THE FIRST AND ONLY FDA-APPROVED TREATMENT FOR LOW-GRADE
UPPER TRACT UROTHELIAL CANCER (UTUC) IN ADULT PATIENTS1

CHEMOABLATE NOW
SPARE THE KIDNEY
FOR TOMORROW *
1

National Comprehensive Cancer Network® (NCCN®)

recommends mitomycin for pyelocalyceal solution (JELMYTO)
†

following complete or near complete endoscopic resection as
a primary therapy option for upper tract tumors2‡

*JELMYTO is instilled via the pyelocalyceal system in a procedure that spares the kidney.
Category 2A recommendation. Category 2A: Based upon lower-level evidence, there is uniform NCCN consensus
that the intervention is appropriate. All recommendations are Category 2A unless otherwise indicated.

†

See NCCN Guidelines® Bladder Cancer (Version 6.2020) Intrapelvic and Intravesical Therapy for Upper Tract Tumors
and NCCN Guidelines for Upper GU Tract Tumors (Version 6.2020) for detailed recommendations.

‡

Indications and Usage
JELMYTO® (mitomycin) for pyelocalyceal solution is indicated for the treatment of adult
patients with low-grade Upper Tract Urothelial Cancer (UTUC).
Important Safety Information
Contraindications
JELMYTO is contraindicated in patients with perforation of the bladder or upper urinary tract.
Please see additional Important Safety Information and click here for Full Prescribing
Information, Instructions for Pharmacy, and Instructions for Administration.

JELMYTO makes chemoablation a reality
in low-grade UTUC1
WHAT MAKES JELMYTO A FIRST-OF-ITS-KIND
TREATMENT1:

THE TECHNOLOGY OF JELMYTO MAKES A COMPLETE
RESPONSE POSSIBLE1:

The first and only FDA-approved
treatment that chemoablates tumors
in adult patients with low-grade UTUC

Instilled via catheter or nephrostomy
tube into the renal pelvis

In contrast to adjuvant use of
chemotherapy, JELMYTO is a primary
treatment for low-grade UTUC

Fills and conforms to the renal
collecting system

Instilled via a procedure that
spares the kidney for tomorrow

Delivers sustained exposure to
mitomycin for up to 4 to 6 hours

Important Safety Information (cont'd)
Bone Marrow Suppression
The use of JELMYTO can result in bone marrow suppression, particularly thrombocytopenia and neutropenia. The following tests should be obtained prior to each treatment:
Platelet count, white blood cell count differential and hemoglobin. Withhold JELMYTO for Grade 2 thrombocytopenia or neutropenia. Permanently discontinue for Grade 3 or greater
thrombocytopenia or neutropenia.
Please see additional Important Safety Information and click here for Full Prescribing Information, Instructions for Pharmacy, and Instructions for Administration.
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NCCN Clinical Practice Guidelines in Oncology
(NCCN Guidelines®) for Upper GU Tract Tumors
*

NCCN recommends mitomycin for pyelocalyceal solution (JELMYTO) following
complete or near complete endoscopic resection as a primary therapy option
for upper tract tumors2†

MOST SUITABLY INDICATED FOR:
• a residual, low-grade, low
volume (5-15 mm), solitary
tumor in the upper urinary tract

• a patient not a candidate for or
not seeking nephroureterectomy
as a definitive treatment

Mitomycin for pyelocalyceal solution may be administered via ureteral catheter or a nephrostomy tube.
Complete or near complete endoscopic resection or ablation is recommended prior to mitomycin
ureteral gel application.

*Category 2A recommendation.
†
See NCCN Guidelines® Bladder Cancer (Version 6.2020) Intrapelvic and Intravesical Therapy for Upper Tract Tumors and NCCN Guidelines for Upper GU Tract Tumors (Version 6.2020) for detailed recommendations.

Please see additional Important Safety Information and click here for Full Prescribing Information, Instructions for Pharmacy, and Instructions for Administration.
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STUDY DESIGN

The OLYMPUS Study (N=71) was a phase 3,
open-label, single-arm, multicenter trial1,3
IN PATIENTS WITH TREATMENT-NAÏVE OR RECURRENT LOW-GRADE UTUC WITH ≥1 MEASURABLE PAPILLARY TUMOR1,3
SCREENING

TREATMENT

6 once-weekly
treatments

Primary endpoint:
Complete response (CR)1
Secondary endpoint: Durability of
response at 12-month follow-up
of CR evaluation3

FOLLOW-UP (POST-TREATMENT MAINTENANCE AND EVALUATION)

Post-treatment
evaluation

6 months

• CR was defined as a complete
absence of tumor lesions in the
ipsilateral pyelocalyceal system at
3 months after initiation of JELMYTO
by urine cytology, ureteroscopy, and
biopsy (if warranted)1
• Patients with larger tumors could
have had tumor debulking prior to
treatment (37% underwent tumor
debulking prior to enrollment)1

12 months

• The trial allowed for the instillation
of JELMYTO into the pyelocalyceal
system via utereral catheter or
nephrostomy tube1
• Patients received JELMYTO once
weekly for 6 weeks and, if assessed
as a CR, for up to 11 monthly
maintenance treatments1

Important Safety Information (cont'd)
Embryo-Fetal Toxicity
Based on findings in animals and mechanism of action, JELMYTO can cause fetal harm when administered to a pregnant woman. In animal reproduction studies, administration of
mitomycin resulted in teratogenicity. Advise females of reproductive potential to use effective contraception during treatment with JELMYTO and for 6 months following the last dose.
Advise male patients with female partners of reproductive potential to use effective contraception during treatment with JELMYTO and for 3 months following the last dose.
Please see additional Important Safety Information and click here for Full Prescribing Information, Instructions for Pharmacy, and Instructions for Administration.
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PATIENT CHARACTERISTICS

JELMYTO was studied in patients
with varied baseline characteristics1,3
PATIENT BASELINE CHARACTERISTICS IN THE OLYMPUS STUDY (N=71)1,3,4

Male
Female
Age
Number of papillary tumors
Diameter of largest papillary tumor

68%

• Patients enrolled had at least
one measurable papillary tumor
between 5-15 mm1

32%

Median 71 years

Range 42-87 years

Mean 2*
Median 8 mm

Unresectable tumors at baseline

48%

Prior history of low-grade UTUC

48%

Range 1-8
Range 5-15 mm

• The median number of treatment
instillations was 6 (range 3-6)1
• During the follow-up period,
29 patients received at least
1 dose of maintenance therapy1
Every patient deserves a chance
to spare their kidney for tomorrow

*Median number of papillary lesions subsequent to debulking and/or biopsy, and prior to treatment was 1 lesion (range 1-5).1

Important Safety Information (cont'd)
Common Adverse Reactions
The most common adverse reactions in ≥ 20% of patients treated with JELMYTO were ureteric obstruction, urinary tract infection, hematuria, flank pain, nausea, dysuria, renal dysfunction,
vomiting, fatigue, and abdominal pain.
Please see additional Important Safety Information and click here for Full Prescribing Information, Instructions for Pharmacy, and Instructions for Administration.
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IN PATIENTS WITH LOW-GRADE UTUC

Chemoablate with JELMYTO to deliver a complete
response, while sparing the kidney for tomorrow 1*

58

%
N=71

(95% CI: 45, 69)

Complete
Response (CR)1

82

%

(95% CI: 66, 91)

At the 12-month assessment of durability (n=41)1:
• 23 patients remained in CR • 8 patients had disease recurrence

Durability of
Response

Estimated probability by KM
analysis that a patient will
remain in CR for 12 months3,4

• 10 p
 atients were inevaluable

• Median duration of response was not reached, with a range of 0-18.8+ months1

• Patients had treatment-naÏve or recurrent low-grade non-invasive UTUC with at least one measurable papillary
tumor 5 to ≤15 mm1

• Kaplan-Meier analysis estimates probability of durable response. It does not represent an actual percentage of patients.
In the OLYMPUS trial, at the time of the 12-month assessment for durability, not all patients had a recurrence (patients
may have still been in CR, died, or discontinued). The KM analysis accounts for these missing data. The analysis has
potential limitations: the sample size was small (n=41) and median duration of response was not reached due to the
limited number of recurrences (n=8); this may be reflective of a short follow-up time (12 months)
Prespecified subgroup analysis: patients with unresectable tumors

• N
 early half (48%) of patients in the OLYMPUS Study had endoscopically unresectable tumors, and the rate of complete
response was similar among this subgroup (n=20/34)3
*JELMYTO is instilled via the pyelocalyceal system in a procedure that spares the kidney.
CI=confidence interval, KM=Kaplan-Meier.

Important Safety Information (cont'd)
Additional Adverse Reactions Information
Selected clinically relevant adverse reactions in < 10% and ≥ 2% of patients who received JELMYTO include urinary tract inflammation, bladder spasm, urosepsis, hypersensitivity,
and instillation site pain.
Please see additional Important Safety Information and click here for Full Prescribing Information, Instructions for Pharmacy, and Instructions for Administration.
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Most frequent adverse events were
renal and urinary
ADVERSE REACTIONS REPORTED IN ≥10% (ANY GRADE; N=71)1*
ALL
GRADES
(%)

Ureteric obstruction

GRADE
≥3
(%)

ALL
GRADES
(%)

GRADE
≥3
(%)

58

17

Dysuria

23

0

• Ureteric stenosis

44

9

Pollakiuria

14

0

• Hydronephrosis

18

6

Nausea

25

1.4

• Urinary tract obstruction

7

1.4

Abdominal pain¶

28

1.4

• Pelvi-ureteric obstruction

6

1.4

Vomiting

20

4.2

• Ureteric obstruction

2.8

1.4

Fatigue#

27

1.4

• Obstructive uropathy

1.4

0

Pyrexia

13

1.4

Flank pain†

41

2.8

Chills

11

0

Hematuria‡

34

2.8

Anemia

14

1.4

Urinary tract infection§

34

4.2

Pruritus

13

0

Renal dysfunction||

25

2.8

Decreased appetite

10

0

Hypertension

10

4.2

*Graded per National Cancer Institute Common Terminology
Criteria for Adverse Events. Version 5.0 (NCI CTCAE v5).
†
Includes flank pain and back pain.
‡
Includes hematuria and hemorrhage urinary tract.
§
Includes urinary tract infection, pyelonephritis, and urinary
tract infection fungal.
||
Includes renal impairment, acute kidney injury, and
renal failure.
¶
Includes abdominal pain and abdominal pain lower.
#
Includes asthenia and fatigue.

• 24% of the overall population discontinued treatment due to an adverse reaction1
Important Safety Information (cont'd)
Use in Specific Populations
Lactation
Because of the potential for serious adverse reactions in a breastfed child, advise women not to breastfeed during treatment with JELMYTO and for 1 week following the last dose.
Please see additional Important Safety Information and click here for Full Prescribing Information, Instructions for Pharmacy, and Instructions for Administration.
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Ureteric obstruction: What you need to know
IN THE OLYMPUS STUDY, URETERIC OBSTRUCTION WAS REPORTED IN 58% OF PATIENTS (n=41)1*
• The median time to first onset was
2.4 months (range 0.5-15.4 months).
This was after the period of the
primary 6 instillations1
-	In patients who only received
JELMYTO during the treatment
phase, ureteric obstruction was
reported in 40% (n=17)

60%

Most ureteric obstruction
events were grade 1 or 2
(mild-to-moderate)1,4
30%

25%

0%

Grade 1
Mild

16%

Grade 2
Moderate

17%

Grade 3
Severe

Grade of ureteric obstruction

• 36 patients required ureteral
stent placement
-	Clinical management was at
the discretion of the physician
-	The median duration of
in-dwelling stents was
52 days (range 1-292 days)1
• Ureteric obstruction did not
resolve or resolved with sequelae
in 44% (n=18) of patients

*Includes hydronephrosis, obstructive uropathy, pelvi-ureteric obstruction, ureteric obstruction, ureteric stenosis, and urinary tract obstruction.

• Monitor patients for signs and
symptoms of ureteric obstruction

Important Safety Information (cont'd)
Preparation and Administration Information
JELMYTO is for pyelocalyceal use only and not for intravenous use, topical use, or oral administration. JELMYTO must be prepared and administered by a healthcare provider.
To ensure proper dosing, it is important to follow the preparation instructions found in the JELMYTO Instructions for Pharmacy and administration instructions found in the JELMYTO
Instructions for Administration.
Please see additional Important Safety Information and click here for Full Prescribing Information, Instructions for Pharmacy, and Instructions for Administration.
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JELMYTO is a primary treatment instilled
via catheter once weekly for 6 weeks for the
possibility of complete response1*

PREPARATION 1,4

• Reconstituted JELMYTO can be
stored for up to 8 hours at
room temperature
• Can be done in an outpatient
setting (ﬂuoroscopy required)
• General anesthesia is not required
- Used in 37% of patients for at least
one instillation during the
treatment period. Local anesthesia
or sedation was used at the
discretion of the physician

INSTILLATION 1,3

• JELMYTO is instilled once weekly
for 6 weeks
• 86% of patients treated with
JELMYTO received the full
recommended 6 doses
• JELMYTO is instilled as a chilled
liquid with a Uroject12 Syringe
Lever and a 5 or 7 French ureteral
catheter or via nephrostomy tube

POST-PROCEDURE 1

• Once it ﬁlls the renal pelvis,
JELMYTO forms a gel that provides
sustained exposure for up to
4 to 6 hours
• Excreted via normal urine ﬂow
• Since it’s an outpatient procedure,
patients can typically go home
the same day

• JELMYTO should NOT be instilled
immediately following resection
or ablation

*In the OLYMPUS Study, 58% of patients receiving JELMYTO achieved complete response.1

Important Safety Information (cont'd)
Ureteric Obstruction
Ureteric obstruction, including ureteral stenosis and hydronephrosis, occurred in patients receiving JELMYTO. Monitor patients for signs and symptoms of ureteric obstruction, including
flank pain, and fever, and for changes in renal function. Patients who experience obstruction may require transient or long-term ureteral stents or alternative procedures. Withhold or
permanently discontinue JELMYTO based on the severity of ureteric obstruction.
Please see additional Important Safety Information and click here for Full Prescribing Information, Instructions for Pharmacy, and Instructions for Administration.
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Videos and other resources to get you started
CLICK ON THE LINKS BELOW FOR MORE INFORMATION

PREPARATION
• Watch a step-by-step instructional video for preparing JELMYTO using pharmacy supplies and the
UroGen Pharma Chilling Block at jelmyto.com/hcp/preparation

INSTILLATION
• Watch step-by-step instructional videos for the instillation of JELMYTO at jelmyto.com/hcp/administration

POST-PROCEDURE
• The Patient Brochure contains important information for patients about what to expect before, during,
and after treatment with JELMYTO. Access it at jelmyto.com/patient
References: 1. JELMYTO [package insert]. Princeton, NJ: UroGen Pharma, Inc.; 2021. 2. Referenced with permission from the NCCN Clinical Practice Guidelines in Oncology (NCCN Guidelines®) for Bladder V.6.2020. © National Comprehensive
Cancer Network, Inc. 2020. All rights reserved. Accessed July 28, 2020. To view the most recent and complete version of the guidelines, go online to NCCN.org. NCCN makes no warranties of any kind whatsoever regarding their content, use, or
application and disclaims any responsibility for their application or use in any way. 3. Kleinmann N, Matin SF, Pierorazio PM, et al. Primary chemoablation of low-grade upper tract urothelial carcinoma using UGN-101, a mitomycin-containing reverse
thermal gel (OLYMPUS): an open-label, single-arm, phase 3 trial. Lancet Oncol. 2020;21(6):776-785. 4. Data on file. UroGen Pharma, Inc., Princeton, NJ.

Important Safety Information (cont'd)
Preparation and Administration Information (cont'd)
JELMYTO may discolor urine to a violet to blue color following the instillation procedure. Advise patients to avoid contact with urine for at least six hours post-instillation, to void urine sitting
on a toilet, and to flush the toilet several times after use.
Please see additional Important Safety Information and click here for Full Prescribing Information, Instructions for Pharmacy, and Instructions for Administration.
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ACCESSING JELMYTO WITH CONFIDENCE

UroGen Support™

With a dedicated team and end-to-end support, we're here to make the access,
reimbursement, and coordination process as simple as possible for you and your patients.
OUR COMPREHENSIVE SUITE OF SUPPORT OFFERINGS
Conduct Benefits
Investigations to
confirm patient
coverage details.

Determine patient
affordability and
financial assistance
for eligible patients.*

Facilitate communications
when prior authorization
and coverage appeal
process assistance
are needed.

Coordinate with you
and the pharmacy on
product acquisition,
preparation, and delivery.

Offer billing and coding
assistance—JELMYTO
has pass-through status
and a permanent J-code.

Provide a full support
team of Territory
Business Managers,
Field Reimbursement
Managers, and Clinical
Nurse Educators.

*Additional restrictions and limitations may apply.

OVERVIEW OF KEY STEPS
STEP

1

Provider enrolls patient
in UroGen Support
Program for JELMYTO

STEP

2

UroGen Support conducts beneﬁts
investigation, identiﬁes potential
prior authorization requirements,
and determines eligibility for
ﬁnancial support options

STEP

3

UroGen Support and prescriber
coordinate product acquisition,
preparation, and delivery

STEP

4

JELMYTO is
administered
to the patient

Please see additional Important Safety Information and click here for Full Prescribing Information, Instructions for Pharmacy, and Instructions for Administration.
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FOR PATIENTS WITH LOW-GRADE UTUC

Chemoablate now.
Spare the kidney for tomorrow1*
†

NCCN recommends mitomycin for pyelocalyceal solution (JELMYTO) following complete or
near complete endoscopic resection as a primary therapy option for upper tract tumors2‡

The first and only
FDA-approved treatment
that chemoablates tumors
in low-grade UTUC1
Instilled via catheter (or
nephrostomy tube) as a
chilled liquid once weekly
for 6 weeks1
Fills and conforms to the
renal pelvis as a gel1
Sustained exposure
to chemotherapy1

58%

of patients treated with
JELMYTO achieved a
complete response1

82%

• Complete response rate in
patients with unresectable
tumors was similar3
The most common adverse
reactions (≥ 20%) reported were
ureteric obstruction, urinary
tract infection, hematuria, flank
pain, nausea, dysuria, renal
dysfunction, vomiting, fatigue,
and abdominal pain1

probability based on KM
analysis that a patient will stay
in CR for 12 months3,4

• At the 12-month assessment
of durability: (n=41) 23 patients
remained in CR, 8 had disease
recurrence, and 10 were
inevaluable1

*JELMYTO is instilled via the pyelocalyceal system in a procedure that spares the kidney.
Category 2A recommendation.
‡
See NCCN Guidelines® Bladder Cancer (Version 6.2020) Intrapelvic and Intravesical Therapy for Upper Tract Tumors and NCCN Guidelines for Upper GU Tract Tumors (Version 6.2020) for detailed recommendations.
†

Important Safety Information (cont'd)
Preparation and Administration Information (cont'd)
JELMYTO is a cytotoxic drug. Follow applicable special handling and disposal procedures.
Please click here for Full Prescribing Information, Instructions for Pharmacy, and Instructions for Administration.
JELMYTO® and UroGen® are registered trademarks and UroGen Support is a trademark of UroGen Pharma, Ltd. All other trademarks are the property of their respective owners.
© 2021 UroGen Pharma, Inc. All rights reserved. US-JEL-00340 08/21

