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He stays current.
So does his therapy.
Learn more about ELIGARD’s
innovative treatment at

EligardHCP.com

Current science reflects
testosterone target
levels of ≤20 ng/dL.
1

Achieving and maintaining low testosterone (T)
to surgical castration level is the goal of
androgen deprivation therapy (ADT)
for advanced prostate cancer.
Increasing evidence suggests that the historical target threshold for serum
testosterone concentration when using ADT in treating advanced prostate
cancer (≤50 ng/dL) is not equivalent to the concentrations achieved by
surgical castration.
— Shore et al., 20161

IMPORTANT SAFETY INFORMATION
ELIGARD is indicated for the palliative treatment of advanced prostate cancer. according to current clinical practice. Androgen deprivation therapy may
ELIGARD is contraindicated in patients with hypersensitivity to GnRH, GnRH prolong the QT/QTc interval. Consider risks and benefits. May cause fetal
agonist analogs, or any of the components of ELIGARD. Anaphylactic reactions harm. Convulsions have been observed in patients taking leuprolide acetate
to synthetic GnRH or GnRH agonist analogs have been reported in the with or without a history of predisposing factors. Manage convulsions
literature. Transient increase in serum levels of testosterone during treatment according to current clinical practice.
may result in worsening of symptoms or onset of new signs and symptoms
during the first few weeks of treatment, including bone pain, neuropathy,
hematuria, bladder outlet obstruction, ureteral obstruction, or spinal
cord compression.
Hyperglycemia and an increased risk of developing diabetes have been
reported in men receiving GnRH analogs. Monitor blood glucose level and
manage according to current clinical practice. Increased risk of myocardial
infarction, sudden cardiac death and stroke has also been reported with use
of GnRH analogs in men. Monitor for cardiovascular disease and manage

ELIGARD may impair fertility in males of reproductive potential.

The most common injection site adverse events are transient burning and
stinging, pain, bruising, and erythema. The most common systemic
adverse events include mild to severe hot flashes/sweats, malaise and
fatigue, weakness, myalgia, dizziness, clamminess, testicular atrophy, and
gynecomastia. As with other GnRH agonists, other adverse reactions,
including decreased bone density and rare cases of pituitary apoplexy have
been reported. Click for full Prescribing and Safety Information.

Reference: 1. Shore N, et al., BJU Int. 2016
© 2020 Tolmar Pharmaceuticals, Inc. All rights reserved. Tolmar and ELIGARD and their associated logos are a trademarks of the Tolmar group. TPI.2020.2491.v1 09/20

www.tolmar.com
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TABLETS ARE AVAILABLE

40 mg tablets 80 mg tablets

XTANDI is available
in a tablet formulation*

40 mg

80 mg
Not actual size of tablets.

For more information,
visit XtandiTablets.com or scan this QR code
*Please specify "XTANDI 40 mg tablets" or "XTANDI 80 mg tablets" when prescribing XTANDI to your patients.

© 2021 Astellas Pharma US, Inc. and Pfizer Inc. All rights reserved. 076-6374-PM 1/21
XTANDI, Astellas, and the flying star logo are registered trademarks of Astellas Pharma Inc.
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Dear Colleagues:
On behalf of the LUGPA Board of Directors and Program Committee, welcome
to the LUGPA 2021 Virtual Regional Meeting. This year’s theme “UROTECHNO
2021: It’s Not Your Father’s VCR Anymore” reflects the importance of how
technology has brought about advancements and welcomed improvements in
healthcare. Learning about best practices and reliable solutions can help guide
LUGPA groups to make successful and meaningful changes at their own practice.
Highlights of this meeting include sessions on transforming information
technology systems, how a practice overcame a cyberattack and
benchmarking your telehealth services.
In addition, there are sessions offered to enhance operations and staffing in your
practice that include:
• Secrets of a Successful Patient Navigation System, Remote Workforce,
It’s Not All About the Technology.....People Are the Core: Retaining
Employees and Reducing Turnover in the Modern Urology Practice.
• Revolutionizing Recruitment: Attracting Millennials to Your Practice.
• The ever popular “Open Mic” session on both days will allow you to
ask questions, share your knowledge and discuss your challenges.
We would like to thank our Industry Supporters, for without their support,
this meeting would not be possible.
Thank you for attending the 2021 Virtual Regional Meeting, for your membership
and your continued support. Please join us as we acknowledge our achievements
as the only nonprofit trade association dedicated to the advancement and
preservation of the independent practice of urology. We look forward to the
continued success of all our member groups.

Sincerely,

Alan D. Winkler, MHSA,
FACMPE
San Antonio, TX
Chief Executive Officer
Celeste G. Kirschner, CAE

Jonathan Henderson, MD		
President, LUGPA 			

Scott B. Sellinger, MD
Chair, LUGPA Program Committee

875 N. Michigan Avenue | Suite 3100 | Chicago, IL 60611 | www.lugpa.org
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AN INNOVATIVE
TECHNOLOGY.
A FIRST-OF-ITS-KIND
TREATMENT.
See what sets JELMYTO apart
at JELMYTO.com/hcp

JELMYTO is a trademark of UroGen Pharma, Ltd.
© 2020 UroGen Pharma, Inc. All rights reserved.
US-JEL-00291 10/20
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Agenda

LUGPA 2021 Virtual Regional Meeting
UROTECHNO 2021:
It’s Not Your Father’s VCR Anymore

Tuesday March 30, 2021 5:00 PM

Wednesday March 31, 2021 5:00 PM

Industry Symposium

Industry Symposium • 60 Min.

Presented by:

60 Min.

Presented by:

LUGPA Program Committee
Chair Welcome • 5 Min.

LUGPA Program Committee
Chair Welcome • 5 Min.

Scott Sellinger, MD, FACS

Scott Sellinger, MD, FACS

Secrets of a Successful Patient
Navigation Center • 10 Min.

Transforming Technology in
Your Practice • 15 Min.

Sarah Jo Grove

Neal Patel, MD

Remote Workforce Realities • 10 Min.
Overcoming a Cyberattack:
How NEO Urology Responded • 15 Min.

Mark Memo, DO, FACS

Daniel Schonwald

It’s Not All About the Technology.....
People Are the Core: Retaining Employees
and Reducing Turnover in the Modern
Urology Practice • 10 Min.

Using Benchmarking to Evaluate
Telehealth Adoption in Urology
Practice: You are not Alone • 10 Min.

Giska I. Hinds

Break • 5 Min.
Enjoy your gift of La Maison du Chocolat

Jason Hafron, MD

Bob Dowling, MD

Open Mic Session • 60 Min.

Sponsored by:

Richard Harris, MD, Past President

Revolutionizing
Recruitment:
Attracting Millennials
to Your Practice • 20 Min.

Presented by:

Break • 5 Min.
Enjoy your gift of La Maison du Chocolat
Open Mic Session • 60 Min.

Evan R. Goldfischer, MD, MBA, CPI, President Elect

LUGPA Program Committee
Chair Closing Remarks • 5 Min.
Scott Sellinger, MD, FACS

*Please note that speakers and agenda topics are subject to change.

LUGPA Program Committee
Chair Closing Remarks • 5 Min.
Scott Sellinger, MD, FACS
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Introducing ORGOVYX, the only once-a-day*
oral androgen deprivation therapy for
advanced prostate cancer1,2
*One pill, once a day, after initial loading dose of 3 pills.
Bottle and pill not shown at
actual size. Actual pill size:
10.7 mm x 7.5 mm x 5.2 mm.3

ORGOVYX offers a new option for testosterone control1-3

• RAPID TESTOSTERONE SUPPRESSION WITHOUT A SURGE: 56% of men treated with
ORGOVYX achieved testosterone suppression to <50 ng/dL on Day 4¶

— 0% of men treated with leuprolide had testosterone levels <50 ng/dL on Day 4

• PROFOUND TESTOSTERONE SUPPRESSION: 95% of men treated with ORGOVYX achieved profound testosterone
suppression to <20 ng/dL on Day 29¶

— 57% of men treated with leuprolide had testosterone levels <20 ng/dL on Day 29

• 90-DAY TESTOSTERONE RECOVERY: in a substudy, 55% of the 137 men treated with ORGOVYX had their testosterone return
to above the lower limit of the normal range (>280 ng/dL) or baseline values 90 days after treatment discontinuation¶#
— 3% of 47 men treated with leuprolide had their testosterone return to above the lower limit of the normal range
(>280 ng/dL) or baseline values 90 days after discontinuation

¶

Kaplan-Meier estimates within each group.
This endpoint was analyzed for exploratory purposes without formal testing. The data from the leuprolide arm were
not included in the US Prescribing Information for ORGOVYX.

#

THINK ORAL ORGOVYX WHEN
PRESCRIBING ANDROGEN DEPRIVATION
THERAPY FOR YOUR PATIENTS

Visit orgovyxhcp.com

IMPORTANT SAFETY INFORMATION (cont’d)
Most common adverse reactions (≥10%) and laboratory abnormalities (≥15%) in patients receiving ORGOVYX were hot flush
(54%), glucose increased (44%), triglycerides increased (35%), musculoskeletal pain (30%), hemoglobin decreased (28%),
alanine aminotransferase increased (27%), fatigue (26%), aspartate aminotransferase increased (18%), constipation (12%),
and diarrhea (12%).
Drug Interactions
Co-administration of ORGOVYX with a P-gp inhibitor increases the area under the curve (AUC) and maximum concentration
(Cmax) of ORGOVYX, which may increase the risk of adverse reactions associated with ORGOVYX. Avoid co-administration
of ORGOVYX with oral P-gp inhibitors. If co-administration is unavoidable, take ORGOVYX first, separate dosing by at least
6 hours, and monitor patients more frequently for adverse reactions. Treatment with ORGOVYX may be interrupted for up to
2 weeks for a short course of treatment with certain P-gp inhibitors. If treatment with ORGOVYX is interrupted for more than
7 days, resume administration of ORGOVYX with a 360 mg loading dose on the first day, followed by 120 mg once daily.
Co-administration of ORGOVYX with a combined P-gp and strong CYP3A inducer decreases the AUC and Cmax of ORGOVYX,
which may reduce the effects of ORGOVYX. Avoid co-administration of ORGOVYX with combined P-gp and strong CYP3A
inducers. If co-administration is unavoidable, increase the ORGOVYX dose to 240 mg once daily. After discontinuation of the
combined P-gp and strong CYP3A inducer, resume the recommended ORGOVYX dose of 120 mg once daily.
Please see Brief Summary of Prescribing Information for ORGOVYX on adjacent pages.
References: 1. ORGOVYX (relugolix) [prescribing information]. Brisbane, CA: Myovant Sciences, Inc.; 2020.
2. Shore ND, Saad F, Cookson MS, et al. Oral relugolix for androgen-deprivation therapy in advanced prostate cancer.
N Engl J Med. 2020;382(23):2187-2196. 3. Data on file. Myovant Sciences, Inc.

ORGOVYXTM and its associated logo are trademarks of Myovant Sciences GmbH.
©2021 Myovant Sciences GmbH and Pfizer Inc. All rights reserved. PP-US-REL-2100044 02/21

BRIEF SUMMARY
ORGOVYX (relugolix) tablets, for oral use
TM

The following is a brief summary of the full prescribing information for
ORGOVYXTM (relugolix). Please see the full prescribing information for complete
product information.
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INDICATIONS AND USAGE

The most common adverse reactions ( ≥ 10%) and laboratory abnormalities (≥ 15%),
were hot flush (54%), glucose increased (44%), triglycerides increased (35%),
musculoskeletal pain (30%), hemoglobin decreased (28%), alanine aminotransferase
increased (ALT) (27%), fatigue (26%), aspartate aminotransferase increased (AST)
(18%), constipation (12%), and diarrhea (12%).
Table 1 summarizes the adverse reactions in HERO.

Table 1:

ORGOVYX is indicated for the treatment of adult patients with advanced
prostate cancer.

4

CONTRAINDICATIONS

None.

5

Adverse Reactions ( ≥ 10%) of Patients with Advanced
Prostate Cancer Who Received ORGOVYX in HERO

Adverse Reaction

WARNINGS AND PRECAUTIONS

Hot flush

54

0.6

52

0

30

1.1

29

1.6

26

0.3

24

0

Diarrheac

12

0.2

7

0

Constipation

12

0

10

0

Androgen deprivation therapy, such as ORGOVYX may prolong the QT/QTc interval.
Providers should consider whether the benefits of androgen deprivation therapy
outweigh the potential risks in patients with congenital long QT syndrome,
congestive heart failure, or frequent electrolyte abnormalities and in patients taking
drugs known to prolong the QT interval. Electrolyte abnormalities should be
corrected. Consider periodic monitoring of electrocardiograms and electrolytes.

Musculoskeletal and
connective tissue disorders

5.2 Embryo-Fetal Toxicity

Gastrointestinal disorders

5.3 Laboratory Testing
Therapy with ORGOVYX results in suppression of the pituitary gonadal system.
Results of diagnostic tests of the pituitary gonadotropic and gonadal functions
conducted during and after ORGOVYX may be affected. The therapeutic effect of
ORGOVYX should be monitored by measuring serum concentrations of prostate
specific antigen (PSA) periodically. If PSA increases, serum concentrations of
testosterone should be measured.

6

Musculoskeletal paina
General
Fatigueb

Includes arthralgia, back pain, pain in extremity, musculoskeletal pain, myalgia, bone pain, neck pain,
arthritis, muculoskeletal stiffness, non-cardiac chest pain, musculoskeletal chest pain, spinal pain, and
musculoskeletal discomfort.
b
Includes fatigue and asthenia.
c
Includes diarrhea and colitis.
a

Clinically relevant adverse reactions in < 10% of patients who received ORGOVYX
included increased weight, insomnia, gynecomastia, hyperhidrosis, depression, and
decreased libido.
Table 2 summarizes the laboratory abnormalities in HERO.

Table 2:

6.1 Clinical Trials Experience
Because clinical trials are conducted under widely varying conditions, adverse
reaction rates observed in the clinical trials of a drug cannot be directly compared
to rates in the clinical trials of another drug and may not reflect the rates observed
in practice.

Dosage interruptions of ORGOVYX due to an adverse reaction occurred in 2.7% of
patients. Adverse reactions which required dosage interruption in ≥ 0.3% of patients
included fracture (0.3%).

Grade 3-4
(%)

All Grades
(%)

Grade 3-4
(%)

Glucose increased

44

2.9

54

6

Triglycerides increased

35

2

36

0.7

ALT increased

27

0.3

28

0

AST increased

18

0

19

0.3

28

0.5

29

0.7

Chemistry

• QT/QTc Interval Prolongation.

Permanent discontinuation of ORGOVYX due to an adverse reaction occurred in
3.5% of patients. Adverse reactions which resulted in permanent discontinuation
of ORGOVYX in ≥ 0.3 % of patients included atrioventricular block (0.3%), cardiac
failure (0.3%), hemorrhage (0.3%), increased transaminases (0.3%), abdominal pain
(0.3%), and pneumonia (0.3%).

Leuprolide Acetatea

All Grades
(%)

Laboratory Test

The following clinically significant adverse reactions are described elsewhere in
the labeling:

Serious adverse reactions occurred in 12% of patients receiving ORGOVYX. Serious
adverse reactions in ≥ 0.5% of patients included myocardial infarction (0.8%),
acute kidney injury (0.6%), arrhythmia (0.6%), hemorrhage (0.6%), and urinary tract
infection (0.5%). Fatal adverse reactions occurred in 0.8% of patients receiving
ORGOVYX including metastatic lung cancer (0.3%), myocardial infarction (0.3%), and
acute kidney injury (0.2%). Fatal and non-fatal myocardial infarction and stroke were
reported in 2.7% of patients receiving ORGOVYX.

Select Laboratory Abnormalities ( ≥ 15%) That Worsened
from Baseline in Patients with Advanced Prostate Cancer
Who Received ORGOVYX in HERO
ORGOVYXa

ADVERSE REACTIONS

The safety of ORGOVYX was evaluated in HERO, a randomized (2:1), open-label,
clinical study in patients with advanced prostate cancer. Patients received orally
administered ORGOVYX as a loading dose of 360 mg on the first day followed by
120 mg taken orally once daily (n = 622) or received leuprolide acetate administered
by depot injection at doses of 22.5 mg (n = 264) or 11.25 mg (n = 44) per local
guidelines every 12 weeks (n = 308). Leuprolide acetate 11.25 mg is a dosage
regimen that is not recommended for this indication in the US. Among patients
who received ORGOVYX, 91% were exposed for at least 48 weeks. Ninety-nine
(16%) patients received concomitant radiotherapy and 17 (3%) patients received
concomitant enzalutamide with ORGOVYX.

Leuprolide Acetate
N = 308
All Grades Grade 3-4
(%)
(%)

Vascular disorders

5.1 QT/QTc Interval Prolongation

The safety and efficacy of ORGOVYX have not been established in females. Based
on findings in animals and mechanism of action, ORGOVYX can cause fetal harm
and loss of pregnancy when administered to a pregnant female. In an animal
reproduction study, oral administration of relugolix to pregnant rabbits during the
period of organogenesis caused embryo-fetal lethality at maternal exposures
that were 0.3 times the human exposure at the recommended dose of 120 mg
daily based on area under the curve (AUC). Advise males with female partners of
reproductive potential to use effective contraception during treatment and for 2
weeks after the last dose of ORGOVYX.

ORGOVYX
N = 622
All Grades Grade 3-4
(%)
(%)

Hematology
Hemoglobin decreased
a

The denominator used to calculate the rate varied from 611 to 619 in the ORGOVYX arm and from 301
to 306 in the leuprolide arm based on the number of patients with a baseline value and at least one
post-treatment value.
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DRUG INTERACTIONS

7.1 Effect of Other Drugs on ORGOVYX
P-gp Inhibitors
Co-administration of ORGOVYX with a P-gp inhibitor increases the AUC and the
maximum concentration (Cmax) of relugolix, which may increase the risk of
adverse reactions associated with ORGOVYX. Avoid co-administration of
ORGOVYX with oral P-gp inhibitors.
If co-administration is unavoidable, take ORGOVYX first, separate dosing by at least
6 hours, and monitor patients more frequently for adverse reactions.
Treatment with ORGOVYX may be interrupted for up to 2 weeks for a short course of
treatment with certain P-gp inhibitors.
If treatment with ORGOVYX is interrupted for more than 7 days, resume
administration of ORGOVYX with a 360 mg loading dose on the first day, followed by
120 mg once daily.
Combined P-gp and Strong CYP3A Inducers
Co-administration of ORGOVYX with a combined P-gp and a strong CYP3A inducer
decreases the AUC and Cmax of relugolix, which may reduce the effects of
ORGOVYX. Avoid co-administration of ORGOVYX with combined P-gp and strong
CYP3A inducers.

If co-administration is unavoidable, increase the ORGOVYX dose. After
discontinuation of the combined P-gp and strong CYP3A inducer, resume the
recommended dose of ORGOVYX once daily.

8

USE IN SPECIFIC POPULATIONS

8.1 Pregnancy
Risk Summary
The safety and efficacy of ORGOVYX have not been established in females.
Based on findings in animals and mechanism of action, ORGOVYX can cause fetal harm
and loss of pregnancy when administered to a pregnant female. There are no human
data on the use of ORGOVYX in pregnant females to inform the drug-associated risk.
In an animal reproduction study, oral administration of relugolix to pregnant rabbits
during organogenesis caused embryo-fetal lethality at maternal exposures that were
0.3 times the human exposure at the recommended dose of 120 mg daily based on
AUC (see Data). Advise patients of the potential risk to the fetus.
Data
Animal Data
In an embryo-fetal development study, oral administration of relugolix to pregnant
rabbits during the period of organogenesis resulted in abortion, total litter loss, or
decreased number of live fetuses at a dose of 9 mg/kg/day (approximately 0.3 times
the human exposure at the recommended dose of 120 mg daily based on AUC).

8.2 Lactation
Risk Summary
The safety and efficacy of ORGOVYX at the recommended dose of 120 mg daily have
not been established in females. There are no data on the presence of relugolix in
human milk, the effects on the breastfed child, or the effects on milk production.
Relugolix and/or its metabolites were present in milk of lactating rats (see Data).
Data
Animal Data
In lactating rats administered a single oral dose of 30 mg/kg radiolabeled relugolix
on post-partum day 14, relugolix and/or its metabolites were present in milk at
concentrations up to 10-fold higher than in plasma at 2 hours post-dose.

8.3 Females and Males of Reproductive Potential

Other Drugs: No clinically significant differences in the pharmacokinetics of relugolix
were observed when co-administered with voriconazole (strong CYP3A inhibitor),
atorvastatin, enzalutamide, or acid-reducing agents. No clinically significant
differences in the pharmacokinetics of midazolam (sensitive CYP3A substrate) or
rosuvastatin (BCRP substrate) were observed upon co-administration with relugolix.
In Vitro Studies
Cytochrome P450 (CYP) Enzymes: Relugolix is a substrate of CYP3A and CYP2C8.
Relugolix is not an inhibitor of CYP1A2, CYP2B6, CYP2C8, CYP2C9, CYP2C19,
CYP2D6, or CYP3A4. Relugolix is an inducer of CYP3A and CYP2B6, but not an
inducer of CYP1A2.
Transporter Systems: Relugolix is a substrate of P-gp, but not a substrate of BCRP.
Relugolix is an inhibitor of BCRP and P-gp, but not an inhibitor of OATP1B1, OATP1B3,
OAT1, OAT3, OCT2, MATE1, MATE2-K, or BSEP.
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NONCLINICAL TOXICOLOGY

13.1 Carcinogenesis, Mutagenesis, Impairment of Fertility
Two-year carcinogenicity studies were conducted in mice at oral relugolix doses
up to 100 mg/kg/day and in rats at doses up to 600 mg/kg/day. Relugolix was not
carcinogenic in mice or rats at exposures up to approximately 75 or 224 times,
respectively, the human exposure at the recommended dose of 120 mg daily based
on AUC.
Relugolix was not mutagenic in the in vitro bacterial reverse mutation (Ames) assay or
clastogenic in the in vitro chromosomal aberration assay in Chinese hamster lung cells
or the in vivo rat bone marrow micronucleus assay.
In human GnRH-receptor knock-in male mice, oral administration of relugolix
decreased prostate and seminal vesicle weights at doses ≥ 3 mg/kg twice daily for 28
days. The effects of relugolix were reversible, except for testis weight, which did not
fully recover within 28 days after drug withdrawal. In a 39-week repeat-dose toxicity
study in monkeys, there were no significant effects on male reproductive organs at oral
relugolix doses up to 50 mg/kg/day (approximately 53 times the human exposure at
the recommended dose of 120 mg daily based on AUC).

13.2 Animal Toxicology and/or Pharmacology

Infertility

Phospholipidosis (intracellular phospholipid accumulation) was observed in multiple
organs and tissues (e.g., liver, pancreas, spleen, kidney, lymph nodes, lung, bone
marrow, gastrointestinal tract or testes) after repeated oral administration of
relugolix in rats and monkeys. In a rat 26-week toxicity study, phospholipidosis was
observed at doses ≥ 100 mg/kg (approximately 18 times the human exposure at the
recommended dose based on AUC). In a monkey 39-week toxicity study, this effect
was observed at doses ≥ 1.5 mg/kg (approximately 0.6 times the human exposure
at the recommended dose based on AUC) and demonstrated evidence of reversibility
after cessation of treatment. The significance of this finding in humans is unknown.

Males
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Based on findings in animals and mechanism of action, ORGOVYX may impair fertility
in males of reproductive potential.

Advise the patient to read the FDA-approved patient labeling (Patient Information).

Contraception
Males
Based on findings in animals and mechanism of action, advise male patients with
female partners of reproductive potential to use effective contraception during
treatment and for 2 weeks after the last dose of ORGOVYX.

8.4 Pediatric Use
The safety and efficacy of ORGOVYX in pediatric patients have not been established.

8.5 Geriatric Use
Of the 622 patients who received ORGOVYX in the HERO study, 81% were 65 years
of age or older, while 35% were 75 years of age or older. No overall differences
in safety or effectiveness were observed between these subjects and younger
subjects. There was no clinically relevant impact of age on the pharmacokinetics
of ORGOVYX or testosterone response based on population pharmacokinetic and
pharmacokinetic/pharmacodynamic analyses in men 45 to 91 years of age.

12.3 Pharmacokinetics
Specific Populations
No clinically meaningful differences in the pharmacokinetics of relugolix were observed
based on age (45 to 91 years), race/ethnicity (Asian [19%], White [71%], Black/
African American [6%]), body weight (41 to 193 kg), mild to severe renal impairment
(creatinine clearance [CLcr] 15 to 89 mL/min, as estimated by the Cockcroft-Gault
equation), or mild to moderate hepatic impairment (Child-Pugh A or B). The effect of
end-stage renal disease with or without hemodialysis or severe hepatic impairment
(Child-Pugh C) on the pharmacokinetics of relugolix has not been evaluated.

PATIENT COUNSELING INFORMATION

QT/QTc Interval Prolongation
• Advise patients that androgen deprivation therapy treatment with ORGOVYX
may prolong the QT interval. Inform patients of the signs and symptoms
of QT prolongation. Advise patients to contact their healthcare provider
immediately for signs or symptoms of QT prolongation.
Androgen Deprivation
• Inform patients about adverse reactions related to androgen deprivation
therapy with ORGOVYX, including hot flashes, flushing of the skin, increased
weight, decreased sex drive, and difficulties with erectile function.
Embryo-Fetal Toxicity
• Inform patients that ORGOVYX can be harmful to a developing fetus and can
cause loss of pregnancy.
• Advise male patients with female partners of reproductive potential to use
effective contraception during treatment and for 2 weeks after the last dose
of ORGOVYX.
Infertility
• Inform patients that ORGOVYX may cause infertility.

Drug Interactions Studies

Manufactured by Bushu Pharmaceuticals, Ltd, Kawagoe, Saitama, Japan
Manufactured for Myovant Sciences, Inc., Brisbane, CA 94005

Clinical Studies

Issued: December 2020

Combined P-gp and Moderate CYP3A Inhibitor: Co-administration with erythromycin
(P-gp and moderate CYP3A inhibitor) increased the AUC and Cmax of relugolix by 6.2-fold.

214621-MS-000

Combined P-gp and Strong CYP3A Inducer: Co-administration with rifampin
(P-gp and strong CYP3A inducer) decreased the AUC and Cmax of relugolix by 55%
and 23%, respectively.

ORGOVYXTM and its associated logo are trademarks of Myovant Sciences GmbH.
©2021 Myovant Sciences GmbH and Pfizer Inc. All rights reserved.
PP-US-REL-2100043 02/21
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Thank You to Our Meeting Sponsors!
Platinum Partner

Gold Partner

Silver Partner
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Friend of LUGPA

Visit keytruda.com/hcp
to learn more about KEYTRUDA:
• Approved indications
• Resources for health care professionals
• The Merck Access Program
• KEY+YOU Support Program for patients

Copyright © 2018 Merck Sharp & Dohme Corp., a subsidiary of Merck & Co., Inc.
All rights reserved. ONCO-1246949-0000 02/18 keytruda.com
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Faculty Biographies
Bob Dowling, MD

President of Dowling Medical
Director Services in Fort Worth, TX
Dr. Dowling currently serves as the
Chief Medical Officer of Advanced
Urology Institute, one of the country’s
largest urology specialty groups where
he is responsible for value-based care
strategy and quality improvement.
Dr. Dowling is recognized as one of
the specialty’s leading experts on the Quality Payment Program.
Dr. Dowling received a BA in biology from Vanderbilt University
and completed his medical education and residency at the
University of Texas Medical School and Affiliated Hospitals
(Hermann Hospital and MD Anderson Cancer Center) in 1987.
He opened a private urology practice in 1990 in Ft. Worth, Texas,
and was a founding leader, Medical Director, and Chief Medical
Information Officer of Urology Associates of North Texas.
Dr. Dowling is also Board certified in Clinical Informatics.

Evan Goldfischer, MD, MBA
Co-founding CEO of Premier Medical
Group in Hudson Valley, NY as well
as founding Director of Research.
Dr. Goldfischer received his BA from
Tufts University and his MD from
Cornell University Medical College.
He completed his internship in
general surgery and his residency
in urology at the University of
Chicago. Dr. Goldfischer received his MBA from the University of
Massachusetts and is a Certified Physician Executive.
Dr. Goldfischer has written over 100 peer-reviewed abstracts and
publications. In addition, he was elected to the LUGPA Board of
Directors in 2014 and currently serves as President-Elect.

Sarah Jo Grove

Director of Human Resources
and Operations at Urology
Associates of the Central Coast
in Pismo Beach, CA

Jason Hafron, MD

Partner at Michigan Institute of
Urology, P.C., and Director of
Research at MIU in Bloomfield, MI
Jason M. Hafron, M.D. received
his Bachelor of Science degree
from the University of Michigan
and his Doctor of Medicine degree
from Loyola University ChicagoStritch School of Medicine. He
completed his General Surgery and Urology Residency at Albert
Einstein College of Medicine, Montefiore Medical Center in
New York City. Dr. Hafron continued his training as a Fellow in
Advanced Laparoscopic and Robotic Surgery at the Cleveland
Clinic Foundation, Glickman Urological and Kidney Institute, in
Cleveland, Ohio.
He has published numerous peer reviewed journal articles on
topics related to his expertise and presented his work at many
national and international scientific meetings. Dr. Hafron is also
the recipient of many clinical research awards.

Richard Harris, MD

President and CEO of
UroPartners in Chicago, IL
Dr. Harris is a founding member
and now the CEO and President of
UroPartners, an integrated urology/
pathology/radiation oncology
practice with over 60 physicians. He
has been in the private practice of
urology in Chicago for the last 31
years and currently focuses on the treatment of prostate cancer,
specifically metastatic castrate resistant prostate cancer.
Dr. Harris attended Washington University in St. Louis, and the
Chicago Medical School. He completed his residency in general
surgery and urology at Loyola University Medical Center.
Dr. Harris has been involved in pharmaceutical research and has
performed over 100 clinical trials in drug development. He has
served on LUGPA’s Board of Directors for the last 10 years and is
currently the Past President. Dr. Harris is also an assistant clinical
professor of urology at Loyola University Medical Center.

Ms. Grove leads efforts in expanding
the geographic footprint by opening
new clinics and recruiting new
providers. She is responsible for
implementing and managing a
state-of-the-art patient navigation center. In her tenure at Urology
Associates of the Central Coast she has overseen operations
of the billing office and five clinics with eight physicians, three
physician assistants and 61 FTE’s.
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Faculty Biographies
Giska Hinds

Director of Human Resources,
Advanced Urology Institute, LLC,
in Panama City, FL
Ms. Hinds is responsible for
establishing new initiatives to
promote team member engagement
and finding innovative ways to
provide team members with a great
working experience to decrease
turnover and increase morale.
Ms. Hinds holds a master’s degree in business administration
with a concentration in Human Relations from Florida
Metropolitan University.
Prior to the Advanced Urology Institute, Ms. Hinds was the
Practice Administrator at BayCare Medical Group. There she
managed over 20 multi-specialty practices and played an integral
role in implementing the new manager training program and other
operational initiatives.

Mark Memo, DO, FACS

Partner at Northeastern Ohio (NEO)
Urology Associates in Youngstown,
OH, and acting CFO
Mark A. Memo, DO, FACS
practices contemporary general
urology and is also a professor
of urology at Northeastern Ohio
Medical University and Ohio
University College of Osteopathic
Medicine in Rootstown, Ohio.
Dr. Memo received his medical degree from Kirksville College of
Osteopathic Medicine and later completed his urological residency
at Northeastern Ohio Medical University. He has served on
local, state, and sectional urological committees. He is the Past
President-elect of the Ohio Urological Society, and a member of
LUGPA’s Benchmarking and Political Affairs committees.

Neal Patel, MD

Chief Technology Officer and
Director of Robotic Surgery at
Advanced Urology Institute of
Georgia, PC in Snellville, GA.
While Dr. Patel enjoys all aspects
of urologic surgery, he specializes
in new advanced robotic
techniques such as Cystectomy
with Intra-corporeal Diversions,
Retroperitoneal Access Robotic Surgery, and Zero Ischemia
partial nephrectomy.
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Dr. Neal Patel, a Georgia native earned his medical degree from
Chicago Medical School as part of an engineering in medicine
program with the Illinois Institute of Technology where he
graduated Cum Laude with a degree in Molecular Biochemistry
and Biophysics. After completing residency in Urologic Surgery
at Rutgers Robert Wood Johnson Medical School in New Jersey,
he joined the USC Institute of Urology as a Felix and Mildred Yip
Fellow in Advanced Robotics and Laparoscopy.
Dr. Patel has been nationally recognized on his work with neuroprotective nanosphere drug delivery technologies as well as
cytoreduction for metastatic prostate cancer.

Scott B. Sellinger, MD

Partner at Southeastern Urological
Center of Advanced Urology Institute
(AUI) in Tallassee, FL
In January of 2021, Dr. Sellinger
became the second President
of AUI, now one of the largest
independent urology practices in the
United States. He currently chairs
the Advanced Prostate Cancer
(APC) Committee and oversees seven APC clinics within AUI.
Scott B. Sellinger, MD, received his B.S. degree in Chemistry
from Syracuse University, and attended Medical School at the
University of Florida in Gainesville. He completed his Urology
residency at the University of Florida.
In addition to his urology specific work, Dr. Sellinger has
developed a special interest in risk management and large group
practice development. Since 2015, has also served on the Large
Urology Group Practice Association (LUGPA) Board of Directors,
where he currently serves as Secretary.

Daniel Schonwald, CMPE

Practice Administrator, Comprehensive
Urologic Care, SC in Lake Barrington, IL
As the Practice Administrator of
Comprehensive Urologic Care, SC
Mr. Schonwald believes in using
technology and analytics to level the
playing field between small practices
and the large commercial payers,
and innovating health delivery
systems to provide a rewarding environment for physicians and
staff to deliver the best medical care to their patients.
Born and Raised in Oklahoma City, OK, Mr. Schonwald earned
his Bachelor of Arts degree from Brandeis University in Waltham,
Massachusetts. He has been a private practice executive for
14 years serving clinics in Oklahoma City and in Chicago, IL
where he currently resides. He has obtained his Certified Medical
Practice Executive certificate from MGMA.

When treating non-metastatic
castration-resistant prostate cancer (nmCRPC),

SURVIVAL
IS JUST HALF OF IT

Focus on both survival and tolerability1-3
Think NUBEQA® ﬁrst for
patients with rising PSA on ADT

40 MONTHS MFS
EXTENDED OVERALL
SURVIVAL
SAME LOW RATE
OF PERMANENT
DISCONTINUATION

PROVEN TOLERABILITY

More than double the median MFS with NUBEQA + ADT* vs 18 months with ADT alone†‡1,2
*95% CI: 34.3-NE. †95% CI: 15.5-22.3. ‡HR: 0.41; 95% CI: 0.34-0.50; P<0.0001.

31% reduction in the risk of death with NUBEQA + ADT compared to ADT alone1,3
OS was statistically signiﬁcant; medians not estimable. HR: 0.69 (95% CI: 0.53-0.88); P=0.003.

9% of men permanently discontinued due to adverse reactions whether on
NUBEQA + ADT or ADT alone §1
Dose interruptions and reductions due to adverse reactions occurred in 13% and 6%, respectively, of patients treated with NUBEQA + ADT.
The most frequent adverse reactions requiring permanent discontinuation in patients treated with NUBEQA + ADT included cardiac failure (0.4%) and
death (0.4%). The most frequent adverse reactions requiring dose interruptions included hypertension (0.6%), diarrhea (0.5%), and pneumonia (0.5%);
the most frequent adverse reactions requiring dose reductions included fatigue (0.7%), hypertension (0.3%), and nausea (0.3%).

§

Three adverse reactions occurred more frequently with NUBEQA + ADT
(≥2% over ADT alone): fatigue¶ (16% vs 11%), pain in extremity (6% vs 3%), and rash (3% vs 1%)||1

MFS was the primary endpoint, and OS was a key secondary endpoint.
The efﬁcacy and safety of NUBEQA were assessed in a randomized, double-blind, placebo-controlled, international, multicenter, phase III study (ARAMIS) in nmCRPC patients with a prostate-speciﬁc antigen
doubling time of ≤10 months. 1509 patients were randomized 2:1 to receive either 600 mg NUBEQA twice daily (n=955) or matching placebo (n=554). All patients received concurrent ADT (treatment
with GnRH analog or previous bilateral orchiectomy). The primary endpoint was MFS, deﬁned as the time from randomization to the time of ﬁrst evidence of BICR-conﬁrmed distant metastasis or death from
any cause within 33 weeks after the last evaluable scan, whichever occurred ﬁrst. Treatment continued until radiographic disease progression, as assessed by CT, MRI, 99mTc bone scan by BICR, unacceptable
toxicity, or withdrawal. The ﬁnal analysis of OS and time to initiation of cytotoxic chemotherapy was event-driven and conducted after 254 OS events had occurred and 14 months after MFS analysis.1,2
All-grade laboratory abnormalities in patients treated with NUBEQA + ADT vs ADT alone were, respectively, decreased neutrophil count (20% vs 9%), increased AST
(23% vs 14%), and increased bilirubin (16% vs 7%). Grade 3/4 for same lab abnormalities were, respectively, 4% vs 0.6%, 0.5% vs 0.2%, and 0.1% vs 0%.

||

Includes asthenia.

¶

Start new NUBEQA patients with 1 month free
INDICATION
NUBEQA® (darolutamide) is an androgen receptor inhibitor indicated for the treatment of
patients with non-metastatic castration-resistant prostate cancer.

IMPORTANT SAFETY INFORMATION

Embryo-Fetal Toxicity: Safety and efficacy of NUBEQA have not been established in
females. NUBEQA can cause fetal harm and loss of pregnancy. Advise males with female
partners of reproductive potential to use effective contraception during treatment with
NUBEQA and for 1 week after the last dose.
Adverse Reactions
Serious adverse reactions occurred in 25% of patients receiving NUBEQA and in 20%
of patients receiving placebo. Serious adverse reactions in ≥1 % of patients who received
NUBEQA were urinary retention, pneumonia, and hematuria. Overall, 3.9% of patients
receiving NUBEQA and 3.2% of patients receiving placebo died from adverse reactions,
which included death (0.4%), cardiac failure (0.3%), cardiac arrest (0.2%), general physical
health deterioration (0.2%), and pulmonary embolism (0.2%) for NUBEQA.
Adverse reactions occurring more frequently in the NUBEQA arm (≥2% over placebo) were
fatigue (16% vs 11%), pain in extremity (6% vs 3%) and rash (3% vs 1%).
Clinically significant adverse reactions occurring in ≥2% of patients treated with NUBEQA
included ischemic heart disease (4.0% vs 3.4% on placebo) and heart failure (2.1% vs
0.9% on placebo).
Drug Interactions
Effect of Other Drugs on NUBEQA – Combined P-gp and strong or moderate CYP3A4
inducers decrease NUBEQA exposure, which may decrease NUBEQA activity. Avoid
concomitant use.

Visit NUBEQAhcp.com
Combined P-gp and strong CYP3A4 inhibitors increase NUBEQA
exposure, which may increase the risk of NUBEQA adverse reactions.
Monitor more frequently and modify NUBEQA dose as needed.
Effects of NUBEQA on Other Drugs – NUBEQA inhibits breast cancer
resistance protein (BCRP) transporter. Concomitant use increases exposure
(AUC) and maximal concentration of BCRP substrates, which may increase
the risk of BCRP substrate-related toxicities. Avoid concomitant use where
possible. If used together, monitor more frequently for adverse reactions,
and consider dose reduction of the BCRP substrate.
NUBEQA inhibits OATP1B1 and OATP1B3 transporters. Concomitant use
may increase plasma concentrations of OATP1B1 or OATP1B3 substrates.
Monitor more frequently for adverse reactions and consider dose reduction
of these substrates.
Review the prescribing information of drugs that are BCRP, OATP1B1, and
OATP1B3 substrates when used concomitantly with NUBEQA.
*The NUBEQA Free Trial Program provides 1 month's supply of NUBEQA at no cost to patients
who meet the program eligibility requirements and agree to the terms and conditions. For full terms
and conditions, please call DUDE Access Services at 1-833-337-DUDE (1-833-337-3833) or visit
NUBEQAhcp.com to download the Patient Service Request Form with full terms and conditions.

PSA=prostate-speciﬁc antigen; ADT=androgen deprivation therapy; MFS=metastasisfree survival; CI=conﬁdence interval; NE=not estimable; HR=hazard ratio; OS=overall
survival; GnRH=gonadotropin-releasing hormone; BICR=blinded independent central
review; CT=computed tomography; MRI=magnetic resonance imaging; AST=aspartate
aminotransferase; OATP=organic anion transporting polypeptides.

Please see following pages for brief summary of full Prescribing Information.

LUGPA 2021 Virtual Regional Meeting:

LUGPA’S Featured Programs
Issues and Insights:
Conversations with Purpose
LUGPA’s Practice Adminstrators Series – 2021

Sessions
Wednesday April 14, 2021 12:00 PM CT

Wednesday June 26, 2021 12:00 PM CT

In Office/Pharmacy Development

Cost Containment

Wednesday May 26, 2021 12:00 PM CT

Wednesday July 28, 2021 12:00 PM CT

Negotiating Third Party

h"ps://www.123rf.com/stock-photo/innova8on.html?
Contracts
Staff Compensation
&s8=nqg0ngx2ipmr40wdf0|&mediapopup=35120629

Strategies

Innovation Theater
Genitourinary (GU) Medical Oncology Series
LUGPA Education Chair, Neal Shore, MD

Thursday April 29, 2021 5:00 PM ET

Thursday June 24, 2021 5:00 PM ET

Thursday May 20, 2021 5:00 PM ET

Thursday July 15, 2021 5:00 PM ET

The Impact of Genomic Profiling on
Patients with Prostate Cancer
HighRisk NMIBC

De novo Metastatic Hormone-Sensitive
Prostate Cancer/(mHSPC)
Optimizing Sequencing Strategies in mCRPC

Tuesday, April 20, 2021 5:00 PM ET Is Your Practice Hiring?
Reserve a virtual booth today to promote your jobs and employer brand!
Visit: www.lugpa.org/urology-resident-summit
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Sponsor Directory
AbbVie			

www.commercialusconventions.com/
advancedprostatecancer/

Advanced Accelerator
Applications

miR Scientific

www.mirscientific.com

Myovant Sciences and Pfizer Oncology
www.orgovyxhcp.com

www.adacap.com

Astellas Pharma and Pfizer Oncology
astellaspfizerxtandiexhibit.com

sema4

www.sema4.com/oncology

Stream Dx

www.streamdx.com

Bayer

www.bayer.us

Sun Pharmaceuticals, Inc.
www.sunpharma.com

Blue Earth
Diagnostics, Inc.

www.blueearthdiagnostics.com

TOLMAR
Pharmaceuticals Inc.
www.tolmar.com

Endo Pharmaceuticals

www.endopharma.com

UroGen Pharma, Inc.
www.jelmyto.com/hcp

MedEvolve

www.medevolve.com

Merck

www.merck.com
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LUGPA Virtual Attendee Guide
Accessing the Virtual Event:

When you are ready to access the event copy and paste this URL
https://cvent.me/0KVZXR into your browser. Using the Chrome
browser allows for the best virtual meeting platform experience.

Navigating the Virtual Event:
My Event Page

This is the homepage of the virtual event. You will be able to view live
and upcoming sessions, featured sponsors and basic event details.

Logging In:

After clicking the link to go to the virtual event, you will be
prompted to log in. After entering your first name, last name, and
email address, a verification code will be sent to your email or cell
phone. Once you enter the verification code you will be taken to
the virtual platform. If you experience a problem, please contact
Kathy Stack at kstack@lugpa.org or (312) 738-0137

Asking a question

Select the ‘ask a question button’ to open a text box. You can ask
the question anonymously or include your name. You can also
use the “chat” feature to discuss any important items.

Troubleshooting Log In:

Ensure you are entering the same email you registered with for
the event. Check spam and junk folders for the email. The email
or text should be triggered in less than a minute. If you still do not
receive the verification code, contact the Kathy Stack at kstack@
lugpa.org or (312) 728-0137.
*Once logged in, if you accept website cookies, you will stay
logged into the event for 24 hours.
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Sponsors Page

Astellas Pfizer | Myovant Pfizer | TOLMAR | Bayer | Merck | UroGen
Advanced Accelerator Applications | Endo | MedEvolve
miR Scientific | sema4 | Stream Dx | AbbVie | Blue Earth | Sun Pharma
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Frequently Asked Questions
Q: I did not receive a confirmation

email or email verification code.
What should I do?

A: First check your spam/junk folder for

the email confirmation. Another option is
to click on the “didn’t receive code link”
on the home page of the virtual program
and it will be emailed to you again.
If you did not receive this email with
verification code, please contact
Kathy Stack at kstack@lugpa.org or
(312) 728-0137.

Q: Why did I get logged out?
A: For privacy reasons, your login only

stays valid for 72 hours. You will also
be logged out after 24 hours of inactivity.
You will need to request a verification
code once expired. If for any reason
you are having difficulty logging back in,
please contact Kathy Stack at kstack@
lugpa.org or (312) 728-0137.

Q: I am getting “Website 404: Page not

Found” error message. What should
I do?

A: The virtual platform runs best on

Google Chrome, if you are using a
different web browser we recommend
you switch. If you are still experiencing
the error, refresh your web-page, clear
your cache and cookies.

Q: Why am I experiencing
audio/visual delays?

A: Check your bandwidth speed to make

sure you’re not having issues with your
connectivity. Logging out and logging
back in may resolve the issue. If for any
reason you continue to have difficulty,
please contact Kathy Stack at
kstack@lugpa.org or (312) 728-0137
to get assistance.

Q: Will the sessions be available after
the virtual meeting?

A: Yes. Sessions will be recorded and

available on-demand on the LUGPA
website by the end of the week.

Q: Where can I find a copy of the Power
Point slide-deck for a session?

A: The Power Point slide-deck or other

handouts are located at the bottom of
the screen for each session.

Q: Will there be an opportunity for
Q & A with presenters?

A: Yes.There will be a feature called

“Ask A Question” in the online platform
to post questions. Presenters will be
able to answer questions posted by
attendees during the session.

Q: Can I obtain continuing education
credit for attending this meeting?

A: At this time the LUGPA 2021 Virtual

Regional Meeting is not eligible for
continuing education credit or continuing
medical education credit.
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Thank You for Your Continued
Support and Membership
LUGPA swiftly develops online programming on practical issues for independent
urology practices coming out of the pandemic.
Our mission to preserve and advance the independent practice of urology has never
been more important.
As the leading voice of independent urology practices in the US, LUGPA provides
education on the benefits of integrated care.
LUGPA’s strives to be on the forefront of issues relevant to LUGPA members.
The LUGPA 2021 Virtual Regional Meeting will be recorded for on-demand viewing.
For more Information, visit www.LUGPA.org
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875 N. Michigan Avenue | Suite 3100 | Chicago, IL 60611 | www.lugpa.org

Save the Date
LUGPA 2021
Annual Meeting
November 12-13, 2021
Chicago Marriott
Magnificent Mile Hotel

875 N. Michigan Avenue
Suite 3100
Chicago, IL 60611

lugpa.org
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