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eReceipt of Intellectual Property Rights/Patent Holder: Madison
Vaccines Inc. (for pTVG-HP and pTVG-AR

eConsulting Fees: Madison Vaccines Inc.

eContracted Research: Madison Vaccines Inc, Merck, BMS, Janssen,
Pfizer, Novartis

eOwnership Interest Greater Than 5 Percent: Madison Vaccines Inc.

¢| will be discussing non-FDA approved indications during my
presentation.
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Cancer (Renal Cell Carcinoma; RCC)
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@ History of Immunotherapy in mRCC

HD IL-2
Ipilimumab +
Nivolumab,
Vaccines Pembrolizumab
+ axitinib,
Targeted Therapies Avelumab +
axitinib
IFN-a and IL-2 Nivolumab
based regimens

Bevacizumab
+IFN-a

<1980s 1992 2000 2009 2013 2015 2018

Resurgence of interest in immunotherapy
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FDA-approved Immunotherapies for
mRCC

Drug Approved Indication Dose
High dose Interleukin-2 1992 Metastatic RCC 600,000 International Units/kg (0.037 mg/kg) IV g8hr infused
over 15 minutes for a maximum 14 doses, THEN 9 days of rest,
followed by a maximum of 14 more doses (1 course)
Interferon-a+ 2009 Clear cell RCC IFN 9 MIU s.c. three times a week + bev 10 mg/kg Q2W
bevacizumab
Nivolumab 2015 Clear cell RCC refractory ~ 3mg/kg or 240mg IV Q2W or 480mg IV Q4W
to prior VEGF targeted
therapy
Nivolumab +ipilimumab 2018 Clear cell RCC, treatment  3mg/kg nivo plus 1mg/kg ipi Q3W x 4 doses then nivo
naive maintenance at flat dosing
Pembrolizumab + 2019 Advanced RCC, 200 mg pembro Q3W + 5 mg axitinib twice daily
axitinib Treatment naive
Avelumab + axitinib 2019 Advanced RCC, 800 mg avelumab Q2W + 5 mg axitinib twice daily

Treatment naive

b/

M
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@ High Dose IL-2 in mRCC
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1.0
21CR
* 20 year analysis of oo - |
259 patients oe
o 0.7
* ORR=20% ;§ oo
* 9% CR (n=23) 3 .
*12%PR(n=30) %,
* Median duration of = oz
response = 15.5 02
months 9:1 206 NR
A4 Median OS=19 D‘Do 12 :; ,‘4 é é 7 8 9 1‘0 1‘1 1‘2 1I3 1|4 1|5 1ls 1I? 1‘8 1‘9 2Io
months Survival in Years 2/07

qAAE[‘j

Klapper et al. Cancer 2008
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* CheckMate 025 Phase Il

trial _

. £

* Metastatic, clear-cell §
disease =

. g

* One or two previous 2
antiangiogenic z
-

treatments 2
&

* Nivolumab (3 mg/kg IV
Q2W) vs everolimus (10
mg daily)

Motzer et al. NEJM 2015
©2019-2020 Society for Inmunctherapy of Cancer
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Nivolumab 410
Everolimus 411

Second-Line Nivolumab in mRCC

No.of Median Overall  No. of

Patients Survival (95% Cl) Deaths
mo

25.0 (21.8-NE) 183

19.6 (17.6-23.1) 215

Hazard ratio, 0.73 (98.5% Cl, 0.57-0.93)
P=0.002

Nivolumab

Everolimus

0.0

9 12 15 18 21 24 27 30 33
Months
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PD-L1>1%

No.of  Median Overall  No. of
Patients  Survival (95% Cl) Deaths
mo
1.0+ Nivolumab 94 21.8 (16.5-28.1) 43
094 Everolimus 87 18.8 (11.9-19.9) 51
5 osq
&
2 07
T 06
g
‘2 0.5+ Nivolumab
z 0.4+ : ; e
E 034 verolimus
i
£ 9
0.14
0.0 T T T T T T T T T T 1

Months

Motzer et al. NEJM 2015
©2019-2020 Society for Inmunctherapy of Cancer

Probability of Overall Survival

Second-Line Nivolumab in mRCC
PD-L1 subgroups

PD-11<1%

No.of  Median Overall  No. of
Patients  Survival (95% Cl) Deaths
mo
109w Nivolumab 276 27.4 (21.4-NE) 113
oot [ Everolimus 299 21.2 (17.7-26.2) 150
0.8+
0.74
0.6+
Nivolumab
0.54
0.4
034 Everolimus
0.2+
0.14
0 T T T T T T T T T T J
] 3 6 9 12 15 18 21 24 27 30 33

Months
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First-line Nivolumab + Ipilimumab in
mRCC

Patients Treatment
* TISAina e Randomize 1:1
atvanced or : 1 ma/kg ipilimumab IV Q3W
‘;‘;?smc cieaecei Stratified by for four doses, then Treatment until
« Measurable disease *IMDC prognastic score 3 mg/kg nivolumab IV Q2W progression or
- KPS 270% _LDE;TOL‘IQLE;‘B’ < unacceptable
= Tumor tissue Canada/Eurcpe vs toxicity
available for PD-L1 Restof World) Arm B
testing 50 mg sunitinib orally once
daily for 4 weeks
(6-week cycles)

Nivolumab = anti-PD-1 antibody

Motzer et al. NEJM 2018, 378:1277

Ipilimumab = anti-CTLA-4 antibody
IMDC = International Metastatic RCC Database Consortium
QAAEM ——xcce HOPA Csitc>
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First-line Nivolumab + Ipilimumab in
mRCC by IMDC Risk: overall survival

Intermediate/poor risk Favorable risk

Median OS, months (95% Cl) Median OS, months !95% cl)

NIVO+IPI NR (35 6-NE) NIVO+IPI NR (NE)
Follow-up SUN 26.6(22.1-33.4) SUN NR(NE)
_ HR (95% CI), 0.66 (0.54-0.80) HR (95% CI), 1.22 (0.73-2.04)
=30 months P<0.0001 P =0.4426
1.09 109 98%
4 88%
0% o 094 86%
e £ 00 1 94% e, SUN
g 074 66% g 074 1 :BSI" 180%
s L 80% i i i
S 064 1729, NIVO+IPI 8 084 i ] 1 NIVO+IPI
¥ osd H . T o0s4 H H 1
H H I i | H
# 04 ' ' 147% E 044 I ' '
_E 034 ) ! ! SUN -g 0.3 ' i i
£ oo} : b £or) | »n
0.14 ' ' ' 014 i ' '
I ' ' i ' '
004 H H H 004 H H H
0 3 6 9 12 15 18 21 24 27 30 33 I 39 42 45 0 3 6 9 12 15 18 21 24 27 30 33 36 I 42 45
No. atrisk Monins No. atrisk Mopks

Tannir et al. ASCO GU 2019

NIVO#IP| 425 399 372 348 332 317 306 287 270 253 233 183 90 34 2 O
422 388 353 318 290 257 236220 207 194 179 144 75 29 3 O SUN

SUN

NIVO#IPI 126 124 120 116 111 108 104 102 101 98 94 88 71 24 2 0O
124 119 119 117 114 110 109 105 103 101 96 88 70 26 2 0O
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( in advanced RCC: overall survival

KEYNOTE-426: OS in the ITT Population

12-mo rate
89.9Y ?
1004 ra.s";: :ag ;:: iy
904 ““-4_.% 72.1%
g0 by
0/ T
o 60
g % HR 0.53 (95% Cl 0.38-0.74)
40 P <0.0001
Pts w/
Event  Median
10 Pembro + Axi  13.7% NR
Sunitinib 22.6% NR
0 T T T T 1
0 4 8 12 16 20 24
Months

No. at Risk

432 a7 are 256 136 18 0

29 401 341 21 110 20 ]

Rini, ASCO 2019 2 WETETEY ) R
Rinf et a1, NEIM 2019, 380:1116 QAAE‘!‘! LI @ e (SJtS)
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:5321&3;1”5 First-line avelumab + axitinib in
MRCC: progression-free survival

* 2 Independent
Primary Endpoints:
PFSand OS in PD-L1+

* Median PFS—13.8 mo
vs 7.2 mo (HR 0.61;

JAVELIN 101 : PFS in the PD-L1+ Population

Avelumab+axitinib

Progression-free Survival (%)

95% Cl, 0.47-0.79) 50
404
* ORR: 51.4% vs 25.7% 304
overall 207
104

¢ OS data: immature —

0 2 4 6 8 10 12 14 16 18 20 22 24

Months
Motzer, NEJM 2019, 380:1103 q‘h‘?Ag‘Pq‘ ,’\D’,",‘ @HOPA ﬁt?
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;V;NCES@ First-line avelumab + axitinib in
mRCC: progression-free survival

* 2 Independent
Prl ma ry E nd pOIntS : W Progressive disease W Stable disease Partial response W Complete response I Could not be evaluated
PFS and OS in PD-L1+

* Median PFS—13.8mo  §§ = =iy e
vs 7.2 mo (HR 0.61; B TS - T w11 |
95% Cl, 0.47-0.79)

* ORR: 51.4% vs 25.7% ' bt o s
overall

¢ OS data: immature

Motzer, NEJM 2019, 380:1103

©2019-2020 Society for Inmunctherapy of Cancer
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;VA)NCESQ In Development: First-line atezolizumab
Q + bevacizumab in PD-L1+ mRCC

Immotion151
100 Median progression-free survival in the PD-L1 positive
90| population, months (95% Cl)
= 80 — Atezolizumab plus bevacizumab group  11.2(8.9-15.0)
_E 70 —— Sunitinib group 77 (6:8-9-7)
g 60 HR 074 (95% Cl 0.57-0-96); p=0-0217
E 7 oy [P NNSPIS L. "R . 12-month progression-free survival
T e ' 49% (95% C1 41-56)
5, 301 :
<] |
£ 204 i
104 i 12-month progression-free survival
! 38% (95% C131-45)
0 T T T T T T T T 1
0 3 6 9 12 15 18 21 24 27
Rini, The Lancet 2019, 393:2404 q ‘Q‘ = EE0] @ e ﬁt?
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In Development: First-line atezolizumab
+ bevacizumab: molecular signatures
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Rini et al, ESMO 2018
@ 2016-2020 Society for Inmunatherapy of Cancer

A ‘! \IH" \\ MI‘IH” W ‘I pil

Identification of gene signatures based on
association with clinicaloutcome
* Tt CD8a, IFNG, PRF1, EOMES,

CD274
» Angio: VEGFA, KDR, ESM1,
PECAM1, CD34, ANGPTL4
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In Development: First-line atezolizumab
+ bevacizumab: molecular signatures

IMMUNOTHERAPY™
Angiogenesis Angiogenesistow
L s.m.m I.‘n) 14 ——— Sunilinib {n = 265)
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08 ' o8
4 (Y 4

w 06 ol w 08

i os b s B oos
04 ¥ AR 04
y - - y
03 - -~ Ntk e o]
0z . 0z
041 595 8.94 819 1012 1245
EEEEEEREEEEEE] S I B T S R R R

Immune
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Rini et al, ESMO 2018
@ 2019-2020 Society for Inmunatherapy of Cancer
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" @ Front-line phase 3 trials with
' (@ immunotherapy agents (efficacy summary)
| | checkwateia | KEYNOTE426 | JAVELN101 | IMmotioni51

. Ipilimumab + Pembrolizumab + . Atezolizumab +
Intervention . L Avelumab + Axitinib .
Nivolumab Axitinib Bevacizumab

Sunitinib Sunitinib Sunitinib Sunitinib
[ prupned  OS, PFS, ORR in 0S, PFS PFS,0SinPD-L1+  PFSin PD-L1+; OS
int/poor risk

IMMUNCTHERAPY"

NR vs 37.9 _NR vs NR Not reported 33.6 vs 34.9
(30 mo min followup) (median 12.8 mo followup) (median 24 mo followup)
9.7vs 9.7 15.1vs 11.1 13.8vs 7.2 11.2vs 7.7
41% vs 34% 59.3% vs 35.7% 51.4% vs 25.7% 37% vs 33%
10.5% vs 1.8% 5.8% vs 1.9% 3.4% vs 1.8% 5% vs 2%

IIT: Intent-to-Treat; PFS: progression-free survival; ORR: overall response rate; OS: overall survival

Tannir, ASCO GU 2019.
Rini, NEJM 2019.
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. Ongoing front-line phase 3 trials with
' @ immunotherapy agents for front-line ccRCC

Comparator | Population | Primar
Trial nu r Trial Name Treatment Arm omparato opu. o : .y
Arm Size End Point

630 PFS

IMMUNCTHERAPY"

ntinib +
Ve pEREEEEZAY  CheckMate 9ER Cabozantinib Sunitinib

Nivolumab
Lenvatinib +
NCT02811861 CLEAR Pembrolizumab or Sunitinib 1050 PFS
Everolimus
NCT03729245 [RRONTEIPS NKTR-214 + Sunitinib (or 600 ORR, 05
Nivolumab cabozantinib)
Cabozantinib + Tl el
NCT03937219 [NeoN V(L E! Ipilimumab + pri 676 PFS
Nivolumab

Nivolumab

PFS: progression-free survival; ORR: overall response rate; OS: overall survival

o4
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Progression-Free
Survival, %
8

In Development: First-line
pembrolizumab monotherapy in mRCC
KEYNOTE - 427

Confirmed ORR, % (95% Cl) 36.4
— WSMGPEST CR, % 3(3)
8.7 months (95% CI, 6.7-12.2)
PR, % 37 (34)
: DCR, % 57 (47-67)
DOR, median (range), mo Not Reported
ol ! ; ' ' . DOR 2 6 mo (responders), 77
0 3 6 9 12 15 %
Months

Donskov et al. ESMO 2018
Tykodi et al, ASCO 2019

@ 2019-2020 Scciety for Immunctherapy of Cancer
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Non-Muscle
Invasive

Immunotherapy for Metastatic Bladder
Cancer (Urothelial Carcinoma; UC)

Muscle
Invasive

Metastatic

7 Mucosa
- Submucosa

Muscular Layer
(Detrusor)

Perivesical Fat

Prostate or
other adjacent
organ (uterus,
vagina)
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;VA)NCESO Approved checkpoint inhibitor for
MQ non-muscle invasive bladder cancer

T T TN

BCG-unresponsive, high-risk NMIBC, with
Pembrolizumab January 2020 or without papillary tumors and ineligible 200 mg Q3W
for cystectomy

Response, n (%) KEYNOTE-057 cohort A (n=97)

Complete response 40 (41.2)
Non-complete response 56 (57.7)
Persistent 40 (41.2)
Recurrent 6(6.2)
NMIBC stage progression 9(9.3)
Progression to T2 0
Extravesical disease 1(1.0)
Non-evaluable 1(1.0)

Acct geHOPA Csite >

FDA Advisory Committee Briefing Document, 2019.
@ 2016-2020 Society for Inmunatherapy of Cancer

e -~ Approved checkpoint inhibitors for
M@ mUC — cisplatin refractory

Atezolizumab 2016 (2018) Advanced/metastatic UC 1200 mg Q3W
2017 Advanced/metastatic UC
ALIE 2020 Maintenance therapy after FL platinum Lol
Durvalumab 2017 Advanced/metastatic UC 10 mg/kg Q2W
Nivolumab 2017 Advanced/metastatic UC D G5 20 O£ VT
Q4w
Pembrolizumab 2017 (2018) Advanced/metastatic UC 200 mg Q3W

Acct geHOPA Csite >

@ 2016-2020 Society for Inmunatherapy of Cancer
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== Approved checkpoint inhibitors for
@ mUC — cisplatin ineligible

IMMUNCTHERAPY"

Advanced/metastatic UC

Atezolizumab 2016 (2018) (PD-L1 25%) 1200 mg Q3W
) Advanced/metastatic UC
Pembrolizumab 2017 (2018) (PD-L1 CPS >10) 200 mg Q3W
June 2018

FDA limits the use of Atezolizumab and
Pembrolizumab for some urothelial cancer patients

¢ Locally advanced or metastatic urothelial carcinoma and ineligible for cisplatin-based chemo and tumor PD-L1
(CPS > 10, pembro; IC = 5% tumor area, atezo)

* Patients ineligible for any platinum-containing chemotherapy regardless of PD-L1 status

QAAEM e & HOPA Csite >

@ 2016-2020 Society for Inmunatherapy of Cancer

cies e TUMOr Mutational Burden (TMB) May
ADVANCES@ Signal Responses with PD-1 Blockade

Atezolizumab in mUC

1co/ Ic2/3
o 507 * .
= 40- :
S
(1]
O 304 .
= )
S 20-
g
5 10+
=
0 L L T T T
SD/PD  CR/PR SD/PD  CR/PR
OR
Rosenberg et al. Lancet 2016 387:1909 q ‘Q‘QEM ,"3""",",‘ @ H O PA {jslt?
©2019-2020 Society for Inmunctherapy of Cancer
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Rosenberg, ESMO 2018

In development: Ipilimumab + Nivolumab
CheckMate 032

ORR by Baseline Tumor PD-L1 Expression per Investigator

80 58.1
ENIVO3 (N =78) (30.1-75.5)

HNIVO3+IPI1 (N = 104)

= NIVO1+IPI3 (N = 92)

a8

8

38.0
(28.1-48.8)

269
(11.6-47.8)

8

256
(13.5-41.2) 250 238

(14.4-38.4) (12.1-30.5)

ORR, % (95% CI)
g &

NIVO3  NIVOSHPH NIVO1HPI NIVO3 | NIVO3#IPH NIVO1+IPI3

NIVO3  NIVO3HPH NIVO1+iPI3

n=104 n=92 n=43 n=56 n=42 n=26 n=31 n=31
Overall PD-L1 <1% PD-L121%
PD-L1 Expression

Ao LHOPA Csitc

@ 2016-2020 Society for Inmunatherapy of Cancer

CEITC D somcio imminssimrpy of Coner d I .I. b . I b
L]
et In development: [pilimumab + Nivoluma
MC) CheckMate 032
L ::sg;elPh NIVO3 NIVO1+iPI3
— 0.9 : (N=78) (N=92)
3z ! —&— NIVO1+PI3
= _ Events, n (%) 56 (72) 46 (50)
3 03 )
E 07 - . Median OS 99 74 153
g 4 (85% CI), months | (7.3-21.1) | (5.6-11.0) (10.1-27.6)
8 06
3 o5 i
1
§ oa i
L i
= 03 1
g i i
2 027 { {
o i §38%
0.1 i 1
H :
0.0 =T L] T T T T T T T T T T T T T T 1
[ 9 12 15 18 21 24 27 30 33 36 39 42 45 48 51
Months
Number at risk
NIVO3 78 61 54 41 36 32 30 20 28 24 2 2 19 16 9 4 0 0
NIVO3+PI 104 8 61 46 39 32 31 30 28 26 26 2 19 15 5 0 0 0
NIVO1+PI3 92 73 60 48 33 23 13 12 12 N 8 2 2 2 2 1 1 0

Rosenberg, ESMO 2018

Ao HOPA Csitc
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o hproved |

Enfortumab vedotin December 2019

Locally advanced/metatstatic UC
with previous aPD-1/PD-L1 and Pt-
based chemotherapy

Approved antibody-drug conjugate

1.25 mg/kg IV ondays
1, 8, and 15 of each
28-day cycle

EV-201: Cohort 1 Nectin-4 Expression EV-201: Cohort 1 Change in Tumor Measurements per BICR

I

H

Cohort 1 (n=120)

84%

I ‘ I ‘
I
‘ u
il
‘ H
g
§
| : i
I ‘
‘ If .
I =110 pati
‘ 2 * 10 patients had
‘ Il I * 4 patients line
AP A . + 1 patient had an uninterpretable post-baseline assessment
Petrylak, ASCO 2019.

@ 2019-2020 Scciety for Immunctherapy of Cancer

¥

BB B
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28 3 3

8
B

Percent Change from Baseline
o B8 & 8 8

H-Score of Nectin-4 Expression at Baseline

o B 8

rivey
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"D.V*‘NCE?'“@ The Spectrum of Prostate Cancer

IMMUNCTHERAPY™

Castration Resistant

Organ Confined, Organ Confined, Metastatic
Prostate Cancer (CRPC)

Low Risk Risk of Metastases Disease

GI;rostate Cancer

Rising PSA, Rising PSA,
No Metastases No/minimal Metastases

Risk of Cancer

@ 2019-2020 Scciety for Immunctherapy of Cancer
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PROVENGE 2010
100
First anti-cancer therapeutic vaccine
80 HR 0.78; 95% Cl, 0.61-
g 0.98, p=0.03)
Harvested Intravenous 2
administration ‘3% s 60
) a
2‘ Sipuleucel-T
= 404
9 <
¢ -3
Density—gradient g
centrifugation 20 Placebo
Short-term
@ culture (3644 hours)
i . e 0
@ Patient with 5! ¥ x v L) 1
Enriched FAP SM.GSE prostate 0 = 21 . 36 . .48 . 0 2
monocytes cancer M since R

Fusion protein

Drake et al. Curr Opin Urol 2010
Kantoff et al. NEJM 2010

@ 2019-2020 Society for Immu

Acct geHOPA Csitc >

herapy of Cancer
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ADVANCEM“@" Sipuleucel-T in mCRPC

IMMUNCTHERAPY"

_— PROCEED 2019
¢ Post-hoc analysis of Phase 3 trial PROCEED —  Caucasians (N=438)
(N = 1902 mCRPC patients) oo — vAficRAmEE1cans ($=219)
* African-Americans (AA) = 438; Caucasians kS sl iioan Amosioar
(CAU) = 219 5 ©on ", Median 0+ 35.3 months
B
«  Median OS = 35.2 (AA) vs 29.9 mo (CAU); £ coasin e
HR 0.81, 95% CI 0.68-0.97; p = 0.03. Hedian 0S:25.8 monihs
1 HR=0.70
*  AArace was independently associated with ot
prolonged OS on multivariate analysis (HR e .
0.60, 95% Cl 0.48-0.74; p < 0.001) Time from R (menths)
Sartor et al. ASCO 2019 9:—.».‘ "N! P4 @HOPA (Sit_C)

©2019-2020 Society for Inmunctherapy of Cancer
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No FDA-approved Cls for mCRPC

W Cohort 1 (PD-L14)
W Cohert 2 (PD-L1-)
W Cohart 3 (Any PD-L1; Bone

KEYNOTE-199 (Pembrolizumab)

‘Change From Baseline Patients®
=1% 10 =100% 19%

=50% to ~100% "%

-90% 1o ~100% 5%
0% to +100% 81%

0% to +24% 1%

Change From Baseline, %

Antonarakis JCO 2020 38:395

©2019-2020 Society for Inmunctherapy of Cancer

Limited efficacy of Checkpoint Inhibitors

* Pembrolizumab is approved
for all Microsatellite
Instability-High (MSI-H) solid
tumors

* MSI-H incidence is low in PC

* Localized PC ~2%
* Autopsy series of mCRPC
~12%

* MSI testing may offer
pembrolizumab as an option

WAAEM ——cct eHOPA Cite>

In development: nivolumab +

I D soomrior sy o o
ADVANCES N
MMUN(NHEEAPV"'@ | pl I Imuma b InNm C R PC

* Checkmate 650

* Nivo 1 mg/kg + Ipi 3 mg/kg Q3W for 4 doses, then Nivo 480 mg Q4W
* Progressed after 2nd-gen hormonal: 26% response @ 11.9 mo, 2 CR

* Progressed after chemo+hormonal: 10% response @ 13.5 mo, 2 CR

* Higher ORR in:
* PD-L1>1%
* DNA damage repair deficient
* homologous recombination deficiency
* high tumor mutational burden

Sharma, GU Cancer Symp 2019.
©2019-2020 Sociely fot Immunctherapy of Cancer
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N
» Hormonal therapy i -
Cabozantinib —] c-Met N

* Radiation J
M Radlum'223 ,“’J’ CYTOPLASM
* PARP inhibitors \

| = Dutasteride
HT 4 AR activation

EPI-001 —|

\ Full length AR | GR |
* Chemotherapy call Fe.s [
)
* Vaccines
* Bi-specific T-cell engagers S~ p—

(S

Stein et al. Asian J Andrology 2014
©2019-2020 Society for Inmuncthercpy of Cancer

Docetaxel —| AR trafficking

|— Enzalutamide

Androgen receptor )

PARP inhibitor
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Similar
incidence
overall

Maughan et al. Front Oncol 2017
@ 2019-2020 Scciety for Immunctherapy of Cancer

irAEs with Immune Checkpoint
Inhibitors in GU Cancers - meta-analysis of 8

studies

Adverse event Incidence, any grade | Incidence, grades 3—- | Incidence anygrade | Incidence, grades 3—
(GU only trials) (%) | 5 (GU only trials) (%) (non-GU clinical 5 (non-GU clinical

trials) (%) trials) (%)

Hypothyroid/ 0.8-9 0-0.6 3.9-12 0-0.1

thyroiditis

Diabetes/DKA 0-1.5 0-0.7 0.8-0.8 0.4-0.7

LFT changes/ 1.5-5.4 1-3.8 0.3-3.4 0.3-2.7

hepatitis

Pneumonitis 2-4.4 0-2 1.8-3.5 0.25-1.9

Encephalitis NR NR 0.2-0.8 0.0-0.2

Colitis/diarrhea 1-10 1-10 2.4-4.1 1.0-2.5

Hypophysitis 0-0.5 0-0.2 0.2-0.9 0.2-0.4

Renal Dysfunction/ 0.3-1.6 0-1.6 0.3-4.9 0.0-0.5

nephritis

Myositis 0.8-5 0-0.8 NR NR

(S
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* The role of immunotherapy in GU malignancies is increasing

* In RCC, many front-line checkpoint inhibitor options are approved

* Multiple checkpoint inhibitors approved for advanced/metastatic
urothelial carcinoma

* T-cell checkpoint blockade used as monotherapies have
demonstrated little activity in prostate cancer

* Current challenges include choice of optimal agents/combinations
and sequence of these therapies with other agents

@ 2019-2020 Society for Immunctheropy of Cancer
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Additional Resources Cancer Immunotherapy

GUIDELINES

R et ol Joumal fo ImmunoTrerapy o Cancer 2016) 451
D01 10.1186/260425 01601807

for the treatme

Society for Immunotherapy of Cancer
consensus statement on immunotherapy

Journal for ‘mmung?gerapy D01 10.1186/540425-016:0158-x

ancer of Cancer
OSIEONIARTIGLEIANDIGUIDE EINES OpshiAccess
The Society for Immunotherapy of Cancer ®e
consensus statement on immunotherapy
for the treatment of prostate carcinoma

@

Nl et L. Joural forInmunoTherapy of Concer 2016492

Journal for ImmunoTherapy

@ 2019-2020 Society for Immunctheropy of Cancer

amat e o o o Imunehergy o ocer 2017 558
ittt o Journal for ImmuncTherapy

of Cancer
Society for Imnmunotherapy of Cancer UESS

consensus statement on immunotherapy
for the treatment of bladder carcinoma

Ashish M. Kamat", Joaquim Bellmunt’, Matthew D. Galsky®, Badrinath R. Konety*, Donald L. Lamm®,
David Langham?, Cheryl T. Lee”, Matthew |. Milowsky®, Michael A. ODonnell’, Peter H. ODonnell'®,
Danel . Petrylak!", Padmanee Sharma'”, Eila C. Skinner'”, Guru Sonpavde'", John A. Taylor Ii"%,
Prasanth Abraham' and Jonathan E. Rosenberg"”
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Case Studies
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IMMUNCOTHERAPY™

You are seeing a 60 y/o man who was diagnosed with superficial bladder cancer 5
years ago. After several courses of resection and intravesical BCG therapy, he
developed muscle-invasive disease 2 years ago and underwent radical
cystoprostatectomy. He then did well until 4 months ago when he was found to have
lung and liver metastases. These were biopsied and sent for further analysis that
showed high tumor mutational burden, and no discernible PD-L1 staining. He feels
well, has no other major medical health problems, and his basic laboratory studies
are all within normal limits. Which of the following would be the most appropriate
treatment?

A. Atezolizumab

B. Gemcitabine and cisplatin
C. Pembrolizumab
D

Enfortumab vedotin

YAAEM ACCT g HOPA Csitc >

@ 2016-2020 Society for Inmunctherapy of Cancer

19



10/2/2020

CHIE D syl sy o

ADVANCES @ Case Study 1
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The patient goes on to receive cisplatin and gemcitabine for 6 cycles, and has an
excellent response with a near complete response. Which of the following would you
now propose:

Maintenance therapy with avelumab
Maintenance therapy with pembrolizumab
Maintenance therapy with docetaxel

No further therapy — begin surveillance

o0 ®>
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You are seeing a 65 y/o woman, in otherwise good health, who underwent
nephrectomy 2 years ago for what was found to be a T2 renal cell cancer, Fuhrman
grade 2. Staging studies completed prior to hospital discharge at that time showed
multiple small pulmonary nodules suspicious for metastatic disease. She entered
radiographic surveillance, and 1 month ago was found to have increase in the size of
several of the pulmonary nodules. Biopsy confirmed the presence of metastatic
renal cell cancer. What are potential treatment options for her at this time?

A. Nivolumab and ipilimumab
B. High dose IL-2
C. Pembrolizumab and axitinib
D. All of the above
YAAEM ACCT g HOPA Csitc >
© 2018-2020 Society for Immunctheropy of Cancer N =
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Which choice would you make if this patient had multiple high-risk features,
including an IMDC score of 6, and multiple sites of rapidly progressive, symptomatic
metastases occurring within 4 months of her original diagnosis?

Nivolumab and ipilimumab
High dose IL-2
Pembrolizumab and axitinib
All of the above

o0 ®>
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After discussion, she elects to start pazopanib, and has a treatment response. She
remains on pazaopanib for several years until she develops new liver and pancreatic
metastases. What are potential treatment options for her at this time?

A. Atezolizumab
B. Nivolumab
C. lpilimumab
D.

All of the above

YAAEM ACCT g HOPA Csitc >
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