
JEFFERIES HEALTHCARE CONFERENCE
June 2, 2020

UROGEN CORPORATE 
PRESENTATION  



2

FORWARD LOOKING STATEMENTS

This investor presentation contains forward-looking statements as that term is defined in the Private Securities Litigation Reform Act of 1995, 
including, without limitation: the potential market opportunity of Jelmyto in LG-UTUC; commercial plans for favorable market access and 
physician uptake following the Jelmyto launch; plans for the successful launch of Jelmyto; the timing for completion of commercial and medical 
activities and infrastructure build-out in anticipation of the planned commercial launch of Jelmyto; the expected readiness of UroGen for the 
launch Jelmyto; plans for distribution and product packaging for Jelmyto; the potential of UroGen’s proprietary RTGel™ technology platform to 
improve therapeutic profiles of existing drugs; the opportunity and potential of UGN-102 for LG-NMIBC; plans to commence a pivotal trial for 
UGN-102 in LG NMIBC in 2020; plans to publish durability and CR data for UGN-102 for its Phase 2B Study; the market opportunity for UGN-102; 
plans to initiate a Phase 1 study with UGN-201; plans to investigate UGN-201 in combination with AGEN1884 in HG-NMIBC; plans to build a 
sustainable growth company; projections of revenue opportunities in markets of interest; plans to develop a global footprint; and the anticipated 
completion of a Phase 2 trial of RTGel with Botox. These statements are subject to a number of risks, uncertainties and assumptions, including, 
but not limited to: the risks associated with Covid-19 and other pandemic risks, as more fully described in the accompanying pandemic 
disclosure; the timing and success of clinical trials, including the OLYMPUS Phase 3 trial and the OPTIMA II Phase 2b trial and potential safety and 
other complications thereof; the ability to obtain regulatory approval within the timeframe expected, or at all; the ability to maintain regulatory 
approval; complications associated with achieving commercial readiness for the launch of a new product; the labeling and packaging for any 
approved product; the scope, progress and expansion of developing and commercializing UroGen’s product candidates; the size and growth of 
the market(s) therefor and the rate and degree of market acceptance thereof vis-à-vis alternative therapies; and UroGen’s ability to attract or 
retain key management, members of the board of directors and personnel. In light of these risks and uncertainties, and other risks and 
uncertainties that are described in the Risk Factors section of UroGen’s Form 10-Q filed with the SEC on May 7, 2020, subsequent 10-Q filings, and 
other filings that UroGen makes with the SEC from time to time (which are available at http://www.sec.gov), the events and circumstances 
discussed in such forward-looking statements may not occur, and UroGen’s actual results could differ materially and adversely from those 
anticipated or implied thereby. Any forward-looking statements speak only as of the date of this presentation and are based on information 
available to UroGen as of the date of this presentation.
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OUR BUSINESS COULD BE ADVERSELY AFFECTED BY THE EFFECTS OF 
HEALTH PANDEMICS OR EPIDEMICS, INCLUDING THE COVID-19 PANDEMIC
The recent outbreak of the novel strain of coronavirus, SARS-CoV-2, causing COVID-19 disease, which has been declared by the World Health 
Organization to be a pandemic, has spread across the globe and is impacting worldwide economic activity. A pandemic, including COVID-19 or other 
public health epidemic, poses the risk that we or our employees, contractors, suppliers, potential customers, and other partners may be prevented 
from conducting certain business activities for an indefinite period of time, including due to spread of the disease within these groups or due to 
shutdowns that may be requested or mandated by governmental authorities. While it is not possible at this time to estimate the impact that COVID-
19 could have on our business, the COVID-19 pandemic and mitigation measures have had and may continue to have an adverse impact on global 
economic conditions which could have an adverse effect on our business and financial condition, including impairing our ability to raise capital 
when needed. The continued spread of COVID-19 and the measures taken by various governments could disrupt the supply chain of material 
needed for our product candidates and our approved product, Jelmyto, interrupt healthcare services, delay coverage decisions from Medicare and 
third party payors, delay ongoing and planned clinical trials involving our product candidates and have a material adverse effect on our business, 
financial condition and results of operations. In addition, as we are located in New Jersey, we are currently subject to a statewide stay-at-home order 
and many of our potential customers and partners worldwide are similarly impacted. While we, our clinical trials sites and certain of our vendors, 
including our third-party contract manufactures, are currently exempt from stay-at-home, shelter-in-place or similar orders for certain operations, 
any of the applicable exemptions may be curtailed or revoked, which would further adversely impact our business. In addition, our commercial 
launch of Jelmyto could be hindered by the COVID-19 pandemic, although we are currently not able to predict or quantify any such potential impact
with any degree of certainty. However, the worldwide spread of the COVID-19 virus has resulted and may continue to result in a global slowdown of 
economic activity which is likely to decrease demand for a broad variety of goods and services, including potentially for Jelmyto, while also disrupting 
sales channels and marketing activities for an unknown period of time until the disease is contained. Moreover, the global outbreak of the COVID-19 
coronavirus continues to rapidly evolve, and the extent to which the COVID-19 coronavirus may impact our business, results of operations and 
financial position will depend on future developments, which are highly uncertain and cannot be predicted with confidence, such as the ultimate 
geographic spread of the disease, the duration of the outbreak, travel restrictions and social distancing in the United States and other countries, 
business closures or business disruptions, and the effectiveness of actions taken in the United States and other countries to contain and treat the 
disease.
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UROGEN: OUR CORPORATE STORY

VISION
Pioneering new treatments to improve patient care

MISSION
We build novel solutions to treat specialty cancers and urologic diseases because patients 

deserve better options

VALUES
ACT BOLDLY    |     BE INVENTIVE    |     STAY CONNECTED
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RTGEL™ REVERSE-THERMAL HYDROGEL TECHNOLOGY THAT CAN SOLVE 
ANATOMICAL CHALLENGES IN MULTIPLE DISEASES

Exists as a liquid at lower temperatures and 
converts to gel form at body temperature

Has the potential to advance the treatment of 
urological conditions by:

• Increasing dwell time and exposure of 
active drugs, potentially improving the 
therapeutic effects of existing products

• Potentially increasing the viability of 
organ-sparing techniques and providing 
alternatives to radical surgery
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SEPTEMBER

Positive topline 
CR data from 

UGN-102 
OPTIMA II Trial 

NOVEMBER

Exclusive license 
agreement with 

Agenus Inc. 

DECEMBER

FDA filing 
acceptance and 
Priority Review 
of US NDA for 

UGN-101 

JANUARY

Updated Results 
of UGN-101 from 

Pivotal P3 
OLYMPUS Trial

Successful 
follow-on 
offering of 

~$162M

MAY

Successful 
presence at AUA 
Annual Meeting; 

Updated 
UGN-101 P3 data

2019-2020: DELIVERING ON OUR COMMITMENTS

APRIL

FDA approves 
Jelmyto™ as first 

and only non-
surgical 

treatment for 
LG-UTUC

MAY

Positive topline 
CR and durability 

data from 
UGN-102 OPTIMA 
II Trial presented 

at virtual AUA
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STRONG MOMENTUM ACROSS PIPELINE

1 Worldwide license agreement with Agenus; does not include Argentina, Brazil, Chile, Colombia, Peru, Venezuela and their respective territories and possessions.
2 Licensed to Allergan. BOTOX is a registered trademark of Allergan Plc.

The safety and efficacy of UGN-102, UGN-201, UGN-302, and Botox/RTGel for the specific conditions have not been established. 

Jelmyto™ (mitomycin) for pyelocalyceal solution: Low-grade upper tract urothelial carcinoma (UTUC)

URO-ONCOLOGY

UGN-201: High-grade non-muscle 
invasive bladder cancer (NMIBC)

UGN-302*: High-grade non-muscle 
invasive bladder cancer (NMIBC)

IMMUNO-URO-ONCOLOGY

UROLOGY

UGN-102: Low-grade intermediate risk non-muscle invasive bladder cancer (NMIBC)

BOTOX2/RTGel reverse-thermal hydrogel:
Overactive bladder  (OAB)

*UGN-201 + zalifrelimab1
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UNLOCKING THE URO-ONCOLOGY MARKET-BUILDING A 
COMPANYLOW-GRADE UPPER TRACT

UROTHELIAL CARCINOMA (UTUC)

~6,000 – 7,000
addressable 
population

Jelmyto – only 
FDA-approved 

medicine

LOW-GRADE NON-MUSCULAR
INVASIVE BLADDER CANCER (NMIBC)

~80,000 
intermediate-risk 

LG NMIBC

Last drug 
approved >15 

years ago

~$1 BILLION POTENTIAL PEAK REVENUE  OPPORTUNITY



JELMYTO™
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RECENT JELMYTO HIGHLIGHTS
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LG-UTUC, A TYPE OF UROTHELIAL CARCINOMA, IS AN ORPHAN,
COSTLY CANCER WITH SIGNIFICANT QOL IMPACT

Yeung et al. (2014) Pharmacoeconomics 

UC is the most costly cancer
in the US health care system 
on a per-patient basis1

Cancer that happens in the lining of
the kidneys or the ureters

LOW-GRADE UPPER TRACT
UROTHELIAL CARCINOMA (UTUC)

• Kidney-sparing treatments are 
achievable and may decrease 
overtreatment and loss of
renal units

• 70%-80% of LG UTUC patients receive 
nephroureterectomies

LOW-GRADE UTUC
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35,000-40,000 13,000-17,000 LG-UTUC NIH

7,000 – 8,000 Annual incidence rate: 
2-2.5 per 100,000

SEER

2,800 – 3,200 ~40% Low Grade Upfill-Brown 2018

3,000 – 4,000 ~20% Annual recurrence Cutress 2012

JELMYTO MARKET OPPORTUNITY: ~6-7,000 LG-UTUC ELIGIBLE PATIENTS

UTUC 
Prevalence

New UTUC 
Patients

New Low-Grade NMI 
UTUC Patients

Recurrent LG NMI 
UTUC Patients

~6-7K eligible 
patients per year

The First and Only Non-Surgical Treatment for Patients with LG-UTUC
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OLYMPUS DEMONSTRATED CLINICALLY SIGNIFICANT RESPONSE 
WITH JELMYTO
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*Evaluated 4-6 weeks after up to 6 weekly instillations of JELMYTO. 
Complete response was determined by ureteroscopy, cytology and/or biopsy. 

CI=confidence interval.

Complete response was achieved in over half of patients1

Important Safety Information and the full Prescribing Information available at https://www.urogen.com/download/pdf/jelmyto_prescribing.pdf

REFERENCES: 1. JELMYTO Prescribing Information. 2. Lerner, Seth. Primary Chemoablation for the treatment of Low-Grade Upper Tract Urothelial Carcinoma: The Olympus Trial. 2020 by American Urological 
Association Education and Research, Inc.; 

Sub-group analysis

• 48% of patients had 
tumors located in regions 
not amenable to 
endoscopic resection.

• Complete response was 
similar in patients with 
unresectable tumors at 
screening

Durability of response 

• Kaplan-Meier analysis estimated  6-month and 12-month 
durability at 89% & 84%2 respectively (based on interim 
data).

• Pending final durability data, the company will file a label 
update. See product label for additional information.

Most Common Adverse Events (AEs)

• Most commonly reported AEs (≥ 20%): ureteric obstruction, 
flank pain, urinary tract infection, hematuria, renal 
dysfunction, fatigue, nausea, abdominal pain, dysuria, and 
vomiting. 



ACCELERATING ADOPTION: JELMYTO
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UROLOGISTS RECOGNIZE THE NEED TO AVOID RADICAL SURGERY

INCIDENCE (NEWLY DIAGNOSED) RECURRENCE

New LG-UTUC 
patients

=  Percent of urologists who are “likely/very likely to use” UGN-101 in each specific setting.

Treatment Continuum:  Low-Grade UTUC

76%

RNU

72%
Endoscopic

Management

Additional
Endoscopic

Management

65% 65%

RNU

Multiple opportunities to incorporate Jelmyto into physician 
treatment of LG-UTUC, following FDA Approval
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KEY COMMERCIAL SUCCESS FACTORS
PATIENT IDENTIFICATION

ü Nurse navigators to help identify when a patient has been diagnosed with LG-UTUC

EFFICIENT REIMBURSEMENT

ü Market access focused on optimization as well as reimbursement for innovative therapies
ü Engaging in a proactive access strategy with payers
ü Buy & bill programs to support reimbursement success

SEAMLESS INTEGRATION INTO PHYSICIAN PRACTICE

ü Product support programs in place to ensure ease of use with HCPs, Pharmacists, Payers
ü National Pharmacy partner will provide prepared admixture pursuant to patient-specific Rx 

upon request of urology clinics

Developed innovative platform of virtual resources to effectively 
maximize engagement with key stakeholders in current environment.
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EXPERIENCED TEAM SUPPORTS ACCOUNT-BASED APPROACH
33% OF ACCOUNTS HAVE 90% OF THE PATIENT POTENTIAL

7 RBM: Regional Business Manager
Responsible for all commercial activity

Regional 
Business 

Manager (RBM)

Certified Nurse 
Educator (CNE)

Field 
Reimbursement 
Manager (FRM)

Territory 
Business 

Manager (TBM)

48 TBM: Territory Business Manager
Customer lead and demand generation

7 FRM: Field Reimbursement Manager 
Account experts on billing and coding

7 CNE: Certified Nurse Educator
Provide technical training and support for
mixing and product instillation

7 MSL: Medical Science Liaison
Responsible for scientific exchange
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MAXIMIZING STAKEHOLDER INTERACTIONS WITH VIRTUAL SOLUTIONS

VIRTUAL EXPERIENCE

INNOVATIVE MECHANISM OF DELIVERY 

VIRTUAL EXPERIENCE

INNOVATIVE MECHANISM OF DELIVERY 
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BRINGING JELMYTO TO PATIENTS: JUNE 1ST LAUNCH

ü Hired an internal team with a track record of 
success in oncology and a veteran sales force 
leadership team with deep uro-oncology 
relationships

ü Consulted with our customers, and we are ready 
to deliver on their needs
• HCPs 
• Pharmacists 
• Payers

ü Established high awareness to drive adoption 
and understanding 

ü Launched HCP campaign to educate and 
support customers as well as patient campaign

ü Developed partnerships with seasoned vendors; 
distribution strategy in motion

ü Reimbursement support HUB running and 
triaging requests

ü Executed proactive payer strategy; C-code 
submitted to CMS, J-code submission in process

ü Included in the NCCN clinical practice guidelines 
in oncology

BUILT STRONG FOUNDATION TO SUPPORT JELMYTO
AND SUBSEQUENT LAUNCHES



OUR PIPELINE: UGN-102



21

WHY LG INTERMEDIATE-RISK NMIBC?
• “Surgical failure” cohort: risk of progression low, recurrence high

• Cost & morbidity of repetitive surgery

Kamat et al. (2014) J. Urology 

How many of the following 4 factors does the patient have?
• Multiple tumors
• Tumor size >3cm

• Early recurrence (<1 year)
• Frequent recurrences (>1 per year)

Treatment as low risk
• TURBT + single immediate 

post-op chemotherapeutic dose, 
or

• Office fulguration
• Intravesical chemotherapy

0 1-2 ≥3

Treatment as intermediate risk
• TURBT plus adjuvant intravesical 

therapy

Treatment as high risk
• TURBT + BCG induction + 

maintenance
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UROLOGISTS BECOME LESS SATISFIED WITH TURBT AMONG 
FREQUENTLY RECURRING PATIENTS

The subset of LG 
Intermediate Risk NMIBC 
patients fall into a cycle of 
frequent recurrences after 
repeated TURBT failures
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UGN-102 MAY PROVIDE SIGNIFICANT ADVANTAGES TO TURBT

Risks associated with repeated 
invasive surgical procedures

Potential catastrophic impact of 
bladder perforation

Long recovery time

Cumulative effects from exposure to 
multiple rounds of general anesthesia

Operating room procedure

TURBT UGN-102

Minimally-invasive instillation

Bladder perforation risk not anticipated

Short recovery anticipated

Anesthesia not required

In-office instillation anticipated

Planned H2H study will explore UGN-102 efficacy, safety and these anticipated differences
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Safety:

The majority of adverse events were 
reported as mild or moderate; the most 
commonly reported AEs (≥ 10%) were:
– dysuria, hematuria, urinary frequency, 

fatigue, urgency and urinary tract 
infection

ENCOURAGING UGN-102 PHASE 2B TOPLINE DATA

UGN-102 enrollment completed ahead of schedule

- CR 65%* at 3-months (41/63)

- Of patients who achieved a CR and underwent an 
evaluation at each timepoint, 

- 97%, 86% and 85% remained disease free at six, 
nine and 12 months following initiation of 
therapy, respectively

*Primary endpoint of CR based on evaluation at 3 months post treatment initiation, durability at 12 months post treatment initiation. Data 
were featured in a late-breaking abstract published in the April 2020 Supplement to The Journal of Urology.

UGN-102: POTENTIAL TO REPLACE SOC:
Moves care from OR to office/ASC with a potential to decrease cost and morbidity of contemporary therapy
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MOLECULAR PROFILING REVEALS LG-NMIBC SIMILAR TO  LG-UTUC

Nassar et al 2019
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UGN-102:  ~80,000 LG IR NMIBC PATIENTS

700,000 NIH

80k NIH

60k 75% NMIB SEER

35k 55% of NMIBC SEER

20k 60% Intermediate Risk
SEER

AUA/SUO Joint 
Guideline

60k
Recurrence rates

Frequency of recurrence

Babjuk 2019

Simon 2019

Bladder Cancer 
Incidence

Non Muscle 
Invasive BC

Newly Diagnosed 
Intermediate Risk

Recurrent 
Intermediate Risk 

NMIBC

~80K LG IR NMIBC

Low Grade 
NMIBC

Bladder Cancer 
Prevalence
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NEXT STEPS FOR UGN-102

• Continued follow-up of patients in the trial to assess durability

• Finalize pivotal trial design

• Planned Phase 3 Pivotal Study: H2H vs TURBT

2H 2020 Study Initiation Planned



OUR PIPELINE: UGN-302
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UGN-302: COMBINATION INTRAVESICAL IMMUNOTHERAPY FOR 
BLADDER CANCER

Patinote (2020); Falke (2013), Arends (2015), Donin (2017); Donin (2016)  

allowing NF-kb to translocate to the nucleus to induce the
expression of pro-inflammatory genes. In addition, TAK1 also ac-
tivates members of the MAPKs family such as ERK1/2, p38 and JNK,
which mediate the activation of the AP-1 transcription factor,
responsible for the expression of pro-inflammatory cytokines and
IFNb (Fig. 2) [42,43].

Moreover, Ito et al. showed in 2002 that TLR7 is expressed in
myeloid and plasmacytoid dendritic cells. They studied the pro-
duction of IL12 and IFNa by dendritic cells during TLR7 agonist
stimulation. They found that the cytokine induction pattern differs
between myeloid dendritic cells (mDCs) and pDCs. pDCs produce
IFNa while mDCs produce IL12 [44]. Given the large amounts of
IFNa produced by pDCs expressing TLRs 7 and 9, much work has
been published in the literature to elucidate the signaling pathway
leading to activation and secretion of IFNa especially by dendritic
cells. TLR7, TLR8 and TLR9 induce antiviral responses by the pro-
duction of IFNa as well as pro-inflammatory cytokines. These three
receptors use the MyD88 adapter protein to initiate the signaling
pathways. The IRF7 transcription factor (Interferon regulatory fac-
tor 7) is responsible for the expression and production of IFNa.
MyD88 interacts directly with IRF7 at the endosome [45]. IRF7 also
interacts with TRAF6, another adapter molecule that operates
downstream of MyD88, and after receptor activation (TLRs 7, 8 or
9), IRF7 is activated in a MyD88 and TRAF6 dependent manner.

Splenic pDCs from IRF7-deficient mice show a significant decrease
in IFNa induction following viral infection or exposure to synthetic
TLR7 or 9 ligands [46]. On the other hand, this induction is normal
in IRF1, IRF3 or IRF5-deficient pDCs. This shows that induction of
IFNa in pDCs requires IRF7 [46]. In addition, MyD88 mutation
studies have shown that this protein interacts with IRF7 via its
death domain. This death domain also interacts with the serine/
threonine kinase family (IRAK), which will transduce the signal
between MyD88 and TRAF6, indicating that IRAKs are involved in
the signaling of IRF7 [47]. pDCs from IRAK1 or IRAK4-deficient mice
are unable to produce IFNa upon activation of TLRs 7, 8 or 9 [46]. In
addition, one study has shown that IKKa is also essential for acti-
vation of IRF7 [48], indicating that activation of IRF7 requires a
cascade of IRAK4-IRAK1-IKKa protein kinases. Studies have also
shown that TRAF3 plays an important role in this IRF7-dependent
signaling [46].

In addition to IRF7, IRF5 also interacts with MyD88 and TRAF6.
Unlike IRF7, which binds to the MyD88 death domain, IRF5 in-
teracts with themiddle region (known as the intermediate domain)
and part of the MyD88 TIR domain [49]. Activation of the MyD88-
dependent signaling pathway by TLR7 or TLR9 ligands leads to
translocation of IRF5 to the nucleus where it will activate the
expression of pro-inflammatory cytokines [50]. In 2005, Schoene-
meyer et al. have shown that stimulation of TLR7 and TLR8 by

Fig. 2. Signal transduction of TLRs 7/8 receptors leading to the production pro-inflammatory cytokines.

C. Patinote et al. / European Journal of Medicinal Chemistry 193 (2020) 1122384

0 20 40 60
0

50

100

Days

Pe
rc

en
t s

ur
vi

va
l

Vehicle + Isotype (solution)

Vesimune +Isotype/RTGel

Vehicle+ aCTLA4/RTGel

Vesimune+ aCTLA4 /RTGel

**

#

be associated with aggressive tumors and poor clin-
ical outcomes.30 DN24-02 is an autologous cellular
immunotherapy that uses the same antigen engi-
neering technology as sipuleucel-T and targets
HER2. Patients undergo leukapheresis in which im-
mune cells are harvested and activated ex vivo with a
recombinant fusion protein that has components of
the extracellular and intracellular domains of HER2
linked to GM-CSF. NeuACT (NCT01353222) is an
open-label, randomized, phase II trial comparing
adjuvant DN24-02 with surveillance in patients with
HER2þ UC at high risk for relapse following cys-
tectomy or nephroureterectomy.

CHECKPOINT INHIBITION
Immune checkpoint inhibition is one of the most
exciting and promising areas of research in cancer
therapeutics. Positive phase III clinical trials in
advanced melanoma, nonsmall cell lung cancer and
RCC have led to FDA approval of 3 checkpoint in-
hibitors. A large number of clinical studies evalu-
ating these agents in various malignancies are now
ongoing, including multiple trials in UC. Check-
point inhibition involves targeting T-cell regulatory
pathways to reduce inhibitory signaling and pro-
mote T-cell activation and enhanced antitumor ac-
tivity. It is now recognized that in addition to TCR
activation, costimulatory and inhibitory molecules
on the surface of T-cells exist that further regulate
T-cell behavior. The discovery that blockade of
inhibitory signaling pathways resulted in tumor
rejection in in vivo models ultimately led to an up-
surge in investigation and discovery in this
area.31,32

The CTLA-4 receptor is similar in structure to
the CD28 costimulatory receptor on the surface of
T-cells and is known to be a critical element in the
T-cell activation process (fig. 1). CTLA-4 expression
on T-cells is induced with T-cell activation and has
been observed to compete with CD28 for interaction
with the costimulatory B7-1 and B7-2 molecules on
APCs. However, rather than promote T-cell activa-
tion and effector functions, the B7:CTLA-4 interac-
tion inhibits T-cell activation primarily in lymphoid
tissues. Ipilimumab, a monoclonal anti-CTLA-4
antibody, blocks the B7:CTLA-4 interaction, thus
shifting T-cell equilibrium toward activation and
effector function, with subsequent antitumor ef-
fects. Successful trials of ipilimumab in metastatic
melanoma led to its FDA approval in 2011.33 Ipili-
mumab was evaluated in a small study of 12 pa-
tients with bladder cancer to investigate its
biological effects on bladder cancer tissue.34 In this
study patients scheduled for cystectomy for cT1-
T2N0M0 disease were given 2 doses of the drug
beginning approximately 7 weeks before cys-
tectomy. The majority of AEs were grade 1 or 2,
although 2 patients had a delay in surgery due to
immune related AEs. A phase II ongoing clinical
trial evaluating ipilimumab in combination with
gemcitabine and cisplatin in patients with advanced
disease was presented at the ASCO 2016 Genito-
urinary Cancers Symposium and failed to meet its
primary end point (NCT01524991).

The programmed cell death 1 receptor (PD-1) and
its ligands, PD-L1 and PD-L2, are an exciting set of
receptor ligands that are vital in T-cell immuno-
modulation and tolerance (fig. 2). Like CTLA-4, the
PD-1 receptor becomes expressed on activated

CTLA-4 ANTIBODY BLOCKS CTLA-4 SIGNALING

Antigen 
Presenting 

Cell
Tumor 
antigen

CD28

CTLA-4

B7-1,
B7-2

TCR

MHC

T-CELL APC INTERACTION

IL-2 production
T-cell proliferation
Cytotoxic function
CTLA-4 expression

Bladder
carcinoma

Lymph nodes
Activated 

T-cell

Figure 1. T-celleAPC interaction. Medical Illustration by JustinKleinCMI.com ! 2016.

18 IMMUNOTHERAPY FOR UROTHELIAL CANCER

TLR 7/8 (UGN-201): 
stimulate cytokines 
and T & B cells

Anti-CTLA4 UGN-301 
(AG-1884): blocks ”cancer 
masking” action of CTLA4

Ph 1&2 human data suggest UGN-201 activity in 
human bladder cancer

UGN-201+ UGN-301= UGN-302: Non-clinical data 
suggest improved survival (murine) when 201 
and 301 combined



LEADING IN URO-ONCOLOGY & BEYOND
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WE BUILD NOVEL SOLUTIONS TO TREAT SPECIALTY CANCERS AND 
UROLOGIC DISEASES BECAUSE PATIENTS DESERVE BETTER

Addressing high unmet-need 
diseases in Urology & gyn/GI 

cancers

Must advance SOC

ADDRESS CHALLENGING 
DISEASE WITH 

TRANSFORMATIVE
THERAPIES Leverage RTGel capabilities and 

expertise where unique solutions 
are needed to overcome anatomical 

and biological barriers

Opportunistically gain access to 
additional delivery platforms

MAXIMIZE BENEFIT 
OF LOCAL DELIVERY

Ensure patients who can benefit 
from our medicines have

access to them.  

Provide a holistic approach with 
tools that help patients manage 
their disease and live their best 

lives possible  

PATIENT CENTRICITY

Through our nimble
approach, UroGen is designed to

develop and commercialize 
medicines faster and

more efficiently while creating
a dynamic environment

for employees

NIMBLE, SOLUTION-
ORIENTED ORGANIZATION
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FOCUS ON DELIVERING LONG-TERM SUSTAINABLE GROWTH IN AREAS OF
HIGH UNMET NEED VIA LOCAL DELIVERY AND NOVEL MEDICINES

RTGel

GI/GU Oncology

Exhaustive
Selective

Partnerships

Head & Neck Cancers
Maxillary Sinus Tumor 
Ethmoid Sinus Tumor 

Pharyngeal Cancer 
Laryngeal Cancer

Non-onc Urology
Interstitial Cystitis 

Overactive Bladder

GI Cancers
Esophageal and EGJ 

Cancer Gastric Cancer 
Colon Cancer

Gynecologic Cancers
Endometrial Cancer 

Cervical Cancer Primary 
Peritoneal Cancer

Urological Cancers
Bladder Cancer Upper

GU Tract Cancer
Urethral Cancer
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STRONG FINANCIAL PROFILE

$159.2 million in cash, 
cash equivalents and 
marketable securities, 
as of March 31, 2020*

Well-capitalized for 
Jelmyto launch and 

advancement of 
clinical development 
programs, including 
initiation of the UGN-
102 Phase 3 trial in 2H 

2020

~21.9 million shares 
outstanding as of 

March 31, 2020

Strong Balance Sheet 
with no Debt 

Q1 2020 10-Q Filed with the SEC on May 7, 2020
*Cash, cash equivalents, and marketable securities as of March 31, 2020 excludes restricted cash on Balance Sheet
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NEW OPPORTUNITIES TO DELIVER ON OUR COMMITMENTS IN 2H 2020

Launch Jelmyto, the first and only approved non-surgical treatment for patients with LG-UTUC

Initiate UGN-102 pivotal Phase 3 trial in patients with LG Intermediate Risk NMIBC

Report 12-month durability data from OPTIMA II for patients with LG Intermediate Risk NMIBC

Initiate Phase 1 study for patients with HG-NMIBC

Utilize strong financial position to take us through launch and advance the pipeline

Gain access to novel medicines that leverage our infrastructure & expertise


