A Oliver Sartor, MD

Ronald Stein, JD, MSN, NP-C, AOCNP

Moderator
Neil Love, MD



Cases from the Community — Investigators 
Discuss Emerging Research and Actual Patients 

with Multiple Myeloma
Held in Conjunction with the 2021 Pan Pacific Lymphoma Conference

Thursday, August 12, 2021
7:00 PM – 8:30 PM ET

Muhamed Baljevic, MD
Joseph Mikhael, MD

Nina Shah, MD

Moderator
Robert Z Orlowski, MD, PhD

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 Prof Powles

MODULE 1: Case Presentations
• Dr Lamar: A 64-year-old woman with metastatic clear cell RCC
• Dr Jonasch: A 58-year-old man with metastatic RCC and a history of polymyositis
• Dr Gupta: A 61-year-old woman with metastatic papillary RCC
• Dr Jonasch: A 67-year-old man with metastatic RCC 
• Dr Flores: An obese 61-year-old man with metastatic RCC
• Dr Jonasch: A 64-year-old man with clear cell RCC invasive into the renal vein
• Dr Brooks: A 61-year-old man with metastatic clear cell RCC

MODULE 2: Beyond the Guidelines

MODULE 3: Journal Club with Prof Powles

MODULE 4: Key Data Sets
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Case Presentation – Dr Lamar: A 64-year-old woman 
with metastatic clear cell RCC

Dr Zanetta Lamar
• PMH: Rheumatoid arthritis treated by hydroxychloroquine

• 2019: Diagnosed with clear-cell RCC, s/p radical nephrectomy

• 9/2020: Rapidly growing scalp lesion; perihepatic/pancreatic, retroperitoneal, hilar and 
mediastinum adenopathy. Biopsy confirmed RCC, intermediate risk
- Resolution of scalp lesions and adenopathy

• Ipilimumab/nivolumab, with resolution of scalp lesions after 3 cycles
- Cycle 4: Bilateral parotid swelling requiring inpatient admission and IV steroids, several 

months to resolution

Questions

• What would you recommend if her disease progresses?



Case Presentation – Dr Lamar: A 64-year-old woman 
with metastatic clear cell RCC (continued)

Dr Zanetta Lamar
• PMH: Rheumatoid arthritis treated by hydroxychloroquine

• 2019: Diagnosed with clear-cell RCC, s/p radical nephrectomy

• 9/2020: Rapidly growing scalp lesion; perihepatic/pancreatic, retroperitoneal, hilar and 
mediastinum adenopathy. Biopsy confirmed RCC, intermediate risk
- Resolution of scalp lesions and adenopathy

• Ipilimumab/nivolumab, with resolution of scalp lesions after 3 cycles
- Cycle 4: Bilateral parotid swelling requiring inpatient admission and IV steroids, several 

months to resolution
• She experienced the same facial and bilateral parotid swelling when she received the COVID-19 

vaccine
- Again, treated with steroids



Case Presentation – Dr Jonasch: A 58-year-old man 
with metastatic RCC and a history of polymyositis

• PMH: polymyositis requiring treatment with rituximab
• Extensive metastases in the lung, pancreas, bone, lymph nodes, and liver detected 2 years post-

nephrectomy of primary RCC

Dr Eric Jonasch



Case Presentation – Dr Jonasch: A 58-year-old man 
with metastatic RCC and a history of polymyositis 
(continued)

Dr Eric Jonasch



Case Presentation – Dr Jonasch: A 58-year-old man 
with metastatic RCC and a history of polymyositis 
(continued)

• PMH: polymyositis requiring treatment with rituximab
• Extensive metastases in the lung, pancreas, bone, lymph nodes, and liver  detected 2 years post-

nephrectomy of primary RCC
• Disease progression on axitinib, cabozantinib and lenvatinib/everolimus
• Discontinued lenvatinib and pembrolizumab added
• Colitis developed → pembrolizumab discontinued and restarted when colitis under control with 

treatment

Questions
• What type of autoimmune past history would rise to the level that you would not consider using 

an IO agent, whether it be ipilimumab/nivolumab or pembrolizumab and initiate treatment with 
cabozantinib? 

• Would it be a past history of mild psoriasis? Would it be active lupus? Would it be a touch of RA at 
some point in the past? And how do you approach this? And how do you discuss this with your 
patients?

Dr Eric Jonasch



Case Presentation – Dr Jonasch: A 58-year-old man 
with metastatic RCC and a history of polymyositis 
(continued)

Dr Eric Jonasch



Case Presentation – Dr Gupta: A 61-year-old woman 
with metastatic papillary RCC

• Diagnosed with papillary RCC, with liver, bone and adrenal metastases and tumor 
emboli in the left renal vein

• Ipilimumab/nivolumab, discontinued after 10 weeks due to PD

• 7/2019: Cabozantinib
• 12/2019: Added nivolumab to cabozantinib
• 9/2020: Switched to lenvatinib (14 mg) and everolimus (5 mg)

Questions
• What are your preferred first-line, second-line and later-line therapies for non-clear cell RCC?

• Do you have a preferred second-line treatment after ipilimumab/nivolumab?
• How do you manage tumor emboli in RCC? Should the patient have been started on 

anticoagulation?

Dr Ranju Gupta



Case Presentation – Dr Jonasch: A 67-year-old man 
with metastatic RCC

• PMH: Coronary artery bypass graft
• Develops sudden onset hematuria and imaging reveals large right renal mass
• Nephrectomy → postoperative imaging reveals multifocal bilateral pulmonary lesions

- Asymptomatic

Questions
• What would you recommend for this patient? Would you recommend cytoreductive nephrectomy 

or initiation of systemic therapy? 
• Does this patient need to start treatment immediately?

Dr Eric Jonasch



Case Presentation – Dr Jonasch: A 67-year-old man 
with metastatic RCC (continued)

Dr Eric Jonasch



Case Presentation – Dr Flores: An obese 61-year-old 
man with metastatic RCC

• History of hematuria that was self-limiting, obesity, HTN and atrial fibrillation (apixaban)

• Right renal mass 8.4 x 7.2-cm and bilateral pulmonary nodules

• Developed a TIA while being worked up and also found to be hypercalcemic, which was treated

• Plan: Discuss pros and cons of single-agent immunotherapy versus pembrolizumab/axitinib

Question

• What are your thoughts about the pros and cons of single-agent immunotherapy versus 
pembrolizumab/axitinib for this patient?

Dr Regina Flores



Case Presentation – Dr Jonasch: A 64-year-old man 
with clear cell RCC invasive into the renal vein

• Right renal mass found incidentally after presenting with abdominal pain and fever and 
diagnosis of diverticulitis

• Nephrectomy → Grade 3 clear cell RCC with renal vein invasion

• Post-operative imaging detects right parietal bone lesion

Questions
• What would you do next for this patient?

Dr Eric Jonasch



Case Presentation – Dr Jonasch: A 64-year-old man with 
clear cell RCC invasive into the renal vein (continued)

Dr Eric Jonasch



Case Presentation – Dr Jonasch: A 64-year-old man with 
clear cell RCC invasive into the renal vein (continued)

• Right renal mass found incidentally after presenting with abdominal pain and fever and 
diagnosis of diverticulitis

• Nephrectomy → Grade 3 clear cell RCC with renal vein invasion

• Benign parietal bone lesion
• Adjuvant therapy not recommended
• Observation x 2 years and ongoing

Dr Eric Jonasch



Case Presentation – Dr Brooks: A 61-year-old man 
with metastatic clear cell RCC

• 2013: Hematuria but no follow up until 2/2018
• Right radical nephrectomy, removal of part of the IVC and thrombectomy

- T3bN0 clear cell RCC
• Mid-2019 follow up CT: Multiple pulmonary nodules (largest 16 x 13 mm) and a soft tissue mass to the 

right of the IVC measuring 3 cm 
- Asymptomatic 

• Followed x 3 months but clear progression of pulmonary nodules 
• 10/2019: Ipilimumab/nivolumab 

- Tolerated it very well but by the 4th dose of ipilimumab he developed hypothyroidism
- Currently, receiving replacement thyroid and cortisol

Questions
• What are the treatment options for this asymptomatic patient?
• What are your thoughts about the use of nephrectomy in patients with metastatic disease?
• Would you delay treatment in order to get a patient vaccinated against COVID-19?

Dr Philip Brooks
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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 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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• Dr Brooks: A 61-year-old man with metastatic clear cell RCC

MODULE 2: Beyond the Guidelines

MODULE 3: Journal Club with Prof Powles

MODULE 4: Key Data Sets



Journal Club with Prof Powles

• Immunotherapy as curative therapy in advanced kidney and bladder cancer: Fantasy or reality? 

• Molecular determinants of response to PD-L1 blockade across tumor types

• MK-6482, a HIF-2α inhibitor, versus everolimus in heavily pretreated, ICI-resistant, advanced ccRCC

• Learning from crisis: A multicentre study of oncology telemedicine clinics introduced during COVID-19

• 2021 Updated European Association of Urology Guidelines on RCC: ICI-based combination therapies

• CLEAR: Depth of response and efficacy for selected subgroups receiving lenvatinib and pembrolizumab

• Differences between PD-1 and PD-L1 inhibitors in metastatic RCC: A systematic review and meta-analysis

• KEYNOTE-052: First-line pembrolizumab in cisplatin-ineligible patients with advanced urothelial cancer

• KEYNOTE-426: Hepatic toxicity in patients with advanced RCC receiving first-line pembrolizumab plus axitinib

• KEYNOTE-426: Pembrolizumab plus axitinib versus sunitinib as first-line therapy for advanced ccRCC
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Ipilimumab and nivolumab
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Powles T. ASCO 2021 Education Session

Cabozantinib, ipilimumab and nivolumab
in genito-urinary cancers.



Nat Commun 2021;12(1):3969



MK-6482, a Hypoxia-Inducible Factor 2α Inhibitor 
(HIF-2α), versus Everolimus in Heavily Pretreated, 
Immune Checkpoint–Inhibitor-Resistant, Advanced 
Clear Cell Renal Cell Carcinoma (ccRCC): Phase III Study

Choueiri TK et al.
ASCO 2021;Abstract TPS368.



J Cancer Educ 2021:1-9



Eur Urol 2021:S0302-2838(21)00322-5



Four ICI Combinations with Proven OS Benefit Form the New 
Standard First-Line Therapy for Metastatic ccRCC

Bedke J et al. Eur Urol 2021;S0302-2838.











Eur Urol Oncol 2021:S2588-9311(21)00113-9



ASCO 2021;Abstract 4500
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Rini BI et a. ASCO 2021;Abstract 4500.
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• Dr Jonasch: A 58-year-old man with metastatic RCC and a history of polymyositis
• Dr Gupta: A 61-year-old woman with metastatic papillary RCC
• Dr Jonasch: A 67-year-old man with metastatic RCC 
• Dr Flores: An obese 61-year-old man with metastatic RCC
• Dr Jonasch: A 64-year-old man with clear cell RCC invasive into the renal vein
• Dr Brooks: A 61-year-old man with metastatic clear cell RCC
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ESMO Open 2020;5(6):e001079.



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

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.
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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 for 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 for Previously Untreated 
Metastatic RCC

Study 
acronym

Target 
accrual Randomization

Primary 
endpoint

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 
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 
Patient Subgroup with 2 Prior TKIs 

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.



Expert Second Opinion — Investigators Discuss 
How They and Their Colleagues Navigate Emerging 

Clinical Research and Challenging Patients with 
Acute Myeloid Leukemia and Myelodysplastic Syndromes

Held in Conjunction with the 2021 Pan Pacific Lymphoma Conference

Monday, August 9, 2021
7:00 PM – 8:30 PM ET

Krishna Gundabolu, MD
Richard M Stone, MD
Eunice S Wang, MD

Moderator
Harry Paul Erba, MD, PhD

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  


