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Updates in GU Oncology‐2019
• Kidney Cancer
• Bladder cancer
• Prostate Cancer 

Objectives



Question 1

• A 56 y/o male was recently referred to you for 
stage IV RCC (to lung, lymph nodes and 
adrenal) and has favorable risk per IMDC. 
What is the best treatment option?

1. Ipilimumab plus nivolumab
2. Sunitinib
3. High dose IL‐2
4. Axitinib plus pembrolizumab
5. 2 and 4



Question 2
• A 68 y/o female patient has a history of stage 
IV bladder cancer. She was found to have 
progressive disease after 1st line platinum and 
2nd line pembrolizumab. Her performance 
status is ECOG1. What is the next best step?

1. Cisplatin rechallenge
2. RT‐PCR testing for FGFR2/3
3. Hospice care
4. Switch to nivolumab



Question 3
• A 71‐year‐old with newly‐diagnosed metastatic 
prostate cancer patient is referred to you. His 
prostate biopsy showed GS 4+3=7 adenocarcinoma. 
He has two bone mets and PSA of 112 and normal 
counts and CMP and has no other co‐morbidities. 
What is the best first treatment for this patient?

1. ADT alone
2. ADT plus enzalutamide
3. Bilateral orchiectomy only
4. ADT plus docetaxel



NCCN: Advanced Kidney Cancer
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JAVELIN Renal 101: study design

BID, twice per day; ECOG PS, Eastern Cooperative Oncology Group performance status; IV, intravenous; PO, orally; Q2W, every 2 weeks; QD, once per day; ROW, rest of the world. 

Key eligibility criteria:
• Treatment-naive aRCC with 

a clear cell component 

• ≥ 1 measurable lesion as 
defined by RECIST v1.1

• Tumor tissue available for 
PD-L1 staining

• ECOG PS 0 or 1

R 
1:1

Avelumab 10 mg/kg IV Q2W 
+

Axitinib 5 mg PO BID
(6-week cycle)

Sunitinib 50 mg PO QD
(4 weeks on, 2 weeks off)

N = 886Stratification:

• ECOG PS (0 vs 1)

• Geographic region 
(USA vs Canada/Western 
Europe vs ROW)
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Avel + Axit:
Sunitinib:

PFS per IRC in the PD-L1+ group
Primary 
endpoint

Median PFS (95% CI), months
Avelumab + Axitinib 13.8 (11.1, NE)
Sunitinib 7.2 (5.7, 9.7)

Stratified HR, 0.61 (95% CI: 0.475, 0.790)
P < .0001

Minimum follow-up, 6 months. Median follow-up, 9.9 months (avelumab + axitinib) and 8.4 months (sunitinib).
The PFS analysis crossed the prespecified efficacy boundary based on the alpha-spending function (P = .001). NE, not estimable.

100
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PFS per IRC in the overall population

Minimum follow-up, 6 months. Median follow-up, 10.8 months (avelumab + axitinib) and 8.6 months (sunitinib).
The PFS analysis crossed the prespecified efficacy boundary based on the alpha-spending function (P = .001).

Median PFS (95% CI), months
Avelumab + Axitinib 13.8 (11.1, NE)
Sunitinib 8.4 (6.9, 11.1)

Stratified HR, 0.69 (95% CI: 0.563, 0.840)
P = .0001

Key 
secondary 
endpoint
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Confirmed objective response

Median duration of response was not yet reached in either treatment arm in either population.
* Patients without target lesions at baseline per IRC who achieved non-complete response/non-progressive disease: 3% (avelumab + axitinib) and 2% (sunitinib) in the PD-L1+ group; 
2% (avelumab + axitinib) and 2% (sunitinib) in the overall population. † Including patients with no postbaseline assessments. ‡ In patients with confirmed complete or partial response.

Per IRC
PD-L1+ group (N = 560) Overall population (N = 886)

Avelumab + Axitinib
(N = 270)

Sunitinib
(N = 290)

Avelumab + Axitinib
(N = 442)

Sunitinib
(N = 444)

Objective response rate (95% CI), % 55 (49.0, 61.2) 26 (20.6, 30.9) 51 (46.6, 56.1) 26 (21.7, 30.0)
Best overall response, %*

Complete response
Partial response
Stable disease
Progressive disease
Not evaluable†

4
51
27
11
4

2
23
43
22
7

3
48
30
12
6

2
24
46
19
8

Patients with ongoing response, %‡ 73 65 70 71

Secondary
endpoint

Per investigator assessment

Objective response rate (95% CI), % 62 (55.8, 67.7) 30 (24.5, 35.3) 56 (51.1, 60.6) 30 (25.9, 34.7)
Best overall response, %

Complete response
Partial response

4
58

3
27

3
53

2
28









NCCN: Advanced Bladder Cancer



First Results From the Primary Analysis Population <br />of the Phase 2 Study of Erdafitinib <br />(JNJ-42756493) in Patients With Metastatic or Surgically Unresectable Urothelial 
Carcinoma and FGFR Alterations

Presented By Arlene Siefker-Radtke at 2018 ASCO Annual Meeting



Phase 2 BLC2001 Study Design

Presented By Arlene Siefker-Radtke at 2018 ASCO Annual Meeting



Antitumor Activity

Presented By Arlene Siefker-Radtke at 2018 ASCO Annual Meeting



Progression-Free Survival ~6 Months<br />Overall Survival > 1 Year 

Presented By Arlene Siefker-Radtke at 2018 ASCO Annual Meeting



Randomized double-blind phase II study of 
maintenance pembrolizumab versus placebo 
after first-line chemotherapy in patients with 
metastatic urothelial cancer: HCRN GU14-182
Matthew D. Galsky, Sumanta K. Pal, Amir Mortazavi, Matthew I. Milowsky, Saby George, Sumati 
Gupta, Mark T. Fleming, Long H. Dang, Daniel M. Geynisman, Radhika Walling, Robert S. Alter, 
Erwin L. Robin, Jue Wang, Shilpa Gupta, David D. Chism, Joel Picus, George Philips, David I. 

Quinn, Noah M. Hahn, Menggang Yu
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Carolina at Chapel Hill School of Medicine; Roswell Park Cancer Institute; Huntsman Cancer Institute-University of Utah Health Care; 

Virginia Oncology Associates; University of Florida; Fox Chase Cancer Center; Community Cancer Center; John Theurer Cancer 
Center at Hackensack University Medical Center; University of Arizona Cancer Center at Dignity Health St. Joseph's Hospital and 

Medical Center; Masonic Cancer Center, University of Minnesota; Vanderbilt University Medical Center; Washington University School 
of Medicine; Georgetown University Hospital; USC Norris Comprehensive Cancer Center; Johns Hopkins University School of 

Medicine; University of Wisconsin; Hoosier Cancer Research Network
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2Matthew D. Galsky, MD

Metastatic UC
At least stable 

disease
≤ 8 cycles of 

platinum-based 
chemotherapy

Randomized
Stratification

Lymph-node only 
metastases (Y/N)

Response to 1st line 
chemo (CR/PR vs SD)

Placebo q3 weeks x up to 24 
months

Pembrolizumab 200 mg IV q3 
weeks x up to 24 months

HCRN GU14-182

Progression
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Matthew D. Galsky, MD

Characteristic Placebo
(n=52)

Pembrolizumab
(n=55)

Not evaluable (baseline CR) 10 9

Overall response 12% 22%

Partial response 12% 13%

Complete response 0 9%

Stable disease 29% 35%

Progressive disease 54% 33%

Unknown 5% 10%

Objective Response Rate (RECIST 1.1)
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Matthew D. Galsky, MD

Progression-free Survival

Median PFS and 95% CI
Placebo: 3.2 (2.8, 5.5) 
Pembrolizumab: 5.4 (3.6, 9.2)

Hazard Ratio: 0.64 (0.41, 
0.98)

Log rank p = 0.038



Bladder summary

• Switch-maintenance pembrolizumab significantly 
delays disease progression in patients with Muc

• Erdafitinib approved for FGFR2/3 variants of met TCC

2
5



NCCN: Advanced Prostate Cancer‐
Metastatic Castration Naive



<br /><br />OVERALL SURVIVAL (OS) RESULTS OF A PHASE III RANDOMIZED TRIAL OF STANDARD OF CARE THERAPY WITH OR WITHOUT ENZALUTAMIDE FOR METASTATIC HORMONE SENSITIVE 
PROSTATE CANCER (mHSPC)<br /><br />ENZAMET (ANZUP 1304):<br />AN ANZUP-LED INTERNATIONAL CO-OPERATIVE GROUP TRIAL<br />(NHMRC CTC, CCTG, CTI, DFCI)

Presented By Christopher Sweeney at 2019 ASCO Annual Meeting



ENZAMET Treatment

Presented By Christopher Sweeney at 2019 ASCO Annual Meeting



Primary endpoint: Overall survival

Presented By Christopher Sweeney at 2019 ASCO Annual Meeting



NCCN: Advanced Prostate Cancer: M0 
CRPC



Conclusions
Kidney cancer: new first line standards of care
• Axitinib and avelumab
• Axitinib and pembrolizumab
Advanced Bladder cancer:
• Switch maintenance with pembrolizumab offers 
prolonged PFS.

• Erdafitinib offers PFS benefit to FRFR2/3 positive 
bladder cancer patients.

CSPC: 
• Apalutamide
• Enzalutamide
CRPC (M0):
• Darolutamide
• Enzalutamide



Question 1
• A 56 y/o male was recently referred to you for 
stage IV RCC (to lung, lymph nodes and adrenal) 
and has favorable risk per IMDC. What is the best 
treatment option?

1. Ipilimumab plus nivolumab
2. Sunitinib
3. High dose IL‐2
4. Axitinib plus pembrolizumab
5. 2 and 4



Question 2

• A 68 y/o female patient has a history of stage 
IV bladder cancer. She was found to have 
progressive disease after 1st line platinum and 
2nd line pembrolizumab. Her performance 
status is ECOG1. What is the next best step?

1. Cisplatin rechallenge
2. RT‐PCR testing for FGFR2/3
3. Hospice care
4. Switch to nivolumab



Question 3
• A 71‐year‐old with newly‐diagnosed metastatic 
prostate cancer patient is referred to you. His 
prostate biopsy showed GS 4+3=7 
adenocarcinoma. He has two bone mets and PSA 
of 112 and normal counts and CMP and has no 
other co‐morbidities. What is the best first 
treatment for this patient?

1. ADT alone
2. ADT plus enzalutamide
3. Bilateral orchiectomy only
4. ADT plus docetaxel


