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2019 in GU Cancers
• Kidney Cancer

– First-line IO/VEGF combinations
– “Adjuvant” pazopanib after metastasectomy

• Bladder Cancer
– Post-platinum, post-checkpoint options

• Prostate Cancer
– The explosion of options for hormone sensitive 

metastatic prostate cancer

– M0 CRPC

KEYNOTE-426 Study Design

Presented By Brian Rini at 2019 ASCO Annual Meeting

KEYNOTE-426: OS in the ITT Population

Presented By Brian Rini at 2019 ASCO Annual Meeting
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Pembrolizumab plus Axitinib for mRCC

Presented By Brian Rini at 2019 ASCO Annual Meeting

IMDC Favorable Risk: OS, PFS, and ORR

Presented By Brian Rini at 2019 ASCO Annual Meeting

IMDC Intermediate/Poor Risk: OS, PFS, and ORR

Presented By Brian Rini at 2019 ASCO Annual Meeting
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JAVELIN Renal 101: study design

Presented By Toni Choueiri at 2019 Genitourinary Cancers Symposium

JAVELIN Renal 101 efficacy summary1

Presented By Toni Choueiri at 2019 Genitourinary Cancers Symposium

So which 1L treatment to pick?
Pembrolizumab + 
Axitinib vs Sunitinib

Avelumab + 
Axitinib vs Sunitinib

Ipilimumab + 
Nivolumab vs 
Sunitinib

IMDC risk group
Favorable
Intermediate
Poor

31.2%
56.2%
12.6%

21.4%
61.8%
16.2%

23%
61%
17%

PDL1 “positive” 60.5% 63.2% 63.2%
Overall survival
HR for death
P value

0.53
<0.0001

0.78
0.14

0.68
<0.001

Median PFS (mo)
Combo therapy
Sunitinib

15.1
11.1

13.8
8.4

12.4
12.3

ORR (%) 59.3% 51.4% 39.0%
CR (%) 5.8% 3.4% 10.2%
Median f/u (mo) 12.8 11.6 25.2

Adapted from Escudier, NEJM 380;12 March 21, 2019
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Presented by Leanord Appelman, 2019 ASCO Annual Meeting 

Presented by Leanord Appelman, 2019 ASCO Annual Meeting 

Pazopanib did not improve disease-free survival

Median follow-up 
30 months

36 month DFS:
Pazopanib 26%
Placebo 22%

Overall survival by blinded treatment arm

Hazard Ratio for OS
was 2.65 (1.02, 6.9) in 
favor of placebo
(p=0.05)

Presented by Leanord Appelman, 2019 ASCO Annual Meeting 
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Slide 4

Presented By Daniel Petrylak at 2019 ASCO Annual Meeting

Enfortumab Vedotin: Nectin-4 Targeted Therapy<br />Proposed Mechanism of Action 

Presented By Daniel Petrylak at 2019 ASCO Annual Meeting

EV-201: Cohort 1 Change in Tumor Measurements per BICR

Presented By Daniel Petrylak at 2019 ASCO Annual Meeting
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ENZAMET Treatment

Presented By Christopher Sweeney at 2019 ASCO Annual Meeting

Primary endpoint: Overall survival

Presented By Christopher Sweeney at 2019 ASCO Annual Meeting

Secondary Endpoints: Progression–free survival (PCWG2)

Presented By Christopher Sweeney at 2019 ASCO Annual Meeting
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First Results From TITAN: a Phase 3 Double-Blind, Randomized Study of Apalutamide Versus Placebo in Patients With Metastatic Castration-Sensitive Prostate Cancer Receiving Androgen Deprivation Therapy

Presented By Kim Chi at 2019 ASCO Annual Meeting

TITAN Study Design

Presented By Kim Chi at 2019 ASCO Annual Meeting

TITAN rPFS: Apalutamide Significantly Reduced Risk of Radiographic Progression or Death by 52%

Presented By Kim Chi at 2019 ASCO Annual Meeting
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TITAN OS: Apalutamide Significantly Reduced the Risk <br />of Death by 33%

Presented By Kim Chi at 2019 ASCO Annual Meeting

What to use in hormone sensitive disease?
CHAARTED 
(docetaxel)

LATITUDE 
(abiraterone/P)

ENZAMET 
(enzalutamide)

TITAN
(apalutamide)

High volume 
disease, %

66% 100% %

rPFS, HR 
(95%CI)

0.62 (0.5-0.8) 0.47 (0.4-0.6)

OS, low vol
disease, HR 
(95%CI)

1.04 (0.7-1.6) N/A

OS, HR (95%CI) 0.72 (0.6-0.9) 0.66 (0.6-0.8)

Discontinuatio
n rate for AE

12%

Grade >=3% 
AE

29.6% 63% vs 48%

QoL scores Worse at 
3mos, better 

at 12 mos

Better than 
placebo

CHAARTED, Sweeney et al, NEJM 2015
Latitude, Fizazi et al NEJM 2017
Enzamet, 2019 ASCO Annual Meeting
Titan, 2019 ASCO Annual Meeting

ARAMIS: Darolutamide in non-metastatic 
castration-resistant prostate cancer

• Androgen receptor inhibitor
• Structurally distinct from enza/apalutamide

– less CNS toxicity since doesn’t cross BBB 
and fewer drug interactions (not a CYP-
inhibitor)

• Taken with food

Presented By Karim Fizazi at 2019 Genitourinary Cancers Symposium



UNC Cancer Network Presented on 8/28/2019

For Educaitonal Use Only 10

ARAMIS trial design

Presented By Karim Fizazi at 2019 Genitourinary Cancers Symposium; Fizazi et al, NEJM 2019.

Fizazi et al, NEJM 2019.

What to use in M0 CRPC?
SPARTAN
(apalutamide)

PROSPER
(enzalutamide)

ARAMIS
(darolutamide)

Median pre-trial 
PSA DT, mos

4.4 3.8 4.4

Metastasis free 
survival, mos

40.5
HR 0.28 (0.23-0.35)

36.6
HR 0.29 (0.24-0.35)

40.4
HR 0.41 (0.34-0.50)

Time to PSA 
progression, mos

NR
HR 0.06 (0.05-0.08)

37.2
HR 0.07 (0.05-0.08)

33.2
HR 0.13 (0.11-0.16)

Overall survival HR 0.70 (0.47-1.04) HR 0.80 (0.58-1.09) HR 0.71 (0.50-0.99)

Discontinuation 
rate for AE

11% 9% 9%

Grade >=3% AE 45% vs 34% 31% vs 23% 25% vs 20%

Note: Men with PSA DT of >10 months excluded from all these trials

SPARTAN, Smith et al, NEJM 2018
PROSPER, Hussain et al, NEJM 2018
ARAMIS, 2019 GU Cancers Symposium
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Best of ASCO Thoracic 2019, For UNCCN

Jared Weiss
Associate Professor of Medicine, UNC
Section Chief of Thoracic and Head/Neck Oncology
Board Member, LCI
VP, Cancergrace

Overall Survival: TPS ≥1%

Presented By Gilberto Lopes at 2018 ASCO Annual Meeting

Keynote 42
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Lopes, ASCO 2018

Paz-Ares L et al. N Engl J Med 2018;379:2040-2051
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Overall Survival at IA2, ITT

Presented By Luis Paz-Ares at 2018 ASCO Annual Meeting

Mean Change from BL in QLQ-C30

Mazieres, 
ESMO 2018
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Pembrolizumab @ 5 years

Hope, Summarized:
• 5y OS 15.5% in 

previously treated
• 5y OS 23.2% in 

1L

Top: Garon, ASCO 
2019
Bottom: Garon, 
Personal Comm.

STK11/LKB1 genomic alterations are a mediator of the cold tumor immune microenvironment and a major driver of primary resistance to PD-1 axis blockade in non-squamous 
NSCLC

Presented By Ferdinandos Skoulidis at 2019 ASCO Annual Meeting

Hope of Good Biomarkers, at last?

Lack of benefit from addition of pembrolizumab to CP chemotherapy <br />            in STK11 and/or KEAP1-mutant non-squamous NSCLC

Presented By Ferdinandos Skoulidis at 2019 ASCO Annual Meeting



UNC Cancer Network Presented on 8/28/2019

For Educaitonal Use Only 15

Gainor,
ASCO
2019

AMG 510 is a First in Class KRASG12C Inhibitor

Presented By Marwan Fakih at 2019 ASCO Annual Meeting

Patient Incidence of Treatment Related TEAE

Presented By Marwan Fakih at 2019 ASCO Annual Meeting

AMG510
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NSCLC: Best Tumor Response* (n=10)

Presented By Marwan Fakih at 2019 ASCO Annual Meeting

Presented By Pasi Janne at 2019 ASCO Annual Meeting

EGFR Exon 20

TAK-788 Antitumor Activity in Patients With EGFR Exon 20 Insertions

Presented By Pasi Janne at 2019 ASCO Annual Meeting
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Background

Presented By Juergen Wolf at 2019 ASCO Annual Meeting

MET Del 14

Tumor shrinkage per BIRC

Presented By Juergen Wolf at 2019 ASCO Annual Meeting
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Capmatinib

Progression-free survival per BIRC

Presented By Juergen Wolf at 2019 ASCO Annual Meeting

Capmatinib
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Safety summary<br />Favorable and manageable safety profile

Presented By Juergen Wolf at 2019 ASCO Annual Meeting

Capmatinib

Targeting ROS1 Fusion Positive Non-Small Cell Lung Cancer<br />

Presented By Byoung Chul Cho at 2019 ASCO Annual Meeting

Preliminary Efficacy of Repotrectinib in TKI Naive ROS1+ NSCLC by BICR

Presented By Byoung Chul Cho at 2019 ASCO Annual Meeting

Repotrectinib in TKI Naïve 
ROS1+ NSCLC

Repotrectinib in TKI Pretreated 
ROS1+ NSCLC

Cho, ASCO 2019
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Future Oncologists


