
Confidence in Imaging 
Illuccix has the sensitivity and specificity to 
allow for high confidence in guiding clinical 
decision making1

INDICATIONS AND USAGE
Illuccix®, after radiolabeling with Ga 68, is a radioactive diagnostic agent indicated for positron emission tomography 
	 (PET) of prostate-specificmembrane antigen (PSMA) positive lesions in menwith prostate cancer:  

	 	 • with suspectedmetastasis who are candidates for initial definitive therapy 

	 	 • with suspected recurrence based on elevated serum prostate-specific antigen (PSA) level 

Important Safety Information

WARNINGS AND PRECAUTIONS

Risk forMisdiagnosis
Image interpretation errors can occur with galliumGa 68 gozetotide PET. A negative image does not rule out the
	 presence of prostate cancer and a positive image does not confirm the presence of prostate cancer.

The Important Safety Information continues on the reverse side. 
Please see the full Prescribing Information enclosed in this issue for more information.

Important Safety Information (continued)

WARNINGS AND PRECAUTIONS 

Risk forMisdiagnosis (continued)
The performance of gallium Ga 68 gozetotide for imaging of biochemically recurrent prostate cancer seems to be affected 
by serum PSA levels and by site of disease. The performance of galliumGa 68 gozetotide for imaging of metastatic pelvic lymph
nodes prior to initial definitive therapy seems to be affected by Gleason score. GalliumGa 68 gozetotide uptake is not specific for
prostate cancer andmay occur with other types of cancer as well as non-malignant processes such as Paget’s disease, fibrous
dysplasia, and osteophytosis. Clinical correlation, which may include histopathological evaluation of the suspected prostate cancer 
site, is recommended. 

Radiation Risks 
Gallium Ga 68 gozetotide contributes to a patient’s overall long-term cumulative radiation exposure. Long-term cumulative 
radiation exposure is associated with an increased risk for cancer. Ensure safe handling to minimize radiation exposure to 
the patient and health care workers. Advise patients to hydrate before and after administration and to void frequently
after administration.

ADVERSE REACTIONS 
The safety of gallium Ga 68 gozetotide was evaluated in 960 patients, each receiving one dose of gallium Ga 68 gozetotide. 
The average injected activity was 188.7 ± 40.7MBq (5.1 ± 1.1mCi). No serious adverse reactions were attributed to gallium
Ga 68 gozetotide. The most commonly reported adverse reactions were nausea, diarrhea, and dizziness, occurring at a rate 
of < 1%. 

DRUG INTERACTIONS 
Androgen deprivation therapy and other therapies targeting the androgen pathway Androgen deprivation therapy (ADT)
and other therapies targeting the androgen pathway, such as androgen receptor antagonists, can result in changes in uptake 
of gallium Ga 68 gozetotide in prostate cancer. The effect of these therapies on performance of gallium Ga 68 gozetotide PET 
has not been established.

You are encouraged to report suspected adverse reactions of prescription drugs to the FDA.

Visit MedWatch at www.fda.gov/medwatch or call 1-800-FDA-1088. Youmay also report adverse reactions to Telix by
calling 1-844-455-8638 or emailing pharmacovigilance@telixpharma.com.

Please note that this information is not comprehensive. 
Please see the full Prescribing Information enclosed in this issue for more information.

1 Illuccix Prescribing Information.

Illuccix® is a trademark of Telix Pharmaceuticals (US) Inc.
	 © 2022 Telix Pharmaceuticals (US) Inc.
	 All rights reserved.
	 US-2200089		10/22
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Proud Sponsor of 

Protecting the political and professional interests of Urology since 1968

Dear AACU Members: 

More than 50 years ago, the AACU became the first national organization 
solely dedicated to advocacy on behalf of clinical urologists’ interests. At the 
time, Medicare was a new program and the federal government’s role in 
healthcare quickly grew by leaps and bounds. Today, the AACU continues 
to steadfastly advance health policies that protect our patients, practices,
and profession through initiatives such as UROPAC, the AACU State 
Advocacy Network, and our recent partnership with Urology Times. 

This strategic alliance gives us the opportunity to share news of our work, 
and the work of AACU members, on a national stage, including showcasing 
members in Urology Times publications and on the website at
www.urologytimes.com/sap-partner/aacu.

In addition to opportunities to publish, the partnership brings AACU 
members access to case-based roundtable sessions and discounted 
educational programs. We are pleased to be able to provide these valuable 
resources and hope that you and your colleagues find them informative. If 
you would like additional copies of this publication sent to your office, 
please email info@aacuweb.org. 

We are excited about the partnership and look forward to highlighting 
AACU and its members through our collaboration with Urology Times.

Best regards,

Damara L. Kaplan, PhD, MD
President
American Association of Clinical Urologists
www.aacuweb.org
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In recent years, radiopharmaceutical innovations have greatly improved our 

ability to detect and localize prostate cancer. Until recently, conventional 

imaging, including bone scan, computed tomography (CT), and magnetic 

resonance imaging (MRI), has been the standard of care in prostate cancer 

imaging. These conventional imaging modalities have limitations, including 

diagnostic performance at low prostate-specifi c antigen (PSA) levels.1,2

Technological advances have led to the research and development of more 

sensitive imaging agents and modalities.1,3 Specifi cally, positron emission 

tomography (PET) radiopharmaceuticals are increasingly being used to 

target prostate-specifi c membrane antigen (PSMA), and a growing body 

of scientifi c evidence supports their favorable imaging performance.1

Blue Earth Diagnostics is exploring a new investigational PSMA targeting 

technology with unique potential.4-6

PSMA as a target 

PSMA is an obvious target for PET imaging in 
prostate cancer. It is a well characterized type II 
transmembrane protein with folate hydrolase 
activity. Present in normal prostatic tissue, PSMA 
is upregulated in the majority of primary and 
metastatic prostate cancer lesions.7-9

Several characteristics make PSMA an ideal 
target for molecular imaging, including:   

• High expression on prostate cancer cells10

•  Limited expression on benign prostate tissue 
and extraprostatic tissue10

•  Well-characterized binding site that can be 
targeted by small-molecule ligands10

•  Internalization of bound agents, allowing for 
concentration within tumor cells10

•  PSMA expression can be correlated with 
Gleason grade and has been shown to be 
enhanced in metastatic and castrate-resistant 
prostate cancer9,10

PSMA imaging agents are designed to bind to 
the extracellular domain of PSMA to then be 
internalized by prostate cancer cells via 
endocytosis. When labeled with a ß+ emitting 
radioisotope, these agents can detect 
extracellular expression of PSMA with PET 
imaging.9-11 PSMA-targeting radiopharmaceuticals 
are characterized by rapid clearance from 
the blood and nontarget tissue, which can 
result in low background activity.9

A novel investigational 
PSMA-targeting technology for 
prostate cancer imaging 

Currently available 
PSMA agents are either 
labeled with gallium-68 
(68Ga) or fl uorine-18 
(18F), 2 ß+ emitting 
radioisotopes. In recent 
years, 18F has been 
recognized to have certain 
advantages over 68Ga.9

While 68Ga can be 
produced with either a 
cyclotron or generator, 
production capacity 
via generator is limited 
to 2 to 4 patient doses 
daily. 68Ga also has a 
relatively short half-
life of 68 minutes, 
limiting its transportation 

to centers.9 18F has an 
110-minute half-life 
and may be produced 
in large batches via a 
cyclotron, which 
allows for centralized 
production and 
subsequent broad 
distribution to imaging 
facilities (see Table 1).12,13

Radioisotope 
selection and 
labeling

Urology Times • Trim size 10” x 12” • BLU-3249
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Blue Earth Diagnostics is at the forefront in the 
investigation of prostate cancer imaging, with 
worldwide exclusive licenses to radiohybrid 
PSMA (rhPSMA) technology.

The rhPSMA design features 2 radionuclide 
acceptor sites that can be labeled with α or 
ß emitting radionuclides (Figure 1). Figure 1A 
depicts the rhPSMA molecule for potential 
diagnostic use, where one acceptor site is 
labeled with a radioactive imaging isotope, 
and the other site with a nonradioactive 
isotope. Figure 1B depicts the molecule for 
potential therapeutic use, where one 
acceptor site is labeled with a radioactive 
therapeutic isotope and the other site with 
a nonradioactive isotope.6

Review the phase 3 clinical studies for 
rhPSMA technology4,5: 

•  Learn more about the LIGHTHOUSE study 
in men with newly diagnosed prostate 
cancer at clinicaltrials.gov/ct2/show/
NCT04186819 

•  Learn more about the SPOTLIGHT study 
in men with suspected prostate cancer 
recurrence at clinicaltrials.gov/ct2/show/
NCT04186845

Blue Earth Diagnostics is committed 
to breaking new ground

Blue Earth Diagnostics is an established 
leader in the development of novel PET 
imaging agents to inform clinical 
management decisions with the goal of 
positively impacting overall outcomes for 
patients with prostate cancer. 

Our goals are to:

• Develop cutting-edge technology

•  Build innovative solutions

•  Enhance access to radiopharmaceuticals and 
provide customer and practice support

©2022 Blue Earth Diagnostics, Inc. All rights reserved. MLR22-P003A 08/22

Radiohybrid PSMA technology is investigational and not approved by the US Food and Drug Administration (FDA).   

References: 1. Jadvar H, Calais J, Fanti S, et al. J Nucl Med. 2022;63(1):59-68. doi:10.2967/jnumed.121.263262 2. Expert Panel on Urologic Imaging; 
Froemming AT, Verma S, Eberhardt SC, et al. J Am Coll Radiol. 2018;15(5S):S132-S149. doi:10.1016/j.jacr.2018.03.019 3. Crawford ED, Koo PJ, Shore N, 
et al. J Urol. 2019;201(4):682-692. doi:10.1016/j.juro.2018.05.164 4. Blue Earth Diagnostics. March 17, 2022. Accessed July 27, 2022. 
https://clinicaltrials.gov/ct2/show/NCT04186819 5. Blue Earth Diagnostics. March 17, 2022. Accessed July 27, 2022. https://clinicaltrials.gov/ct2/show/
NCT04186845 6. Wurzer A, Di Carlo D, Schmidt A, et al. J Nucl Med. 2020;61(5):735-742. doi:10.2967/jnumed.119.234922 7. Sarkar S, Das S. Biomed 
Eng Comput Biol. 2016;7(suppl 1):1-15. doi:10.4137/BECB.S34255 8. Hofman MS, Hicks RJ, Maurer T, Eiber M. Radiographics. 2018;38(1):200-217. 
doi:10.1148/rg.2018170108 9. Piron S, Verhoeven J, Vanhove C, De Vos F. Nucl Med Biol. 2022;106-107:29-51. doi:10.1016/j.nucmedbio.2021.12.005 
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Adapted from Wurzer A et al. J Nucl Med. 2020.6
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Figure 1. Example of a radiohybrid structure
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In addition, 18F has an 
energy profi le that may 
contribute to a more 
favorable spatial resolution, 
which may enable 18F to 
better detect lesions that 
are small and near each 
other compared with 
68Ga (see Table 1).  9,12-14

Table 1. Radioisotope features9,12-14

18F 68Ga

Half-life 110 minutes 68 minutes

Positron decay ratio 97% 89%

Maximum positron energy 0.635 MeV 1.899 MeV

Mean positron range 0.6 mm 3.5 mm

Production method Cyclotron Generator or cyclotron
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I  am sorry.” Three short words that 
are long in meaning, especially in 
the context of medicine. No provider 
wants to be in the position of deliver-

ing an apology for an unanticipated outcome 
of care. Further, no provider wants to say 
something to a patient that could later be 
used against them in a malpractice lawsuit.

In this month’s Malpractice Consult column, 
Kenton H. Steele, Esq, writes about this dilemma 
and the legislative solution, the apology law. As he 
writes, most states have some form of apology law, 
but different categories exist that offer different 
levels of protection. “Apology laws vary signi� -
cantly from state to state and are further modi� ed 
by court decisions,” Steele wrote.

Clinically, this issue of Urology Times® high-
lights the use of focal therapy in treating 
prostate cancer, featuring an interview with Mark 
Emberton, MBBS, MD, BSc, FRSC (Urol), 
FMedSci. Emberton summarizes different types 
of focal therapy, discusses safety and ef� cacy of the 
treatments, and shares who might bene� t the most 
from this treatment.

Another highlight in prostate cancer for this 
issue is the latest installment of Journal Article of 
the Month, in which Badar M. Mian, MD, looks 
at a study evaluating the costs of treatments for 
advanced prostate cancer.1 “A discussion about 
� nancial burden of treatment, in addition to the 
discussion about cancer-related outcomes, progno-
sis, and adverse effects would pose a challenge to 
the clinical practice and work� ow. But ultimately, 
it will be the treating physician’s responsibility to 
identify cost-effective alternatives and available 
resources to help mitigate the � nancial toxicity 
incurred from novel cancer therapies,” Mian wrote.

Also in prostate cancer, Urology Times®

Co–Editor in Chief Michael S. Cookson, MD, 
MMHC, ponders the effect of the COVID-19 
pandemic on prostate cancer screening. As he writes, 
several studies point to a decline in prostate-speci� c 

antigen screening in recent years. “Cancer doesn’t 
take a holiday or vacation, and it doesn’t care about a 
pandemic. Our efforts to reduce deaths from pros-
tate cancer through screening and early detection 
must continue,” Cookson wrote.

Be sure to also read this month’s 50th anniver-
sary Innovation Celebration interview, in which 
Andrew C. Peterson, MD, MPH, discusses the 
development of the arti� cial urinary sphincter.

Our columns lead off this month with Diversity 
in Urology, in which Kelvin Moses, MD, PhD, 
interviews Tracy Downs, MD. In the inter-
view, Downs discusses his current position at the 
University of Virginia in Charlottesville, the role 
of groups such as the R. Frank Jones Urological 
Society and Urology Unbound, and why research 
must be more diverse.

In Coding Q&A, Jonathan Rubenstein, MD, and 
Mark Painter address questions on laparoscopic 
simple prostatectomy, percutaneous nephrolitho-
tomy, and the eCoin device. In Practice Matters, 
Robert A. Dowling, MD, provides an excellent 
overview of Medicare from the patient perspec-
tive. “Medicare is an entitlement program enjoyed 
by millions of Americans, but it is neither auto-
matic nor free,” Dowling wrote, comprehensively 
breaking down how the program works. In Money 
Matters, Jeff Witz, CFP, explains how the titling 
of real property affects its future transfer.

Finally, in Speak Out, we asked 3 urolo-
gists about new erectile dysfunction therapies. 
“Community urologists need to interact more inti-
mately with academic urologists so all of us have 
a voice in this direct-to-consumer conversation,” 
says one urologist.

Next month, watch for coverage of the European 
Society for Medical Oncology Congress 2022. As 
always, thanks for reading. •

The dilemma of whether
to apologize

MIKE HENNESSY JR
Mike Hennessy Jr is president and CEO of 
Urology Times®’ parent company, MJH Life Sciences®.
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A s of mid-September 2022, COVID-19 has infected 
613 million individuals and resulted in 6.53 million 
deaths worldwide. COVID-19’s impact in the US 

came on strong in spring 2020, and its surge and resur-
gences affected all aspects of life. The mandatory public 
shutdowns, shelter-at-home policies, and loss of health care 
workers with a simultaneous increase in demand for crit-
ical care created a stress never before experienced. And 
although things are now returning to “normal,” it is clearly 
a “new normal” with many challenges ahead. In health care, 
there is an acute awareness that our work � ow and our work-
force have changed, and we must adjust our practices in 
order to deliver the quality of care that our patients deserve. 
However, during the height of the pandemic, there was an 
almost hibernation from health care, particularly involving 
screening and preventive care.

One of the still-to-be-determined effects of the pandemic 
will be the reverberations from a reduction in prostate cancer 
screening. The director of the National Cancer Institute has 
noted concern about an increase in cancer mortality caused by 
a delay in screening.1 Several reports have documented a reduc-
tion in prostate-speci� c antigen (PSA) screening and testing 
during this time frame. One large administrative database esti-
mated the overall de� cit in prostate cancer screening in the 
US over this period will affect 1.6 million men.2 In another 
database from central Massachusetts, PSA testing decreased 
by 34% in March 2020, 78% in April 2020, and 53% in May 
2020.3 In addition, there are some indications that the decrease 
in screening disproportionately affected Black men.4 These 
reports (and others) are concerning and may foreshadow a shift 
in prostate cancer presentation in the next few years.

There is precedent for the consequences of a reduction 
in prostate cancer screening. In October 2011, the United 
States Preventive Services Task Force (USPSTF) issued a 
draft guideline discouraging PSA-based screening for pros-
tate cancer (grade D recommendation).5 In the year following, 
prostate cancer diagnoses declined 28% because of the recom-
mendation against PSA screening. The consequences of this 
reduction in screening started to become apparent. Following 
the USPSTF recommendation, not only was there a substan-
tial decline in PSA screening, but there was a reported shift 
toward higher-grade and -stage disease at the time of diagnosis 
in the years that followed.6 In fact, the incidence of metastatic 
prostate cancer rose signi� cantly in the US. These trends were 

(and are) concerning, particularly for young men with high-
grade disease who likely bene� t the most from early detection 
and de� nitive prostate cancer treatment.

I hope we can recapture gains made before the pandemic 
and claw our way back from this temporary pause in regu-
larly scheduled health care programming. For urologists and 
primary care providers, it is going to require an increase in 
messaging and a more creative approach to PSA-based screen-
ing and prostate cancer awareness. We will need to reach the 
men (and their in� uencers) with the thoughtful shared deci-
sion-making message of prostate cancer screening. However, 
we will have to try harder and work smarter to reach this 
target audience of men who were already a bit sluggish in 
coming forward. We hope the gains made in PSA screening 
on the back side of the pandemic will continue well beyond 
our September Prostate Cancer Awareness campaign. Cancer 
doesn’t take a holiday or vacation, and it doesn’t care about a 
pandemic. Our efforts to reduce deaths from prostate cancer 
through screening and early detection must continue. •
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UroPipeline     UPDATES ON DRUGS, DEVICES, AND TESTS  by Jason M. Broderick

Trial launches of imaging agent 
for patients with PSMA-negative 
prostate cancer
Enrollment has started for a phase 2 trial 
of 64Cu SAR-Bombesin, an investigational 
PET-imaging agent for patients with biochemi-
cally recurrent prostate cancer that is 
prostate-specific membrane antigen 
(PSMA)-PET negative.1

The phase 2 study is known as the SA-
BRE trial, which stands for “Copper-64 
SAR-Bombesin in Biochemical REcurrence 
of Prostate Cancer trial.” Clarity Pharmaceu-
ticals, the developer of 64Cu SAR-Bombesin, 
explained in a press release that the impetus 
for launching the trial was to address the un-
met need faced by the approximately 20% of 
patients with biochemically recurrent prostate 
cancer who are PSMA-PET negative.2 These 
patients are unable to respond to the burgeon-
ing class of PSMA-targeted products and thus 
are left with few available treatment options.

The target of 64Cu SAR-Bombesin is the gas-
trin-releasing peptide receptor (GRPr), which 
is found on prostate tumors as well as several 
other tumors. “As such, the product could 
offer valuable imaging and therapeutic options 
for not only PSMA-negative patients, but also 
the large number of patients that have the 
target receptor on their cancers,” Clarity noted 
in a press release.

Overall, the multicenter, single-arm, 
non-randomized, open-label SABRE trial 
(NCT05407311), aims to enroll up to 50 
patients with PSMA-negative biochemically 
recurrent prostate cancer (known or suspect-
ed) following definitive therapy (eg, surgery 
or radiation). Safety and tolerability of 64Cu 
SAR-Bombesin, as well as its effectiveness in 
accurately detecting prostate recurrence, are 
the primary outcome measures of the study.

REFERENCES
1. Recruitment opens for phase II trial in prostate cancer 
with Cu-64 SAR-Bombesin in the US. News release. 
Clarity Pharmaceuticals. September 5, 2022. Accessed 
September 6, 2022. https://prn.to/3BhQNfh
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News release. Clarity Pharmaceuticals. June 6, 2022. 
Accessed June 9, 2022. https://prn.to/3NCLISI

EU OKs novel biomarker and 
machine learning–powered test 
for prostate cancer
European CE Marking for In Vitro Diagnostic 
medical devices (CE-IVD Mark) approval has 
been granted to the ClarityDX Prostate test, a 
biomarker and machine learning–powered test 
for clinically significant prostate cancer, accord-
ing to Nanostics Inc, the developer of the test.1

Using a machine-learning algorithm, Clarity-
DX Prostate assesses a combination of clinical 
and biological biomarker data and provides a 
risk score for a patient’s biopsy showing a clini-
cally significant prostate cancer (Gleason grade 
group ≥2). According to Nanostics, the purpose 
of ClarityDX Prostate is to serve as a reflex test 
for helping patients with elevated PSA levels 
have more informed conversations with their 
physicians on whether to proceed with a biopsy.

Earlier this year, Nanostics announced 
positive results from a pre-biopsy clinical 
validation study of ClarityDX Prostate.2 The 
study included 1437 men with elevated pros-
tate-specific antigen levels who were aged 40 to 
75 years. The men had all been referred for a 
prostate biopsy and none had previously been 
diagnosed with prostate cancer.

According to Nanostics, “Algorithmic risk 
models to predict prostate cancer or clinically 
significant (grade group ≥2) prostate cancer 
were generated using data from 1036 men 
recruited at the Kipnes Urology Center in 
Edmonton, [Canada], and a site in Baltimore, 
[Maryland]. These models were then tested in 
a validation cohort of 401 men recruited at the 
Prostate Cancer Center” in Calgary, Canada.2

The study results showed that ClarityDX 
Prostate had 94% sensitivity, 37% specificity, 
49% positive predictive value, and 90% neg-
ative predictive value for predicting clinically 
significant prostate cancer, defined as Gleason 
grade group 2 or higher.

REFERENCES
1. Nanostics receives CE mark for its ClarityDX Prostate 
test to detect clinically significant prostate cancer. News 
release. Nanostics Inc. August 23, 2022. Accessed 
August 23, 2022. https://prn.to/3AGRdf5
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FDA accepts application 
for N-803 in NMIBC
The FDA has accepted for review a biologics 
license application (BLA) for N-803 (Ankti-
va) for use in combination with BCG for the 
treatment of patients with BCG-unresponsive 
non–muscle-invasive bladder cancer (NMIBC) 
carcinoma in situ (CIS) with or without Ta 
or T1 disease, according to ImmunityBio, the 
developer of the IL-15 superagonist.1

The BLA is based in part on findings from the 
phase 2/3 QUILT-3.032 trial (NCT03022825). 
Results from the study presented at the 2022 
American Urological Association Annual 
Meeting showed that at a median follow-up of 
23.9 months in patients with CIS, the complete 
response (CR) rate was 71% (95% CI, 60.1%-
80.5%).2 The 12- and 24-month CR rates were 
60% (95% CI, 45%-72%) and 52% (95% CI, 
40%-65%), respectively.

QUILT-3.032 enrolled patients with historically 
confirmed BCG-unresponsive disease with per-
sistent or recurrent CIS, with or without recur-
rent Ta/T1 disease, within 12 months of receiving 
sufficient BCG. The population was divided into 
2 cohorts: those with CIS (n = 83; cohort A) and 
those with papillary histology (n = 77; cohort B).

Additional efficacy findings from cohort 
A demonstrated that the median duration of 
response was 24.1 months (95% CI, 9.9-not 
reached). The percentage of patients whose 
duration of response was at least 12, 18, and 
24 months was 62% (95% CI, 48.0%-73.5%), 
55% (95% CI, 40.1%-67.3%), and 52% (95% 
CI, 37.0%-64.9%), respectively. Regarding the 
efficacy in cohort B, at a median follow-up of 
20.7 months in patients with papillary disease 
(n = 77), the median disease-free survival was 
23.6 months. The 12-, 18-, and 24-month 
disease-free survival rates were 57% (95% CI, 
44%-68%), 53%, and 48% (95% CI, 34%-
60%), respectively.
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ics license application for N-803 in BCG-unresponsive 
non-muscle-invasive bladder cancer carcinoma in 
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Q. Please provide an overview of the 
development of the artifi cial urinary sphinc-
ter (AUS).
PETERSON: The arti� cial urinary sphincter 
today really is an evolution of many very small 
changes. The original device was developed in 
the 1960s at the University of Minnesota by 
Gerald Timm, PhD; and William E. Bradley, 
MD; as well as in Texas by F. Brantley Scott, 
MD. There were several iterations that had 
multiple pumps and multiple balloons that all 
led to development of the arti� cial sphinc-
ter that we know today. It has 3 components: a 
pressure-regulating balloon that comes in differ-
ent sizes, cuffs that come in different sizes, and 
the pump that goes down into the scrotum in 
men or labia in women. The � rst device of this 
type was placed in 1972 in 5 men in Houston, 
Texas. The outcomes were quite good and were 
published in Journal of Urology. Since 1972, there 
have been very small changes to the 3-piece arti-
� cial urinary sphincter that we know today.

In the late 1980s, the cuff was redeveloped to 
make it narrower to decrease erosion rates and 
increase longevity. In the late 1990s, the device 
was coated with InhibiZone—that’s the propri-
etary name for the combination of antibiotics that 
consists of rifampin and minocycline. 

Then, in 2010, there was the development of 
the 3.5-cm cuff, which solved a lot of problems for 
many high-volume implanters—the idea being 
that when we keep going downstream, and we 
get to third and fourth devices on men, we might 
not have enough tightness of that cuff. It took the 
engineers quite a while to develop that 3.5-cm cuff 
because they found that they had to put specially 
formatted preexisting folds in the device to make 
it fold correctly and to make it clamp correctly 
around the urethra. This device has been really 
well studied, and we have lots of data on it. And it’s 
been around, as you can see, for 50 years.

Q. What makes the AUS an innovation 
in urology?
PETERSON: When patients ask me about this 
device and why it hasn’t really changed much 
in the past 40 or 50 years, I tell them there are 
2 reasons a product doesn’t change: Either it’s 
almost perfect the way it is, or the company has no 
interest in changing it because there’s no compe-
tition. In this case, the latter certainly is not true. 
There are many companies all over the world that 
have tried to compete with the arti� cial urinary 
sphincter, making devices that look very simi-
lar to the 3-piece hydraulic product that we have 
today from Boston Scienti� c. And then there are 
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other devices that are more static. They’re cuffs 
that wrap around the urethra where you can 
change the volume of � uid on a needed basis to 
increase or decrease the amount of compression. 
But realistically, many of those have not taken 
hold because the outcomes really aren’t that great 
when you compare them with the arti� cial sphinc-
ter outcomes. The peer-reviewed literature shows 
that the patient satisfaction rates for the arti� cial 
sphincter are 90% to 95%. Even in cases where 
men are not completely dry, which is the usual 
case—we can take patients from diapers and get 
them to 1 or 2 pads per day—even in those situa-
tions, when they � ll out surveys that ask, “Would 
you have this done again?” it’s almost a unanimous 
yes. It’s like a mousetrap. The mousetrap that was 
developed hundreds of years ago works almost 
perfectly—it catches mice, it’s very simple and 
very inexpensive. That’s almost the same way with 
the arti� cial sphincter. It has this hydraulic system 
where the balloon gives you enough pressure to 
protect yourself; the pump works very nicely. And 
even though it can fail in 7 to 10 years and have 
other adverse effects such as infection and erosion, 
the overall improvement in the quality of life for 
men and women who get one of these devices is so 
high that it greatly outweighs any type of adverse 
effects. It’s very dif� cult to improve on this device 
the way it is now.

Q. How has the AUS improved the 
management of stress urinary incontinence 
over the years?
PETERSON: As I mentioned, when you do 
patient satisfaction surveys, the men and women 
who get these devices are uniformly very ecstatic 
about the type of outcomes they get, even when 
they’re not perfect outcomes, perfect being not 
wearing any pads or ever having adverse effects 
from the device. We know now in the peer-
reviewed literature that signi� cant incontinence in 
men and women can relate to signi� cant depres-
sion, anxiety, and other types of problems that we 
didn’t really talk about much in the past. We see a 
very large change in those parameters when that 
type of incontinence is [managed]. We see it in 
women as well, but the proportion of women who 
get these devices is pretty low, so it’s much harder 
to study that population.

To understand how the arti� cial sphincter 
has changed our treatment options for men and 
women with incontinence, look at what we had 

before it in the 1960s and 1970s, or even today 
in communities where this device isn’t available 
to patients. These patients use clamps, which 
are uncomfortable and will typically be worn 
for a short time and then abandoned because of 
irritation or pain. There are pads and diapers, 
along with condom catheters, or internal dwell-
ing catheters, and those have their own adverse 
effects with respect to infection rates and skin 
irritation. On top of that, all of these things are 
disposable products, and in terms of costs that 
can add up quite a bit when patients are wear-
ing 4 or 5 pads or 2 diapers or a condom catheter 
every day. So I think the arti� cial sphincter is a 
great option for patients.

The other effect this has had is it has lit a 
� re under other companies to try to make 
something better. There are several projects 
going on throughout the world, such as slings 
that have a pad in them where you can adjust 
the pressure. We have companies developing 
static devices, such as the ProACT balloon, 
which allows you to adjust the pressure in that 
to put pressure on the urethra. They don’t 
give a lot of dynamic support when patients 
cough and sneeze, however. And then just this 
year, presented at the American Urological 
Association and European Association of 
Urology, a company from France is developing 
an electronic arti� cial urinary sphincter vari-
ant. They’ve already done studies in animals 
and are making exciting headway on that. And 
I think companies here are also working on 
those types of things. So I think what we’ll see 
in the future is very, very exciting. We may 
start seeing electronic versions of this where 
it’s automated, rather than the man or woman 
pumping it manually to cycle these devices.

Q. How do you counsel patients who have 
concerns or anxieties about undergoing an 
AUS placement?
PETERSON: One of the biggest concerns I get 
both from referring providers who have patients 
with incontinence or the patients themselves 
or their families typically relates to the adverse 
effects or the complications of this device. I think 
patients sometimes are under the misinterpreta-
tion that this is a very, very invasive procedure. 
This is an outpatient procedure; we send people 
home the same day from our ambulatory surgery 
unit. It’s placed in approximately an hour and a 

half to 2 hours of operating time, with 2 small 
incisions 3 or 4 cm in length—one that they sit 
on and then a second one up by where an inguinal 
hernia incision would be. Patients are sent home 
with very minimal narcotics and an ice pack, with 
Motrin [ibuprofen] prescribed for pain. 

We leave the device turned off for about
6 weeks just to let the swelling go down so that 
the man or woman can comfortably pump the 
device. The most tender area tends to be where 
we placed the pump, in either the scrotum or the 
labia, because that swells up and then it’s dif� cult 
for them to pump it. When they come back at 6 
weeks, we turn it on and teach them how to use it. 

I think patients are very much afraid of a reac-
tion to the device’s components, mainly because 
of the fears we’ve had with silicone in breast 
implants and other types of implants. But we’ve 
seen none of that type of reaction with this 
device. The device has approximately a 4% to 
5% overall infection rate if you look at it world-
wide. We found that even when those infections 
happen, if they’re caught early and the device is 
removed and everything heals, we can almost 
always come back later and � nd a new place for a 
new device at a later time. There’s also erosion of 
the cuff into the urethra; that can happen sponta-
neously, as well. So we’re very careful that when 
patients call us and say, “Hey, I’ve got some burn-
ing or some blood in my urine.” We get them in 
quickly, look inside the urethra with a scope, and 
if there is a small erosion, if we get that device 
out within 72 hours or so and let them heal, we 
can almost always come back later and � nd a new 
place for it. Those surgeries are typically done 
on an outpatient basis as well. So even with those 
types of potential problems down the road, we’ve 
found that it can be managed with very mini-
mal type surgeries. Again, these devices last 
an average of 7 to 10 years. When they break, 
they typically break in the open position. Some 
patients will call us and say, “I just started leaking 
again” and it’s funny, the next question is, “Can 
I come in tonight and have a new device put in?” 
I think that tells you how much of an impact this 
can have on a patient’s quality of life. Even with 
those types of adverse events, I think they can be 
managed appropriately and safely. In addition, 
we can put these in very ill patients. There are a 
couple of nice articles written about placing these 
devices in frail patients, and they’re still done on 
an outpatient basis. •

featuring  ANDREW C. PETERSON, MD, MPH
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Focal therapy:
Treatment options 

and patient eligibility
In a recent UroView® episode, Mark Emberton, 

MD, FRSC (Urol), FMedSci, reviews emerging 
focal therapy options, including high-intensity 

focused ultrasound, and discusses how focal 
therapy has aff ected the fi eld.

The following interview has been 
edited for brevity and clarity.

Mark Emberton, MD, FRSC (Urol), FMedSci
Emberton is a professor of interventional oncology 
and dean of the Faculty of Medical Sciences at 
University College London, England.
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Q. Please discuss focal therapy options for the treatment of local-
ized prostate cancer.
EMBERTON: The aim of focal therapy is selective destruction of 
the cancer plus a margin and preservation of the critical structures 
within the prostate, so as not to confer toxicity. By toxicity, we mean 
incontinence and sexual dysfunction in the broadest sense. There is 
an increasing number of energy sources available to do that, but the 
aim is the important bit. At present, the selectivity achieved—in other 
words, you treat the cancer and preserve normal tissue—is spatially 
selective. It’s the operator putting the energy source that causes the 
cells to commit suicide in the area around the cancer but nowhere 
else. The selectivity doesn’t come from any biological attribute of the 
cancer. We’re not using an antibody that treats cancer cells more than 
benign cells. We’re not using chemotherapy that is more likely to make 
a cancer cell die than a normal cell. We are using a spatially selective 
mode of destruction.

Historically, the treatments have really exploited the extremes of 
temperature to achieve coagulative necrosis, in the same way that one 
cooks meat. The other extreme is cryotherapy, which has been around 
for 100 years, which goes to very low temperature levels [–40 × 2]. 
The transition of going from room temperature to –40 back to room 
temperature to –40 is highly destructive to the cells within the ice ball. 
Cryotherapy is probably the oldest technology and [likely] the � rst 
focal therapy done. That was soon superseded by high-intensity focused 
ultrasound, which basically concentrates sound energy into the prostate 
in the same way one would concentrate light energy with a magnifying 
glass. It concentrates 30 W/cm2 to 40 W/cm2 of energy to about 1500 
W/cm2 energy. It concentrates energy hugely so you can spot-weld the 
tumor with extraordinary precision.

Since the emergence of high intensity-focused ultrasound, there have 
been some other technologies and they’ve largely used light. This is 
called photodynamic therapy. You give an injection that photosensi-
tizes the whole body, and then you expose the bit that you are after to 
light. We did a phase 1, phase 2, and phase 3 study using that technol-
ogy. You can achieve selective destruction of that, and that’s largely by 
the release of free radicals.

All these treatments work in a slightly different manner, and all must 
obey the laws of physics. All these treatments require a dedicated amount 
of expertise to work well, as well as very precise risk strati� cation.

Q. Could you provide a summary of safety and effi  cacy data on 
the available focal therapy options for localized prostate cancer?
EMBERTON: We know quite a bit about how focal therapy works 
because we’ve been doing it and publishing results now for over
10 years. In fact, the � rst prospective registered clinical studies were 
done using high-intensity focused ultrasound. I use the Sonablate 
system and always have. It’s interesting to note that the results achieved 
in 2010, when these papers were published, have stood the test of time.

Focal therapy should not cause incontinence. If it does, there’s a prob-
lem. The risk of a rectal injury is exceedingly low. I have not had a 
rectal injury in a primary case; I have had such injuries in a postradia-
tion setting, where we do use focal therapy in a salvage method. Most 
men should preserve erectile function. Based on data in the public 
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domain, and by what has been achieved by our 
group and in a multicenter setting, the inci-
dence of incontinence is close to zero, and 
there is a 90% to 95% chance of keeping erec-
tion suf� cient for penetration and about a 70% 
chance of keeping antegrade ejaculation.

Focal therapy, like all surgical interven-
tions, is complex. It’s not a pill. There’s a huge 
amount of expertise that one needs, both in 
terms of the case selection, which is the most 
important bit, but also the administration of 
the energy. Clearly, there is a learning curve, 
and some of the reports of [patients] who’ve 
just started focal therapy, just like [individuals] 
who’ve just started MRI, are not quite up there 
in terms of where we’d expect the results to be.

In terms of cancer control, there are 2 things 
that one really needs to consider. One is the 
in� eld recurrence rate, and that’s a measure of 
how successful you’ve been at destroying the 
target that you have generated and de� ned; 
in other words, the lesion. That’s about the 
amount of energy you get on target and the 
amount of margin that you apply. 

Obviously, different systems allow the user 
more discretion than others. With the system 
that I use, I can overlay the energy as much 
as I want, and so I can treat a cancer several 
times until I’m [satis� ed] that I’ve got it all. 
In terms of the freedom from disease in the 
in� eld state, we would expect focal therapy to 
be in the order of 85% freedom from disease 
in the area you treated when you undertake a 
biopsy. That’s what we showed in 2010. I think 
it was 80% to 83% in that early prospective 
registered series. There’s also an outer-� eld 
recurrence rate, which is more of a measure 
of the quality of the risk strati� cation. So, it’s 
a measure of the quality of the MRI and the 
quality of the biopsy. 

There are some series that deem the cancer 
to be at the top left of the prostate, and then 
when they rebiopsy the patient, they � nd 
some cancer on the bottom right. That really 
shouldn’t happen. The risk strati� cation should 
be 95% accurate against radical prostatec-
tomy as a kind of reference standard. That’s 
something else to look out for. That’s not a 
treatment failure; that’s a staging error, at least 
in the � rst year or so. 

If a man has developed cancer in the top left 
part of the prostate, it may be that they are 
more likely to develop cancer in the bottom 

right part of the prostate in the future, in the 
same way that a woman with breast cancer on 
the left needs to be watched on the right in 
case a second primary develops. We’re used to 
doing this in the kidney. We remove a kidney 
for kidney cancer, but we certainly keep an 
eye on the other kidney. Four-year colonos-
copy following colectomy is a good example. 
We don’t know the propensity for developing 
a second primary in a man who has developed 
a clinically signi� cant primary already. It may 
be that the germline mutations in an individ-
ual help us specify the likelihood of a second 
primary developing. If we could predict that 
with some con� dence, it would be very helpful 
in selecting men for focal therapy. 

It’s interesting to review men 10 years after 
focal therapy, and they’re still free of disease, 
and the rest of the prostate is pristine. They 
were obviously very low risk of developing a 
second primary. Their original primary must 
have been an accident of nature, a chance 
event, with a very low background � eld event. 
But there are other patients that I will treat 
today, and when I reevaluate them in 2 years, 
we’ll � nd evidence of another cancer on the 
other side of the prostate that I can be very 
sure wasn’t there originally. 

These men are rare, fortunately, but it would 
be very nice to be able to identify them. What’s 
interesting about this group is that—and this 
is one of the reasons they choose focal ther-
apy—the focal therapy energy sources can be 
reapplied to the original treatment area but 
they can be also reapplied to new cancer, should 
it develop elsewhere. That’s different from 
surgery, which you can only do once, as well as 

radiotherapy, which to a large extent you can 
only do once as you try to get the maximum 
dose of radiotherapy in that � rst treatment.

Q. Which patient populations might bene-
fi t most from focal therapy, and in what 
treatment settings might focal therapy be 
most useful?
EMBERTON: Who is eligible for focal ther-
apy? An individual with an MRI lesion that is 
clearly identi� able from across the room, as 
this makes it likely that it is clinically signi� -
cant. Most lesions are, by the way; it is very rare 
for a discrete MRI lesion to be anything less 
than Gleason 3+4 on targeted biopsy. The eligi-
ble patient has a lesion around which we can 
create a margin and in doing so not damage 
key structures. That’s pretty much it in terms 
of eligibility. How you treat that lesion: If the 
lesion is in the front part of a very large pros-
tate, you won’t reach it with high-intensity 
focused ultrasound. Despite the extraordinary 
� exibility that I get using the Sonablate, I can’t 
reach a lesion more than 4 cm beyond my focal 
point, because my focal point is 4 cm away from 
the probe. In a large prostate with a very ante-
rior lesion, I would use an interstitial treatment. 
Currently, I use NanoKnife electroporation for 
lesions that I can’t reach with high-intensity 
focused ultrasound. There are broad criteria, 
and then there are speci� c criteria that relate 
to the exact location of the tumor, and its prox-
imity, and its context—by context, I mean if it’s 
surrounded by calci� cation, which is very rare. 
Then obviously, you would not use ultrasound, 
because the sound waves wouldn’t get into it. If 
the prostate was very small, you would struggle 
with cryotherapy, because cryotherapy creates a 
kind of an ice ball. And so, a very small prostate 
might be dif� cult to treat without damaging 
key structures. The expert user will be making 
an overall judgment about the suitability, and 
then a tactical judgment about what energy 
source will best serve this individual. •
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“Focal therapy, like all 
surgical interventions, is 
complex. It’s not a pill. 
There’s a huge amount of 
expertise that one needs, 
both in terms of the case 
selection, which is the most 
important bit, but also
the administration of
the energy.” 

– MARK EMBERTON, MD, FRSC (UROL), FMEDSCI

To view the full video series, 
scan the QR code or visit 
https://bit.ly/3CeZFSd
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Consider � nancial toxicity 
when using hormonal therapies

T he landscape of advanced prostate cancer treatment has 
changed dramatically over the past decade. Although 
novel oral hormonal drugs increase oncologic outcomes 

(eg, progression-free survival), they also increase � nan-
cial toxicity for patients. The increase in insurance premium 
cost is further compounded by increasing out-of-pocket cost 
(OOPC) for patients because of increasing requirements for 
deductibles, co-payments, and coinsurance.

To determine the OOPC for patients undergoing treatment 
for advanced prostate cancer, Joyce et al examined the admin-
istrative claims data for commercially insured adults from the 
OptumLabs Data Warehouse.1 The deidenti� ed data include 
medical and pharmacy claims, enrollment records, and demo-
graphic data including age, race, and region. The authors 
identi� ed men who received a diagnosis of advanced pros-
tate cancer at various stages (recurrent, hormone-sensitive or 
castration-resistant, metastatic and nonmetastatic) between 
2007 and 2019. Patients with less than 1 year of medical cover-
age were excluded, and a follow-up of 1 year was required to 
ensure patients would have met their OOPC.

The primary outcome of interest for this analysis was OOPC 
in the � rst year related to treatment with prostate cancer medi-
cations, including the sum of deductibles, co-payments, and 
coinsurance. Total OOPC included the OOPC for all medi-
cal and pharmacy claims during the � rst year of treatment. The 
type of treatment was divided into these groups: (1) standard 
androgen deprivation therapy (ADT) alone (including LHRH 
agonists and antagonists as well as surgical castration); (2) novel 
hormonal therapy (NHT): apalutamide (Erleada), darolut-
amide (Nubeqa), abiraterone acetate (Zytiga), and enzalutamide 
(Xtandi); and (3) nonandrogen systemic (NAS) agents: chemo-
therapy, sipuleucel-T (Provenge), and radium 223 (Xo� go). 
Medical or surgical castration was present in 98% and 80% of 
the NHT and NAS treatment groups, respectively.

For this analysis, there were 13,409 patients who had received 
ADT (n = 10,926; 81%), NHT (n = 832; 6.2%), and NAS therapy 
(n = 1651; 12%). The average annual prostate cancer treat-
ment–related OOPCs for the ADT, NHT, and NAS groups 
were $165, $4236, and $994, respectively. The use of NHT was 
associated with the highest annual total health care spending 
($254,677), followed by NAS therapy ($52,825) and ADT ($778).

In the multivariable analysis, after adjusting for baseline patient 
characteristics, treatment-related OOPC remained signi� -
cantly higher for NHT, with predicted annual treatment-related 
OOPCs of $2731, $901, and $150 for NHT, NAS therapy, and 
ADT, respectively. The total OOPC was similarly higher for 

NHT and NAS treatments compared with that of ADT. Certain 
patient characteristics were associated with higher treatment-
related OOPC, including older age (65-74 years) and Black race. 
Conversely, lower treatment-related OOPC was noted in patients 
living in areas with higher household income, higher comorbidity 
scores, and better insurance coverage, whereas higher comorbid-
ity index scores were associated with greater total OOPC. 

The study results provide valuable and actionable insight on 
the magnitude of OOPC for various treatment options and 
help identify patients who may be most in need of intervention 
to ameliorate � nancial toxicity. This study is among the few 
studies on the topic of OOPC incurred by patients because of 
contemporary advanced prostate cancer treatments. Previous 
study results have demonstrated that for patients with Medicare 
who do not receive low-income subsidies, the median OOPC 
during the � rst 6 months of abiraterone or enzalutamide treat-
ment was $4498. As a result of the increasing � nancial burden, 
patients have reported skipping medication doses, foregoing 
prescription re� lls, or discontinuing treatments altogether. 

When discussing health care economics and � nancial burden, 
one must recognize the countervailing forces at work. Most 
hospitals, as well as oncology and urology practices, are involved 
in for-pro� t pharmaceutical ventures in some fashion. What we 
consider cost savings may be viewed by others as lost revenue. 

How does a practicing urologist or oncologist help mitigate the 
� nancial burden of the ever-increasing OOPC for the patient? 
Should � nancial screening be a regular part of the clinical visits? 
Should a consultation with a pharmacy representative or patient 
advocate be standard practice before initiating expensive thera-
pies such as NHT? Who should be given this responsibility?

A discussion about � nancial burden of treatment, in addition 
to the discussion about cancer-related outcomes, prognosis and 
adverse effects, would pose a challenge to the clinical practice 
and work� ow. But ultimately, it will be the treating physician’s 
responsibility to identify cost-effective alternatives and avail-
able resources to help mitigate the � nancial toxicity incurred 
from novel cancer therapies. These may include leveraging 
available � nancial support and low-income subsidies, using less 
expensive but effective alternatives, and/or modifying dosage 
and schedule based on published literature. •
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M RI-guided transurethral ultrasound 
ablation (TULSA) provided dura-
ble disease control with low toxicity 

at 3 years of follow-up in men with localized 
prostate cancer, according to pivotal � nd-
ings presented at the 2022 Annual Meeting of 
the North Central Section of the American 
Urological Association in Chicago, Illinois.1

At 3 years, the median prostate speci� c anti-
gen (PSA) level decreased 95% from 6.3 ng/mL 
to 0.26 ng/mL nadir, stable at 0.70 ng/mL. At
1 year, the median prostate volume decreased 
from 37 cc to 3 cc.

In an interview with Urology Times®, study 
author Michael O. Koch, MD, John P. Donohue 
Professor of Urology and chair of urology at 
the Indiana University School of Medicine in 
Indianapolis, provided some background on the 
TULSA technique.

“There are a number of different techniques to 
ablate prostate tissue….This technique is a probe 
that goes in a man’s urethra and then emits sound 
waves that go from inside the prostate toward 
the outside. It’s done in an MRI machine that 
can measure tissue temperature. The procedure 
is done until you drive the tissue temperature up 

high enough to coagulate all the protein in the 
tissue and kill the tissue. The biggest advantage 
of this technique is that because the sound waves 
are coming from inside and going outward, it 
doesn’t destroy anything beyond the prostate, at 
least in theory,” Koch said.

The study included 115 men with localized 
prostate cancer (stage ≤ T2b; PSA, ≤ 15 ng/ mL; 
grade group [GG] 1-2) enrolled at 13 centers 
in the United States and Europe. All patients 
received whole-gland ablation. The primary 
study end point was PSA reduction and safety at 
1 year. Secondary end points included volume 
reduction, MRI, and 10-core biopsy at 1 year, as 
well as quality of life, PSA, and salvage to 3 years.

At 1 year, GG2 disease had been eliminated in 
79% (n = 54 of 68) of men. At 3 years, 87% (n = 100 
of 115) of men did not require additional treatment, 
and 13% (n = 15 of 115) had received salvage therapy.

Koch said that 11 of the participants were 
treated at his institution and that his outcomes 
matched the overall study population with 9 
(82%) of those patients not requiring further ther-
apy and 2 (18%) receiving salvage treatment at 3 
years. Further, at 1 year, GG2 disease had been 
eliminated in 8 (80%) of the 10 patients treated 
at his institution who had GG2 at baseline. Of 
note, Koch said the study was able to estab-
lish that if TULSA fails, it is feasible to perform 

post-TULSA salvage radical prostatectomy, which 
he said has been safely done at his institution.

Regarding safety, 9 (8%) men in the over-
all study population experienced grade 3 adverse 
events (AEs), all of which were resolved by 1 year.

“There were some early [adverse] effects; most 
of them were infection. When you coagulate the 
entire prostate, the patient can’t urinate for a while, 
so they have to have a catheter. And with that they 
get bacteria in the urine. Some of them had infec-
tions in the bladder, fevers; [some had] infections 
in the testicles,” Koch said. Regarding potential 
long-term AEs, 92% of men maintained pad-free 
continence, and erections suf� cient for penetra-
tion (International Index of Erectile Function 
Questionnaire 2 ≥ 2) were maintained by 75% (n = 69 
of 92) and 76% (n = 38 of 50) of men at 1 and 3 years, 
respectively. Koch commented that, in general, 
both the continence and erectile function rates were 
superior to those with surgery.•
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Long-term data support MRI-guided 
TULSA for localized prostate cancer
Median prostate volume decreased from 37 cc to 3 cc at 1 year, researchers report

“The biggest advantage of this 
technique is that because the sound 

waves are coming from inside and 
going outward, it doesn’t destroy 

anything beyond the prostate, 
at least in theory.”

-MICHAEL O. KOCH, MD
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O nabotulinumtoxinA (Botox) and sacral 
nerve stimulation (SNS) are second-
line alternatives for patients aged over 

70 years with overactive bladder (OAB), accord-
ing to 2 separate studies presented at the 2022 
Annual Meeting of the South Central Section of 
the American Urological Association (AUA).1,2

The AUA recommends behavioral therapies like 
bladder training, � uid management, and pelvic 
� oor exercises as � rst-line treatments for OAB and, 
in certain cases, behavioral therapies combined 
with pharmaceuticals. In the second line, it recom-
mends oral anticholinergics and β3 agonists.

Researchers at Houston Methodist and Texas 
A&M School of Medicine were interested in 
alternative approaches because oral anticholiner-
gics have been linked to impaired cognition and 
β3 agonists to high blood pressure, particularly 
in older patients. The goal of the studies was to 
demonstrate that onabotulinumtoxinA and SNS 
are strong later-line options for older patients 
and have the potential to move up in the OAB 
treatment paradigm.

ONABOTULINUMTOXINA
Led by Natalia Hernandez, MD, investigators 
conducted a retrospective chart review of 103 
patients aged older than 70 years (83% female) 
who had received intradetrusor onabotulinum-
toxinA (BTX-A) injections at their urology clinic 
between May 2015 and September 2021. Before 
receiving the � rst injection, 91% of patients had 
been voiding spontaneously. The most common 
OAB symptoms were urinary urgency (98.1%), 
incontinence (91%), and daytime frequency 
(83%). Previous pharmacologic management had 
included anticholinergics (66%) and β3 agonists 
(26.2%). The BTX-A doses were 100 U (88.3%) 
and 200 U (8.7%).

Overall, 4 patients required temporary
de novo intermittent catheterization and one 
needed indwelling catheterization. At follow-up, 
20 patients (19%) had a symptomatic urinary 
tract infection. Symptom assessment showed 

signi� cant improvement in incontinence 
(87%), urinary urgency (73%), daytime urinary 
frequency (65%), and nighttime frequency (57%). 
More than half the patients (56.3%) returned 
for repeated injections due to good symptom 
response, and 88% did not need OAB medica-
tions after follow-up.

“BTX-A is well tolerated in patients older 
than 70 with signi� cant improvement in all OAB 
symptom domains and signi� cant reduction of 
their oral OAB medication needs. This provides 
an option for patients to limit oral medications 
with unwanted [adverse] effects for this special 
population potentially at an earlier time in the 
OAB management algorithm,” the authors wrote 
in the conclusion.

SACRAL NERVE STIMULATION
SNS researchers, led by Rachel Stading, BS, 
conducted a retrospective chart review to iden-
tify patients aged 70 years and older who had 
undergone sacral nerve stimulation from 2018 to 
2021 in their urology department. They found 
36 patients who had received a percutaneous 
nerve evaluation (PNE) or staged SNS test-
ing. Two-thirds (66.7%) of patients were women 
and 94% were voiding spontaneously. Symptoms 
included urinary urgency (94%), urge incon-
tinence (92%), nocturia (86%), and frequency 
(81%). Prior treatment included β3 agonists 
(83%), anticholinergics (69%), and combination 
therapy (19%).

Overall, 22 (61%) patients chose PNE place-
ment, and the remaining 14 (39%) opted for 
staged SNS placement without prior PNE. 
Symptoms improved in 18 (82%) of the
22 patients who received PNE testing, and they 
chose full SNS implantation. Afterward, these 
patients reported improvement in daytime 
frequency (88%), nocturia (74%), urgency (83%), 
and urinary incontinence (83%). Nearly three-
fourths (71%) of the 14 patients who received 
the staged procedure reported symptom 
improvement. 

“There was no signi� cant difference in 
outcomes between patients who had a posi-
tive PNE response versus full SNS placement,” 

investigators noted, concluding that “SNS ther-
apy is a safe and effective option for treatment 
of elderly patients with overactive bladder who 
may have failed medications or behavioral modi-
� cations. Based on this pilot retrospective chart 
review, � rst- and second-line therapies are not 
predictive of how patients will respond to nerve 
stimulation placement.” •
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OAB treatments for older patients
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WARNINGS AND PRECAUTIONS 

Risk for Misdiagnosis 
Image interpretation errors can occur with gallium Ga 68 gozetotide PET. A negative image does not rule out the presence of prostate cancer and a 
positive image does not confirm the presence of prostate cancer. The performance of gallium Ga 68 gozetotide for imaging of biochemically recurrent 
prostate cancer seems to be affected by serum PSA levels and by site of disease [see Clinical Studies (14)]. The performance of gallium Ga 68 gozetotide 
for imaging of metastatic pelvic lymph nodes prior to initial definitive therapy seems to be affected by Gleason score [see Clinical Studies (14)]. Gallium 
Ga 68 gozetotide uptake is not specific for prostate cancer and may occur with other types of cancer as well as non-malignant processes such as Paget’s 
disease, fibrous dysplasia, and osteophytosis. Clinical correlation, which may include histopathological evaluation of the suspected prostate cancer site, 
is recommended. 

Radiation Risks 
Gallium Ga 68 gozetotide contributes to a patient’s overall long-term cumulative radiation exposure. Long-term cumulative radiation exposure is 
associated with an increased risk for cancer. Ensure safe handling to minimize radiation exposure to the patient and health care workers. 
Advise patients to hydrate before and after administration and to void frequently after administration [see Dosage and Administration (2.1, 2.3)].

ADVERSE REACTIONS 

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 
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based on studies of another formulation of gallium Ga 68 gozetotide in patients with prostate cancer [see Clinical Studies (14)]. Below is a display of 
the adverse reactions in these studies. The safety of gallium Ga 68 gozetotide was evaluated in 960 patients, each receiving one dose of gallium Ga 68 
gozetotide. The average injected activity was 188.7 ± 40.7 MBq (5.1 ± 1.1 mCi). No serious adverse reactions were attributed to gallium Ga 68 
gozetotide. The most commonly reported adverse reactions were nausea, diarrhea, and dizziness, occurring at a rate of < 1%.

DRUG INTERACTIONS 

Androgen deprivation therapy and other therapies targeting the androgen pathway Androgen deprivation therapy (ADT) and other therapies targeting 
the androgen pathway, such as androgen receptor antagonists, can result in changes in uptake of gallium Ga 68 gozetotide in prostate cancer. The effect 
of these therapies on performance of gallium Ga 68 gozetotide PET has not been established. 

USE IN SPECIFIC POPULATIONS 

Pregnancy 

Risk Summary 
ILLUCCIX is not indicated for use in females. There are no available data with gallium Ga 68 gozetotide injection use in pregnant women to evaluate for 
a drug-associated risk of major birth defects, miscarriage, or adverse maternal or fetal outcomes. All radiopharmaceuticals, including ILLUCCIX, have 
the potential to cause fetal harm depending on the fetal stage of development and the magnitude of the radiation dose. Animal reproduction studies 
have not been conducted with gallium Ga 68 gozetotide. 

Lactation 

Risk Summary 
ILLUCCIX is not indicated for use in females. There are no data on the presence of gallium Ga 68 gozetotide in human milk, the effect on the breastfed 
infant, or the effect on milk production. 

Pediatric Use 

The safety and effectiveness of gallium Ga 68 gozetotide in pediatric patients have not been established. 

Geriatric Use 

The efficacy of gallium Ga 68 gozetotide PET in geriatric patients with prostate cancer is based on data from two prospective studies [see Clinical 
Studies (14)]. Most patients in these trials were 65 years of age or older (72%). The efficacy and safety profiles of gallium Ga 68 gozetotide appear similar 
in younger adult and geriatric patients with prostate cancer, although the number of younger adult patients in the trials was not large enough to allow 
definitive comparison.
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I n April 2021, the American Urological Association (AUA) 
announced the formation of its Diversity & Inclusion 
Task Force. More recently, the organization announced 

the appointment of Larissa Bresler, MD, DABMA, as chief 
diversity of� cer and Diversity & Inclusion Committee chair. 
In this interview, Tracy M. Downs, MD, FACS, chair of 
the Diversity and Inclusion Task Force, discusses his current 
position at the University of Virginia in Charlottesville, the 
role of groups such as the R. Frank Jones Urological Society 
and Urology Unbound, and why research must be more 
diverse. He was interviewed by Kelvin Moses, MD, PhD,
an associate professor of urology and fellowship director of 
urologic oncology at Vanderbilt University Medical Center 
in Nashville, Tennessee. 

MOSES. Please describe your position at the 
University of Virginia.
DOWNS: When I was recruited, it was to be the chief 
diversity and community engagement of� cer, and that is 
overlooking the entire health system. It encompasses the 
School of Medicine, the School of Nursing, and the entire 
medical center. There is also a community aspect, which 
revolves around social determinants of health and how we 
are making impacts not only � scally but with program-
ming and initiatives. Since my arrival, our new dean, Melina 
Kibbe, MD, who is the � rst female dean at [the University 
of Virginia] School of Medicine, is very much a champion 
and advocate for diversity. In addition to my health system 
role, I’m the senior associate dean of diversity, equity, and 
inclusion at the School of Medicine. Those 2 titles could, to 
some, look like I’m just trying to amass titles, but it’s actu-
ally more about alignment and organizational structure to 
move diversity in the right way, and so that it’s not multi-
ple groups doing multiple things that are uncoordinated and 
unaligned.

MOSES. That’s awesome, and congratulations; that is 
a major accomplishment. Can you talk about some initia-
tives that you want to implement?
DOWNS: There are a couple. The � rst one is really 
addressing diversity at the department level. Prepandemic, 
we had a group we called diversity facilitators who were 
charged with diversity initiatives. There was a range 
of accomplishments. Some were what I would call 

nonaspirational: Go to a meeting and learn about diversity. 
Others were about how we support our residents in train-
ing. I’ve repurposed that group into something called the 
“jedis,” or justice, equity, diversity, and inclusion strategists. 
That is gaining some interest and enthusiasm. That’s the 
group I want to be a cohort of DEI experts. If you look at the 
Association of American Medical Colleges data, most people 
in a DEI role within their departments are not allocated 
protected time nor � scal resources to advance DEI work, 
leading to most not staying in that position long term. We’re 
trying to address those issues. One is by paying for time, and 
so we’re putting in funds out of my of� ce and my budget in 
the med school, and we’re asking each department to match 
those funds. It’s a little bit of a positive peer pressure; it’s a 
way of saying, “Are you really invested in diversity? We’re 
putting our money here, and we are asking you to partner as 
well.” So the � rst component is very much inwardly focused 
on recruitment and retention. But the outward, longitudi-
nal aspect is focused on our communities with outreach and 
engagement. Most people dive in early, ie, Let’s get a lot of 
middle-schoolers to come and learn science 1 weekend, and 
we know that initial exposure is so far from, Be a future 
urologist. And so, in this role, my job is very different. But 
as you and I talk, I’ll discuss why I think that approach is 
needed, but also touch on the fact that, if it’s overly invested 
in from a urology perspective, I’m not so sure you get your 
return on investment back as it pertains to increasing the 
representation of diversifying the urologic workforce.

MOSES. As we know, urology has had a real challenge 
with diversity. The AUA is starting to recognize that. I 
know you’ve been working with the board on some of 
the higher-level initiatives. Can you talk about some of 
the things that the AUA is doing in that area?
DOWNS: I feel that with what transpired with George 
Floyd and other people of color in our country, the anal-
ogy I’ve heard people use is, a sandstorm came through and 
revealed things that were there that many did not know 
about. For us, as surgeons of color, we’ve known about them 
for a while. Others had not. And now, it was almost like 
we were in the same incubator, and we got the same expo-
sure, and none of us could run away from it. And so that is 
a signature moment for us to lead and so I think the AUA, 
the Urology Care Foundation, and other arms within the 
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urology interest groups are making real, tangi-
ble efforts to advance. I cochaired the AUA 
Diversity and Inclusion Task Force with 
Simone Thavaseelan, MD, and put forth some 
recommendations to the board that I believe 
at [the 2022 AUA annual meeting], they actu-
ally voted on. One of these is ratification of a 
proposal that would lead to a position of chief 
diversity officer. That would be a paid posi-
tion. In the inaugural launch, it would not be 
a board position. That was brought up; I think 
some of the bylaws and time to get to that 
point would not allow us to achieve that on 
this first rendition. I hope that there’s a strong 
interest at both the task force and board level 
to move that forward, but we’ll have to see 
when that transpires. But I think the inaugu-
ral chief diversity officer will be someone who 
is probably going to a lot of those meetings in 
an ex officio capacity and, although not techni-
cally on the board, will have a lot of influence.

MOSES. Like you said, a lot of things 
we’ve been talking about for years are now 
coming to light. What role do you think the R. 
Frank Jones Urological Society and Urology 
Unbound can play in education and recruit-
ment and enlightening the urological field?
DOWNS: R. Frank Jones, MD, for those 
who don’t know, was the first board-certified 
African American urologist. He was certi-
fied in 1936. Through Howard University/
Freedmen’s Hospital, he trained generations of 
urologists. I do think that the R. Frank Jones 
Urological Society being an affinity group, we 
really do want it to be laser focused on African 
American trainees and growing that experi-
ence. So I think we’re just really at the tip of 
the iceberg; we’ve already done some of these 
things on an unofficial, informal capacity of 
mentoring our students. Urology Unbound is 
a national program, similar to an orthopedic 
pipeline/pathway program (Nth Dimensions), 
which mentors both African American and 
Latinx/Hispanic students who are interested 
in pursuing a career in the field of urology. 
This comprehensive program provides compre-
hensive support around the urology match 
process, mock interviews, and additional ways 
to strengthen your application for the urol-
ogy match process. What Dr Shenelle Wilson 
at Urology Unbound has done is great. I think 
where the AUA and R. Frank Jones Urologic 

Society and Urology Unbound can continue 
our partnership is around mentoring in a 
culturally responsible and sensitive manner 
plus other areas that were mentioned in the 
recommendations from the AUA Diversity and 
Inclusion Task Force. 

MOSES. The partnerships are key, and I 
agree with you that I don’t know if we need 
to rename R. Frank Jones, but certainly make 
it known that it is the Black urological society. 
But all of the efforts that we put in include 
Latinx, LGBTQ women—R. Frank Jones is 
more than half women, I would imagine, at 
this point, certainly among the trainees. And 
so the efforts that we’re putting in through 
R. Frank Jones will have ramifications 
throughout the whole DEI spectrum.
DOWNS: You raise up many excellent points 
that I’d like to expand upon. One of our resi-
dents at the University of Virginia presented a 
paper at AUA looking at if you want to diversify 
your field, and I’m talking specifically about 
urology in terms of underrepresented in medi-
cine (URiM), and you want to also diversify 
your field in terms of gender, then investments 
like this, in Urology Unbound and the R. Frank 
Jones Urological Society, because the higher 
percentage of URiM trainees are women over 
men whereas if you look at non URiM, then 
it’s heavily more male than it is female. So this 
concept of intersectionality, where it’s race and 
gender, you accomplish your goals when you 
partner with Urology Unbound and the R. 
Frank Jones Urological Society. 

MOSES. If you were to come to the AUA 
annual meeting 7 years from now, what 
would you consider either success or on 
the way to success from the perspective of 
what we’re discussing?
DOWNS: I think, already with AUA secretary 
John Denstedt[, MD, FRCSC, FACS, FCAHS], 
one of the recommendations accepted, and 
being voted on or confirmed, is to have an 
abstract session devoted to DEI topics, to 
see a robust presentation that really not only 
touches on what we would think of inter-
nally, meaning membership, but also things 
around our patients in our community. Should 
we be thinking about guidelines that are race 
conscious? We know that other organiza-
tions have shown, and we’ve looked at it at the 

University of Virginia, that different outcomes 
occur based on how people are admitted to 
different services based on their race. Race is a 
social construct. I totally get that; I don’t deny 
it. But what we see every day, we need to coun-
teract that with being conscious and knowing 
how race can actually harm an individual’s care. 
So I think to see those things that come along, 
and we’re not just in the early baby steps of 
DEI, but we’re thinking about leadership acad-
emies, where we’re seeing a higher density of 
URiM urologists who are ready to be a future 
chair if that’s what they want to do. We should 
have those next steps. And hopefully when 
we’re walking around 7 years from now, it looks 
different and it feels different and we have the 
data to back that up.

MOSES. I completely agree. I think people 
used to feel some pride about being “the first 
this” or “the only one that” and I think we’re 
growing out of that where, no, being the only 
one in the room is not acceptable, or being 
the only representative for everything Black 
is not ideal. We want to be represented. We 
spend a lot of time talking about dispari-
ties in medicine and outcomes, and plenty of 
papers are written. But then you look at the 
same author’s clinic, and you wonder, where 
are these patients you’re talking about? So 
I think you’re right that it needs to look and 
feel different. Because if it’s not, then basi-
cally, we’re doing the same thing.
DOWNS: I love your point. You’ve written 
these papers, and your clinic looks very differ-
ent. But you’re right; when I think about these 
large database, [Surveillance, Epidemiology, 
and End Results]-led studies, not to be rude, 
but people are making careers off the differ-
ence between outcomes in Black and White 
patients with prostate cancer, and then you 
would go into their clinic, or you would see 
who their staff was, or you’d see who they are 
training as fellows or residents; my point is 
that they are overlooking other ways to make 
contributions regarding diversity and inclu-
sion, such as improving the diversity of their 
staff, students, and also making sure that they 
are intentional about providing their expert 
clinical care to benefit the diverse communities 
and neighborhoods in their towns, cities and 
counties. US News & World Report (USNWR) 
is being very forthright; there’s an interesting 
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statistic from the 2021 USNWR that said that 4 out of the 5 best hospi-
tals are usually providing segregated care, meaning they’re not diverse 
enough. There are certain centers, most of them located in the Southeast, 
some in the mid-Atlantic, that actually have diverse populations. And so 
USNWR asked about speci� c metrics around, essentially, the people who 
are treated in your hospital and whether they have the same demographic 
percentage representation as the people who live in your community. 
This report and metric provides an opportunity for each health system to 
evaluate itself around health equity and see how it can meet the needs of 
all of its community members.

An additional area that will hopefully encourage us to expand clini-
cal trial enrollment to minority populations is that scienti� c journals are 
considering if an article would be considered for publication if it did not 
have a study population that represented the known demographics of a 
speci� c health disease category. 

For instance, “If you’re studying a disease, and your registry doesn’t look 
like what we know the population looks like, maybe you’re going to have to 
� nd another journal to publish your work in.” When those things start to 
happen, it moves beyond the traditional courtesy language that we’re both 
familiar with, internal review boards: “You will make sure you enroll under-
represented minorities in studies and that you’ll be respectful with regards to 
age and children, etc.” We know at times that language is helpful but to date 
has not improved the diversity of patients that are enrolled into clinical trials. 

Historically, in our � eld some of the earliest prostate speci� c antigen 
(PSA) studies enrolled patients from St Louis, Missouri, which has a high 
percentage of African American individuals, yet the study had only a few 
African American patients who were enrolled. In my opinion, that was a 
missed opportunity to advance science equitably. Our lack of enrollment of 
a substantial number of African American patients in prostate cancer trials 
led to a blanket recommendation by the US Preventive Services Task Force 
decreasing PSA testing for all men rather than a subset of men. 

We just can’t let ourselves keep doing those studies and pat ourselves on 
the back with an enrollment that doesn’t represent the demographics of the 
patients who are most commonly diagnosed with a speci� c urologic condition 
or disease. I remain optimistic with the increasing awareness around health 
equity through the COVID-19 pandemic and our specialty taking steps to 
make advances in diversity, equity, and inclusion with the same intentionality 
we do around providing state-of-the-art and best practices of care. •

UrologyTimes.com

In this recent Urology Times® video, Micha Yin-Zheng Cheng, MD, MPH, MS, a resident in the 
University of California San Francisco (UCSF) Department of Urology, discusses the background of 
the UCSF UReTER (UnderRepresented Trainees Entering Residency) Mentorship Program, which 
was created by residents in the UCSF Department of Urology as a resource for Black, Indigenous, 
People of Color and Latinx urology applicants.
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Q. When is there going to be a code for laparoscopic 
simple prostatectomy?
A. The answer is January 1, 2023. Each year, the American 
Medical Association (AMA) updates the Current Procedural 
Terminology (CPT) code set. A number of criteria need to be 
met for a procedure to get its own CPT code. There � nally 
were enough data (and enough interest) for a CPT code to be 
created for laparoscopic simple subtotal prostatectomy. On 
January 1, the following CPT code will be active: 55867 (lapa-
roscopy, surgical prostatectomy, simple subtotal [including 
control of postoperative bleeding, vasectomy, meatotomy, 
urethral calibration and/or dilation, and internal urethrotomy], 
includes robotic assistance, when performed).  

Prior to this, an unlisted CPT code was most appropriate to 
report this service. The AMA does believe that procedures are 
approach dependent, so if a procedure is performed by the lapa-
roscopic approach and there is no speci� c laparoscopic code, an 
unlisted code should be reported. There had been insurances 
that accepted the open simple subtotal prostatectomy codes (CPT
codes 55831 and 55821 for retropubic and suprapubic approaches, 
respectively) for reporting a laparoscopic simple prostatectomy 
procedure, which would be incorrect if following AMA/CPT
rules but would be allowed if there was an agreement based upon 
the patient’s insurer. With the addition of this new CPT code, it 
will be even clearer that CPT codes 55831 and 55821 should be 
reported only for an open simple prostatectomy. If there is a payer 
that continues to request the open procedure CPT codes, we 
recommend you attempt to obtain this request in writing or, as a 
second choice, record the name and identi� cation of the individu-
al(s) who have provided this instruction for that payer.

All payers under the Health Insurance Portability and 
Accountability Act are required to adopt current CPT code sets. 
Beginning January 1, 2023, there will be only 1 laparoscopic code 
if the approach is laparoscopic, no matter what is done inter-
nally (such as an internal suprapubic or retropubic approach). It is 
important that coders and providers understand when to use CPT
code 55867 and clearly document it to allow others to see this is 
used for a simple subtotal procedure and not a radical (for cancer) 
procedure that would be coded with CPT codes 55840, 55842, or 
55845 for an open radical prostatectomy or 55866 for a laparo-
scopic radical prostatectomy.

Q. Why can’t the dilation codes (CPT 50436 and 50437) 
be used when performing percutaneous nephrolithotomy?
A. A few years ago, new CPT codes were created to describe 
the work of dilating a nephrostomy tube tract to a size large 

enough to accommodate endoscopic instrumentation. This 
work was sometimes performed by an interventional radiol-
ogist, but there was no CPT code to capture that work. 
These new CPT codes were 50436 (dilation of existing 
tract, percutaneous, for an endourologic procedure includ-
ing imaging guidance [eg, ultrasound and/or � uoroscopy] 
and all associated radiological supervision and interpreta-
tion, with postprocedure tube placement, when performed) 
and CPT code 50437 (…including new access into the renal 
collecting system). CPT codes 50080 (percutaneous nephros-
tolithotomy or pyelostolithotomy, with or without dilation, 
endoscopy, lithotripsy, stenting, or basket extraction up to
2 cm) and 50081 (…> 2 cm) both include the work of dilation 
(the code descriptor states that these codes should be used 
“with or without dilation”), so one cannot code for dilation 
separately, as that work has already been captured.

For several reasons, the percutaneous nephrolithotomy 
codes needed to be revised, as the language of the descrip-
tor and what was included and not included was confusing 
and ambiguous. Starting January 1, the descriptors will now 
be 50080 (percutaneous nephrolithotomy or pyelolithotomy, 
lithotripsy, stone extraction, antegrade ureteroscopy, ante-
grade stent placement and nephrostomy tube placement, when 
performed, including imaging guidance; simple [eg, stone(s) up 
to 2 cm in single location of kidney or renal pelvis, nonbranch-
ing stones]) and 50081 (…complex [eg, stone(s) > 2 cm, 
branching stones, stones in multiple locations, ureter stones, 
complicated anatomy).

As one can see, the outdated terms nephrostolithotomy and 
pyelostolithotomy were replaced with the more commonly used 
nephrolithotomy and pyelolithotomy. For clari� cation, the more 
granular term antegrade ureteroscopy was added to clarify that 
the valued work encompasses everything performed in an 
antegrade approach such as antegrade ureteroscopy and ante-
grade stent placement (if performed) along with nephrostomy 
tube placement and imaging guidance. Dilation of the tract 
was removed from the descriptor because of the overlap with 
CPT codes 50436 and 50437 so that dilation procedures (dila-
tion without and with new access, respectively) are reported 
separately if performed by the same surgeon at the same 
setting or if medically necessary retrograde services performed 
on the same date are not included in the code description.

Note, as well, the pivot from stone size as the differenti-
ation between codes 50080 and 50081 to the terms simple
and complex, with examples in the following parentheticals. 
The new codes now mirror the bladder stone codes. The 
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parentheticals 50080 (…simple [eg, stone(s) up to 2 cm in single location 
of kidney or renal pelvis, nonbranching stones]) and 50081 (…complex [eg, 
stone(s) > 2 cm, branching stones, stones in multiple locations, ureter stones, 
complicated anatomy]) provide examples to indicate what would be consid-
ered simple or complex. Note that in addition to stone size, the examples 
include differentiation for stone location, stone structure, anatomic varia-
tion, and reference to stones in multiple vs single locations. Based on these 
code description changes, coders and physicians may wish to review the new 
descriptions and discuss possible ways of clearly communicating complex vs 
simple cases in the operative note.

The code changes are accompanied by noticeable decreases in work rela-
tive value units and reimbursement for 2023. The change in what codes can 
be reported in addition to 50080 and 50081 will offset some these decreases; 
however, the impact on each physician based on these changes will vary 
based on current coding patterns and procedures performed.

Q. I have heard some individuals are reporting CPT code 64590 
when placing an eCoin device. What are your thoughts?
A. eCoin is an exciting new technology for the management of bladder 
overactivity that is implanted near the posterior tibial nerve subcuta-
neously. CPT codes that specifically mention the posterior tibial nerve 
include CPT code 64566 (posterior tibial neurostimulation, percutaneous 
needle electrode, single treatment, includes programming) and Category 
III CPT codes 0587T (percutaneous implantation or replacement of inte-
grated single device neurostimulation system including electrode array 
and receiver or pulse generator, including analysis, programming and 
imaging guidance when performed, posterior tibial nerve) along with 
0588T (…revision or removal of integrated single device neurostimu-
lation system posterior tibial nerve). There is currently no code that is 
specific for placing the eCoin. Per AMA guidance, an unlisted CPT code 
should be chosen when there is no specific code to report that service. If 
an unlisted code was used to report eCoin, the best code may be 64599 
(unlisted procedure, nervous system). CPT code 64590 describes “inser-
tion or replacement of peripheral or gastric neurostimulator pulse 
generator or receiver, direct or inductive coupling.” Although one could 
certainly make a good argument that the eCoin fits this description by 
being a peripheral pulse generator or receiver, there are others who may 
question the meaning of “direct or inductive coupling” and the necessity 
for that in reporting the code.

The coding for this device is reminiscent of initial coding advice and 
response for percutaneous tibial nerve stimulation (PTNS) and Rezūm. 
You may recall that initially, coding for PTNS recommended by the 
manufacturer was to report PTNS with code 64561 based on input from 
AMA. Initial coding advice from the manufacturer and from Physician’s 
Reimbursement Services for Rezūm was 53852 based on input from the 
American Urological Association. In each case, codes specifically address-
ing each service were added to CPT, and reporting followed. In each of 
these cases, practices had official opinions supporting the use of those 
codes that were considered close to correct. For eCoin, no official opin-
ion has been issued by CPT for the use of CPT code 64590 for reporting the 
procedure implanting the eCoin device. We advise that each office commu-
nicate with a patient’s insurance company about the best code to use when 
reporting eCoin and to get their policy in writing, and consider getting a 

predetermination. As there has been no official opinion given, when a payer 
seen CPT code 64590 being reported in patients with urinary urgency and 
other bladder-related symptoms the payers may assume that the surgeon 
is placing a sacral nerve stimulator. The risk of this of course is that if the 
payer then later realize that an eCoin was placed there is a risk of take-
backs of payment if there was no policy in place, the device was felt to be 
experimental for that insurer, or if there was communication or predeter-
mination of the procedure being performed. If paid under code 64590 and 
under a false assumption that the service provided was not insertion of 
eCoin, it could be considered a contractual violation or in some cases fraud. 
We therefore strongly recommend the use of code 64599 unless otherwise 
instructed by the payer for reporting eCoin. •
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CLARIFY WITH PYLARIFY®

This combination brings superior diagnostic performance in assessing 
patients with suspected metastasis for initial definitive therapy* or 
suspected recurrence based on elevated PSA,† allowing you to better as-
sess your patients’ disease status.1,3,4,8

*Compared to standard anatomic images.11

†In the setting of negative or equivocal standard imaging.12

18F=radioisotope 
fluorine-18;
NCCN=National Compre-
hensive Cancer Network; 
PET=positron emission 
tomography;
PSA=prostate-specific 
antigen;
PSMA=prostate-specific
membrane antigen.

Not actual patients.

When assessing patients with suspected prostate cancer 
metastasis who are candidates for initial definitive
therapy or suspected recurrence based on elevated PSA,

PYLARIFY® REVEALS

INDICATION
PYLARIFY® (piflufolastat F 18) Injection is a radioactive diagnostic agent 
indicated for positron emission tomography (PET) of prostate-specific 
membrane antigen (PSMA) positive lesions in men with prostate cancer:

•   with suspected metastasis who are candidates for initial definitive
 therapy.

•  with suspected recurrence based on elevated serum prostate-specific
antigen (PSA) level.

Hypersensitivity Reactions

Monitor patients for hypersensitivity reactions, particularly patients with 
a history of allergy to other drugs and foods. Reactions may be delayed. 
Always have trained staff and resuscitation equipment available.
Radiation Risks

Diagnostic radiopharmaceuticals, including PYLARIFY, expose patients
to radiation. Radiation exposure is associated with a dose-dependent 
increased risk of cancer. Ensure safe handling and preparation 
procedures to protect patients and health care workers from 
unintentional radiation exposure. Advise patients to hydrate before
and after administration and to void frequently after administration.
Adverse Reactions
The most frequently reported adverse reactions were headaches, 
dysgeusia and fatigue, occurring at rate of ≤2% during clinical studies 
with PYLARIFY. In addition, a delayed hypersensitivity reaction was 
reported in one patient (0.2%) with a history of allergic reactions. 
Drug Interactions
Androgen deprivation therapy (ADT) and other therapies targeting the 
androgen pathway, such as androgen receptor antagonists, may result
in changes in uptake of PYLARIFY in prostate cancer. The effect of these 
therapies on performance of PYLARIFY PET has not been established.
To report suspected adverse reactions for PYLARIFY, call 1-800-362-2668 
or contact FDA at 1-800-FDA-1088 or www.fda.gov/medwatch.

Please see Brief Summary of Full Prescribing Information on the 
following page(s).

Contraindications
None.

Warnings and Precautions
Risk of Image Misinterpretation

Imaging interpretation errors can occur with PYLARIFY imaging. A 
negative image does not rule out the presence of prostate cancer and a 
positive image does not confirm the presence of prostate cancer. The 
performance of PYLARIFY for imaging of patients with biochemical 
evidence of recurrence of prostate cancer seems to be affected by serum 
PSA levels. The performance of PYLARIFY for imaging of metastatic pelvic 
lymph nodes prior to initial definitive therapy seems to be affected by risk 
factors such as Gleason score and tumor stage. PYLARIFY uptake is not 
specific for prostate cancer and may occur with other types of cancer as 
well as non-malignant processes and in normal tissues. Clinical 
correlation, which may include histopathological evaluation of the 
suspected prostate cancer site, is recommended.

IMPORTANT SAFETY INFORMATION

PET IMAGING:
FOR ACCURACY4

PSMA TARGETING:
FOR PRECISION5-7

18F RADIOISOTOPE: 
FOR CLARITY3

ARTIFICIAL INTELLIGENCE: 
FOR CONSISTENCY10

Trademarks, registered or otherwise, are the property of their respective owner(s).
©2022 Progenics Pharmaceuticals, Inc., a  Lantheus company. All rights reserved. PM-US-PY-0240 April 2022

Referenced with permission from the NCCN Clinical Practice Guidelines in Oncology (NCCN Guidelines®) for Prostate Cancer V.3.2022. © National Comprehensive Cancer Network, Inc. 
2022. All rights reserved. Accessed March 10, 2022. To view the most recent and complete version of the guideline, 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.
‡Category 2A recommendations are made when based upon lower-level evidence there is uniform NCCN consensus that intervention is appropriate.

NCCN 
Piflufolastat F 18 Injection (PYLARIFY®)

RECOMMENDED13

Category 2A‡ SEE THE CLEARER PICTURE

VISIT PYLARIFY.COM

References: 1. PYLARIFY® [package insert]. North Billerica, MA: Progenics Pharmaceuticals, Inc., a Lantheus company. 2. Mena E, et al. J Nucl Med. 2020;61(6):881-889. 3. Werner RA,
et al. Theranostics. 2020;10(1):1-16. 4. Alipour R, et al. Ther Adv Med Oncol. 2019;11:1-14. 5. Petersen LJ, et al. Cancer Imaging. 2020;20(1):1-8. 6. Tan N, et al. Radiology. 2020;296:44-55.
7. Ceci F, et al. Clin Transl Imaging. 2019;7:377-379. 8. Dietlein M, et al. Mol Imaging Biol. 2015;17(4):575-584. 9. Szabo Z, et al. Mol Imaging Biol. 2015;17(4):565-574. 10. FDA clearance
letter for aPROMISE. Food and Drug Administration. July 27, 2021. 11. Pienta KJ, et al. J Urol. 2021;206(1):52-61. 12. Morris MJ, et al. Clin Cancer Res. 2021;27(13):3674-3682.
13. Referenced with permission from the NCCN Clinical Practice Guidelines in Oncology (NCCN Guidelines®) for Prostate Cancer. V.3.2022. © National Comprehensive Cancer Network, Inc. 
2022. All rights reserved. Accessed March 10, 2022. To view the most recent and complete version of the guidelines, go online to NCCN.org.
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FOR INTRAVENOUS USE

BRIEF SUMMARY
Please see Full Prescribing Information available at www.lantheus.com/
assets/PYLARIFY-Prescibing-Information.pdf for complete information.

INDICATION AND USAGE
PYLARIFY® (piflufolastat F 18) injection is a radioactive diagnostic 
agent indicated for positron emission tomography (PET) of prostate-
specific membrane antigen (PSMA) positive lesions in men with 
prostate cancer:
• with suspected metastasis who are candidates for initial 

definitive therapy.
• with suspected recurrence based on elevated serum prostate-

specific antigen (PSA) level.

CONTRAINDICATIONS
None

WARNINGS AND PRECAUTIONS
Risk of Image Misinterpretation
Imaging interpretation errors can occur with PYLARIFY imaging. A 
negative image does not rule out the presence of prostate cancer 
and a positive image does not confirm the presence of prostate 
cancer. The performance of PYLARIFY for imaging of patients with 
biochemical evidence of recurrence of prostate cancer seems to 
be affected by serum PSA levels. The performance of PYLARIFY for 
imaging of metastatic pelvic lymph nodes prior to initial definitive 
therapy seems to be affected by risk factors such as Gleason score 
and tumor stage. PYLARIFY uptake is not specific for prostate cancer 
and may occur with other types of cancer as well as non-malignant 
processes and in normal tissues. Clinical correlation, which may 
include histopathological evaluation of the suspected prostate 
cancer site, is recommended.

Hypersensitivity Reactions
Monitor patients for hypersensitivity reactions, particularly patients 
with a history of allergy to other drugs and foods. Reactions may 
not be immediate. Always have trained staff and resuscitation 
equipment available.

Radiation Risks
Diagnostic radiopharmaceuticals, including PYLARIFY, expose 
patients to radiation [see Dosage and Administration]. Radiation 
exposure is associated with a dose-dependent increased risk of 
cancer. Ensure safe handling and preparation procedures to protect 
patients and health care workers from unintentional radiation 
exposure. Advise patients to hydrate before and after administration 
and to void frequently after administration [see Dosage and 
Administration] .

ADVERSE REACTIONS
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.

The safety of PYLARIFY was evaluated in 593 patients, each receiving 
one dose of PYLARIFY. The average injected activity was 340 ± 26 
MBq (9.2 ± 0.7 mCi).

The adverse reactions reported in >0.5% of patients within the 
studies are shown in Table 2. In addition, a hypersensitivity reaction 
was reported in one patient (0.2%) with a history of allergic reaction.

Table 2. Adverse Reactions with a Frequency >0.5% in Patients Who 
Received PYLARIFY (n = 593)

Adverse Reaction   n (%)

Headache 13 (2%)

Dysgeusia 10 (2%)

Fatigue   7 (1%)

DRUG INTERACTIONS
Androgen deprivation therapy (ADT) and other therapies targeting 
the androgen pathway, such as androgen receptor antagonists, 
may result in changes in uptake of PYLARIFY in prostate cancer. The 
effect of these therapies on performance of PYLARIFY PET has not 
been established.

OVERDOSAGE
In the event of an overdose of PYLARIFY, reduce the radiation 
absorbed dose to the patient where possible by increasing the 
elimination of the drug from the body using hydration and frequent 
bladder voiding. A diuretic might also be considered. If possible, an 
estimate of the radiation effective dose administered to the patient 
should be made.

PATIENT COUNSELING INFORMATION
Adequate Hydration
Instruct patients to drink a sufficient amount of water to ensure 
adequate hydration before their PET study and urge them to drink 
and urinate as often as possible during the first hours following the 
administration of PYLARIFY, in order to reduce radiation exposure 
[see Dosage and Administration and Warnings and Precautions].

Manufactured for:
Progenics Pharmaceuticals, Inc.

331 Treble Cove Road
Billerica, MA 01862

PYLARIFY® is a trademark of Progenics Pharmaceuticals, Inc, a 
Lantheus company.

Patent: www.lantheus.com/patents/index.html

For ordering, tel. toll free: 800-299-3431
All Other Business: 800-362-2668 

(For Massachusetts and International, call 978-667-9531) 

PM-US-PY-0078
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Business     PRACTICE MATTERS

I t’s “Medicare season,” the time of year when Medicare 
Advantage ads begin to saturate the airwaves and patients 
may ask their doctors for advice. Most practicing urol-

ogists participate in traditional Medicare and/or Medicare 
Advantage plans and have a working knowledge of cover-
age rules, reimbursement issues, the Merit-based Incentive 
Payment System, and other regulations that affect Medicare 
providers. Many urologists, though, may not understand the 
basics or the nuances of enrolling in Medicare, choosing an 
Advantage plan, the costs in the program, premiums and 
penalties, and other important aspects of the care experience 
as a patient in Medicare. In this article, I will offer a primer 
on these subjects to better prepare you to understand what 
Medicare patients experience.

When does Medicare “kick in”? Most Americans become 
eligible for Medicare coverage when they turn 65, but they must 
apply for that coverage; it does not happen automatically. The 
process involves 2 main steps: (1) signing up for Part A (hospi-
tal insurance) and Part B (medical insurance) during a speci� ed 
enrollment period; and (2) choosing either Original Medicare 
or Medicare Advantage (Part C) as the method of coverage. 
The enrollment period for the � rst step starts 3 months before 
the 65th birthday and lasts 7 months. There are signi� cant 
and ongoing penalties (in the form of increased premiums) for 
patients who fail to sign up during the initial enrollment period.

The second step involves a decision that can shape very differ-
ent experiences for patients: Medicare Advantage vs Original 
Medicare. Enrollment in Medicare Advantage as a percent-
age of all eligible bene� ciaries continues to grow each year and 
now stands at 45% nationally; in 11 states, Medicare Advantage 
penetration is above 50% of the market.1 Medicare Advantage 
enrollees tend to be older and have lower incomes and more 
chronic conditions than Original Medicare enrollees.2 Original 
Medicare offers patients the � exibility to see any participat-
ing Medicare provider in the United States without a referral. 
Medicare Advantage health maintenance organization and 
preferred provider organization plans have a provider network 
and may require referrals to see a specialist; in return, they 
usually offer additional services (vision, hearing, and dental), 
no Part B co-payments, and a bundled drug plan. Original 
Medicare offers the � exibility to choose a supplemental insur-
ance plan and a drug plan (Part D) from a wide range of options. 

How much do patients pay for Medicare? Costs in each part 
of Medicare can be broken down into premiums, deductibles, 
and co-payments. Most Medicare bene� ciaries receive Part A 
insurance “premium free” in return for contributing Medicare 
taxes during their or their spouse’s working years. The deduct-
ible for Part A in 2022 is $1556 for each hospital stay per bene� t 
period and co-payments for inpatient stays are $0 for the � rst 
60 days. Premiums for Part B are more complicated and are tied 

How to understand Medicare 
from the patient perspective
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TA B L E  1 . MEDIGAP STANDARD PLANS

Medigap plans available to new enrollees a� er January 1, 2020

Medigap benefi ts A B D G K L M N

Part A deductible X    50% 75% 50% 

Part A coinsurance and hospital costs up to an additional 365 days 
a� er Medicare benefi ts are used up        

Part A hospice care coinsurance or co-payment     50% 75% 50% 

Skilled nursing facility care coinsurance X X   50% 75% 50% 

Part B deductible X X X X X X X X

Part B coinsurance or co-payment     50% 75% 50% **

Part B excess charge X X X  X X X X

Foreign travel exchange (up to plan limits) X X 80% 80% X X 80% 80%

Blood (fi rst 3 pints)     50% 75% 50% 
 indicates element is included in plan, X indicates element is not included in plan.
**Plan N pays 100% of the Part B coinsurance except for a co-payment of up to $20 for some offi  ce visits and up to $50 for emergency department visits that don’t result in inpatient admission.
Adapted From Medicare.gov by Robert A. Dowling, MD
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to adjusted gross income (AGI) of the beneficiary 
2 years earlier. In 2022, everyone with AGI less 
than $91,000 (individual) or $182,000 (joint filers) 
in 2020 will pay $170.10/month for Part B; higher 
earners must pay an income-related monthly 
adjustment amount (IRMAA) that can be up to an 
additional $408.20/month. As mentioned earlier, 
there is a late enrollment penalty for people who 
do not sign up for Part B when they are first eligi-
ble—10% added to the premium for each year 
they were eligible but did not enroll. The annual 
deductible for Part B is $233 and the coinsurance 
is 20% of the allowed charges (original Medicare). 
Seniors pay the same premium for Part A (usually 
zero) and Part B whether they are in Original 
Medicare or Medicare Advantage; Advantage 
plans may subsidize part of the Part B premium, 
may have their own premium, and may have their 
own co-insurance for services.

Is a supplemental plan required? No, but most 
people (around 85%) with Original Medicare have 
a supplemental insurance policy that they buy 
themselves during initial enrollment (Medigap) 
or are provided through employer insurance. 
Medigap insurers are licensed by states but the 
policies (benefits) offered are standard across the 
country; Medigap policies are no longer allowed 
to cover the Part B deductible, and all cover Part 
A coinsurance and some or all of the Part B coin-
surance.3 Some plans cover emergency services 
in other countries. (Original Medicare does not.) 
(See Table 1.) The only differences between a 
given plan offered by 1 insurer vs another are 
the premium and, perhaps, the customer service 
(website, bill payments, etc).

What about preexisting conditions? People 
newly eligible for Medicare cannot be denied Part 
A, Part B, or Medigap insurance (if they apply 
during the initial enrollment period) because of 
preexisting conditions, and Medigap renewal is 
guaranteed (premiums can go up). In all but 
4 states, though, an insurance company can deny 
Medigap coverage except during the initial enroll-
ment period. One common scenario is that a 
senior may have enrolled in Original Medicare 
with a Medigap policy, but later switched to 
Medicare Advantage. If they wish to return to 
original Medicare with a supplement, they may 
have to undergo underwriting for a Medigap 
policy and can be denied (except under special 
circumstances). Similarly, it is not easy to switch 
between Medigap plans. In practice, seniors can 
be “locked into” their Medigap selection for as 

long as they remain in Original Medicare. It’s an 
important decision.

The final piece of the puzzle is the most compli-
cated: plans that cover prescription drugs. Seniors 
in Medicare Advantage plans typically have their 
drug plan bundled as part of that plan, and those 
in Original Medicare purchase a Part D drug plan 
from an insurer licensed in the state. Like Part 
B, there is a permanent premium surcharge if a 
senior doesn’t enroll in Part D when first eligi-
ble; like Part B, the monthly premium for Part D 
is adjusted for income (IRMAA). Unlike Medigap 
policies, Part D drug plans may be easily switched 
annually. Part D plans have a deductible (less than 
$480) and a standard but complex framework 
for co-insurance after the deductible is met. (See 
Table 2.) For all plans, there is an initial cover-
age period with co-insurance determined by the 
plan and the drug tier; once a drug cost thresh-
old is exceeded (in 2022, this is $4430) there is a 
coverage gap or “donut hole” during which the 
beneficiary usually pays 25% of drug cost until 
true out-of-pocket costs exceed $7050; finally, 
there is a catastrophic period where the co-insur-
ance is usually 5%.

Here is a fictitious example that can illustrate 
what a senior might face with Medicare coverage. A 
65-year-old attorney with a 2020 AGI of $500,000 
has just retired, enrolled in original Medicare, and 
purchased a Medigap Plan G policy and Part D 
drug plan. He takes Eliquis 2.5 mg twice daily and 
tamsulosin 0.4 mg once daily. Assuming no hospi-
talizations, outpatient procedures, or doctor visits, 

his costs in the first year are as follows:
• Part A premium: $0
• Part B premium (including IRMAA):  

$544 monthly
• Medigap Plan G premium: $135 monthly
• Part D premium (including IRMAA):  

$101 monthly
• Drug cost (average): $90 monthly  

(projected annual out-of-pocket expense 
through all phases/12)

• Total: $870 monthly
If the same patient had a hip replacement as an 
inpatient, his costs would be as follows:

• Part A deductible: $0  
(covered by Medigap Plan G)

• Part B deductible: $233
• Co-pays for doctor visits: $0  

(covered by Medigap Plan G)
• Coinsurance for surgeon fee: $0  

(covered by Medigap Plan G)
Medicare patients make up a significant frac-

tion of the typical urology practice, and those in 
Original Medicare enjoy coverage for medically 
necessary services without a need for refer-
ral or, usually, prior authorization for tests and 
procedures. Urologists will benefit from a work-
ing knowledge of the program, the benefits, and 
the costs as seen through the eyes of the patient. 
Go to medicare.gov for more perspective on the 
patient side of Medicare. •

PRACTICE MATTERS     Business

TA B L E  2 .  2022 MEDICARE PART D PRESCRIPTION DRUG COVERAGE PHASES

Coverage phases

Cost sharing Deductible 
Initial 

coverage 
Coverage gap
(donut hole) 

Catastrophic coverage

Insured pays All drug costs

co-pay or 
coinsurance 
depending 
on drug tier

25% cost

Greater of:
• 5% coinsurance
• $3.95 for generic drugs
• $9.85 for other drugs

Plan pays 0 balance of 
drug cost 5% cost balance of drug cost

Manufacturer pays 0 0 70% cost (via 
discount) 0

Proceed to next phase when:

Depending on 
plan, no more 

than $480 out-of-
pocket cost

total drug 
costs (out-
of-pocket 

and amount 
covered by 

plan) exceed 
$4430

true out-of-
pocket costs 

(deductible, co-
pay/coinsurance, 
and manufacturer 
discount) exceed 

$7050

end of calendar year

Adapted from various sources by Robert A. Dowling, MD

For references visit  
https://bit.ly/3C4RYhv
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Business     MONEY MATTERS

Owning a home or purchasing an investment property 
are common goals for physicians, as real property can 
be a useful tool to build wealth for themselves and 

their heirs. There are many ways to hold title to real property, 
which is de� ned as land and anything built on it. However, the 
way in which real property is titled will affect how it is trans-
ferred during the administration of an estate after death, so 
understanding the differences is important.

Subject to the terminology of each state, most private resi-
dences are owned by one of the following:

• sole owners;
• tenants by the entirety (a married couple owns property with 

each spouse passing it to the surviving spouse);
• joint owners with rights of survivorship (the property is 

owned with another person and either party will inherit the 
other party’s share);

• revocable living trust (1 or more persons can own the trust);
• an entity such as a corporation, LLC, or partnership; and
• tenants in common (an individual owns property with 

another person, but the heirs of each party inherit their own 
share).

Each ownership method must be dealt with during the estate 
administration process. You need to make sure you own real 
estate in a way that will ful� ll your wishes upon death and at 
the same time, streamline the process of transferring owner-
ship of the property. Certain ownership methods can result in 
probate, which is a court-supervised procedure of administering a 
deceased person’s estate. Probate can be a long and public process, 
and many families prefer to keep their affairs private. Estate plan-
ning techniques to avoid probate depend on how you choose to 
hold title to the property, but sometimes probate is unavoidable.

Sole ownership is when a property is titled in one individu-
al’s name. That individual owns 100% of the property, with title 
being transferred during the probate process by direction of a will 
after their death. If no will was created, title will be transferred 
based on the decedent’s state of residency’s intestate succession 
laws. With sole ownership, probate cannot be avoided.

The most common way to avoid probate if you are married 
is to own property as tenants by the entirety. If the property is 

owned together, it passes to the surviving spouse outside the 
probate process, avoiding delays.

Another method to avoid probate is for 2 individuals (who do 
not need to be married) to own the real property jointly with 
rights of survivorship. However, you must be careful that this 
option meets your wishes because you may not want the other 
owner to inherit your share of the property. At the death of 1 
owner, the other owner becomes 100% owner of the property. If 
the goal is to pass ownership of the property to someone else, this 
form of ownership may not be appropriate.

An additional way to own real property that avoids probate is 
with a revocable living trust. The bene� t of the trust holding title 
to the real estate is that you can have the trust document specif-
ically address who will inherit the property without needing to 
probate the property. If a property you own has a mortgage and 
you want to place it in a trust, there are additional considerations. 
You must review the mortgage agreement and, in most cases, 
get preapproval of the transfer of property. Generally, mortgage 
companies permit the transfer to a revocable trust.

Some owners of real property want to avoid personal liabil-
ity, especially if they own commercial or rental property. These 
owners typically create a corporation or a limited liability 
company to own the real property. This provides some protection 
from being personally responsible for the debts or liabilities of the 
entity. At the time of death, these shares or membership interests 
in the corporation or LLC pass through the individual’s estate 
through the probate process. In the individual’s will, the testa-
tor (the person whose will it is) can designate who will inherit the 
share of the corporation or allow it to pass to the residual estate.

Holding title as tenants in common will result in the prop-
erty going through probate as well. Holding title to property as 
tenants in common sometimes results in contention with the 
other owner and the individuals who will inherit your share or 
the other party’s share. It is best to discuss these issues with the 
other owner and the heirs to help alleviate any tension that may 
occur with new ownership of the real property. Consult your 
estate planning adviser about the best way to title your real prop-
erty so that you have an estate plan that best meets your wishes 
and streamlines the transfer process upon your death.•

How does titling real property 
affect its future transfer?

The information in this 
column is designed to 
be authoritative. The 
publisher is not 
engaged in rendering 
legal, investment, or 
tax advice. If you 
would like assistance 
with your individual 
investment strategy, 
please email
witz@mediqus.com.

JEFF WITZ, CFP

Witz is educational 
program director 

at MEDIQUS Asset 
Advisors, Inc in Chicago, 

Illinois. He welcomes 
readers’ questions and 
can be reached at 800-

883-8555 or
witz@mediqus.com.

200 North LaSalle Street - Suite 2300 - Chicago, Illinois 60601
312-419-3733 - Toll Free 800-883-8555 - Fax 312-332-4908 - www.mediqus.com
Investment advisory services offered through MEDIQUS Asset Advisors, Inc. Securities offered through Ausdal Financial Partners, Inc.  Member FINRA/SIPC · 5187 Utica Ridge Rd · Davenport, IA 52807 · 563-326-2064 · MEDIQUS Asset Advisors and Aus-
dal Financial Partners, Inc. are independently owned and operated.
Effective June 21, 2005, newly issued Internal Revenue Service regulations require that certain types of written advice include a disclaimer. To the extent the preceding message contains written advice relating to a Federal tax issue, the written advice is not 
intended or written to be used, and it cannot be used by the recipient or any other taxpayer, for the purposes of avoiding Federal tax penalties, and was not written to support the promotion or marketing of the transaction or matters discussed herein. 
The information contained in this report is for informational purposes only. Any calculations have been made using techniques we consider reliable but are not guaranteed. Please contact your tax advisor to review this information and to consult with them 
regarding any questions you may have with respect to this communication.
MEDIQUS Asset Advisors, Inc. does not provide tax, legal or accounting advice. This material has been prepared for informational purposes only, and is not intended to provide, and should not be relied on for, tax, legal or accounting advice. You should 
consult your own tax, legal and accounting advisors before engaging in any transaction.
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A survey by the Commonwealth Fund 
shows that despite record high insur-
ance coverage, medical debt is 

burdening two out of every five Americans, 
due to large deductibles and other cost sharing 
requirements.1

The survey found that 46% of working-age 
adults skipped or delayed care because of cost in 
the past year, and 42% struggled to pay medical 
bills or were paying off medical debt. The study 
reports that this is likely to get worse after the 
public health emergency ends, as it will likely 
result in about 16 million people losing cover-
age with many becoming uninsured.

Forty-three percent of working-age adults 
are inadequately insured, including people who 
are uninsured (9%), had a gap in coverage over 
the past year (11%), or are underinsured (23%). 

More than one-quarter (29%) of continuously 
insured people with employer coverage and 
44% of those with coverage purchased in the 
individual market or marketplaces are underin-
sured because of high out-of-pocket costs and 
deductibles, relative to their income.

According to the survey, high out-of-pocket 
maximums are leaving people with consid-
erable cost exposure. Almost half (49%) of 
people surveyed said they would be unable 
to pay for an unexpected $1,000 medical bill 
within 30 days, including 68% of adults with 
low income, 69% of Black adults, and 63% of 
Latinx/Hispanic adults. Up to one-quarter of 
people with chronic health problems like diabe-
tes said that out-of-pocket costs for prescription 
drugs had caused them to skip doses or not fill a 
prescription at all.

People who were uninsured for a year or 
longer were disproportionately young, Latinx/
Hispanic, poor, sicker, and living in the South.

When asked to name their health policy prior-
ities, lower health care costs were top of the list. 
Sixty-eight percent of Democrats, 55% of inde-
pendents, and 46% of Republicans said President 
Joe Biden and Congress should make health care 
costs a top priority in the coming year.

The study notes that in order to keep 
Americans covered, Congress could make 
permanent the enhanced marketplace 
plan subsidies extended for 3 years under 
the Inflation Reduction Act of 2022. The 
Commonwealth Fund survey shows that 
premium costs figure heavily in consumers’ 
decisions to enroll and stay enrolled in market-
place plans.

REFERENCE
1. New survey: Even with record-high health cover-
age, more than two of five working-age adults still 
burdened by medical bills and debt. News release. 
The Commonwealth Fund. September 29, 2022. 
Accessed September 29, 2022. https://bit.ly/3EgB0zj

Survey: Medical costs are burdening 
2 of every 5 Americans

Medical World News Deep Dive™: 
How urologists can improve 
transgender patient care
Geolani Dy, MD, and Gaines Blasdel discuss what urologists can do 
to help transgender patients and how this role will evolve over time. 

To watch the video, scan the QR code  
or visit https://bit.ly/3CuYYFE
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We are getting some good information 
from Europe on several of these 

therapies. There are a lot of data being collected 
there. The most promising seems to be shock 
wave therapy, but there is still a lot of work to do 
on that. 

We don’t have all the detailed data yet on 
the best strengths to use or the length of time 
it should be used. I was hoping our university 

would buy a machine, but they 
want shock wave therapy to be 
approved for use in the United 
States before getting into that 
expense. I am applying to do a 
clinical study. I would like to see 

the results for myself, because shock waves do 
seem to be having a positive effect.

Sometimes men are using it in conjunction 
with the pills and then the results may be even 
better, so that too may be an option.

There are less data on some of the other ther-
apies. Shock wave is considered investigational, 
whereas others are still considered more in the 
experimental stage. Sometimes a claimed bene� t 
might even be more of a placebo effect, but that’s 
not necessarily bad. If men have a positive result, 
that’s the point of most therapies.”

Bruno Machado, MD
Little Rock, Arkansas

It’s all in the American Urological 
Association [AUA] guidelines. They’re 

all well described and have been considered and 
discussed ad nauseam in the AUA guidelines. 

The little blue pill has been around since the 
1990s and has been advertised on TV for decades, 
along with the OTC copies. I don’t know if there 
are actually more ads now, but some of the alter-
native adverts are becoming more problematic 
because of these men’s health clinics.

The therapies have not been validated, such as 
platelet therapy and shock wave treatment.

I tell my patients, ‘Here’s the data on these 

therapies. These aren’t really known to be effec-
tive or there’s not enough information on them 
yet, so I don’t recommend them.’

I recommend what we have as standard of 
care, which includes pills, injections, penile 
prosthesis, and vacuum devices that we know 
work. Other therapies have not been included in 
the standard of care yet.

Low-intensity shock wave should be consid-
ered investigational. Platelet-rich plasma should 
be considered experimental. More work needs 
to be done and more data collected before these 
treatments can be considered anywhere near 
standard of care.

I have no idea what some of those others are, 
like infrared, to be honest. So, no, we’re not 
saying goodbye to the little blue pill yet…not 
even close.”

Ajay K. Nangia, MD
Kansas City, Kansas

Community urologists need to interact 
more intimately with academic urolo-

gists so all of us have a voice in this 
direct-to-consumer conversation. 

Currently, numerous modalities are labeled 
experimental. Urologists must embrace new 
technologies so we can explain the therapies, the 
success rates, the risks…and include that in the 
shared decision-making process.

As urologists, we should be able to offer the 
full range of therapies, or at least 
discuss them, so patients are fully 
educated and can make the best 
decisions—with our guidance.

We can’t disregard this 
bombardment with advertise-

ments. Community urologists must explore the 
research and data, and study AUA [American 
Urological Association] guidelines. We need to 
know what’s happening because patients come to 
us for � rst-line care in men’s health. 

We also can provide personalized diagnostic 

data, identifying speci� c problems. Is it simply 
inadequate blood � ow or is there also a blood-
� ow leak from the penis at the same time?

For example, shock wave therapy is usually 
best for younger guys [when] there are issues 
with arterial in� ow into the penis. Shock wave 
can clean out the pipes. But we can provide addi-
tional data and tell Mr Smith, ‘You’ve also got a 
penis leak; this therapy may not be as helpful in 
your case.’

We must think beyond single-modality ther-
apy, using multimodalities to treat problems 
from multiple angles.

Some ads are from people who don’t think 
holistically about the whole body. Erectile 
dysfunction is a canary in the coalmine; it 
can predict a cardiac event in 2 to 5 years. Those 
men should see a cardiologist. We service not 
only their sexual health, but their overall health.

Some urologists dismiss that stuff, but it’s 
here. We can’t change it, we must engage it. 
We’re not just a one-trick pony.”

Wayne Kuang, MD
Albuquerque, New Mexico

Speak Out    INTERVIEWS WITH RANDOMLY SELECTED UROLOGISTS ON HOT-BUTTON ISSUES  COMPILED BY KAREN NASH

What do you tell your patients about all the 
new erectile dysfunction treatments being 
advertised to the public?

MACHADO

KUANG
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In this video, Elisabeth M. Sebesta, MD, discusses the 
rationale and notable findings from the recent 
Neurourology and Urodynamics study, “The burdens 
of incontinence: Quantifying incontinence product 
usage and costs in women,” for which she served as a 
study author. Sebesta is an assistant professor of 
urology at Vanderbilt University Medical Center in 
Nashville, Tennessee.

Researchers evaluate incontinence 
product usage and costs

Using your phone’s 
camera, hover over the 
QR code and scan. 

+
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Did Your Business Receive PPP? Either way, You Still Qualify for ERC!

Bottom Line Savings helps business owners receive money back from the Employee Retention Credit (ERC) federal grant.
This ERC program differs greatly from the Paycheck Protection Program (PPP) and is much easier to apply for. Bottom Line will 
submit and collect a few important documents making this program turnkey for our owners.

 ★ ★ ★ ★ ★ ★ ★ ★ ★ ★ ★ ★ ★ ★ ★ ★ ★ ★

You don’t ned a sales reduction to qualify for ERC. Operational impacts to your business will qualify you as well.
 ★ ★ ★ ★ ★ ★ ★ ★ ★ ★ ★ ★ ★ ★ ★ ★ ★ ★

Your business could be getting up to $8,000-$26,000 per employee in 
Employee Retention Credits (ERC) even if you received PPP loans.

Our experts at Bottom Line will help you maximize your refund!
As a valued partner, Bottom Line will:

• Identify how you qualify for the ERC Program   • Outline your speciic ERC calculations to maximize the credit
• Help you claim the credit   • Ensure proper payroll tracking and documention

What is ERC?

Apply today and an ERC Specialist 
will contact you directly.
Please visit www.tryerc.com

FINANCIAL

FINANCIAL SERVICES

UT1022_039-041_Classifieds.indd   39UT1022_039-041_Classifieds.indd   39 10/12/22   10:57 AM10/12/22   10:57 AM



Classifi eds     CAREERS

40 | OCTOBER 2022 UrologyTimes.com

Urology Associates of Danbury, PC is a large, independent 
single specialty urology practice in Danbury, Connecticut 

currently looking to hire a well-trained urologist with all phases 
of adult urology for the summer of 2023

 � We currently are the only urology practice serving our hospital, Danbury Hospital. 
Our catchment area includes a population in excess of 250,000 people in 
Fairfield County

 � We are a practice of 7 physicians and 3 full-time physician assistants. 

 � State-of-the-art office space, equipped with flexible cystoscopy, transrectal 
ultrasound, in-office ultrasound, urodynamic unit, Urolift and UroNav unit  
for fusion biopsies

 � We have several DaVinci Xi Robots for the urology service line which we have 
been using for robotic prostatectomies, pyeloplasties and partial nephrectomies

 � Call is equally shared by all members of the practice and call would be one out 
of six nights and one out of six weekends

 � New associates get four weeks of paid vacation and additionally can take  
a day off every other week

 � Opportunities for full partnership exist after two years

 Please email resume and cover letter to 
Dr. J. James Bruno, II  jbruno@danburyurology.com

Associated Medical Professionals of New York is seeking BC/BE General  
and Subspecialized Urologists for Private Equity physician partnership 

opportunities located in Central New York. New physicians will enjoy partnership 
with 30 physicians in multiple stages of their career, offering great mentorship. AMP 
provides quality healthcare at 9 convenient locations and 9 hospitals around CNY. 
Brand new surgery center, multiple ancillary profit centers, and group call options 

provide work life balance for physicians. For fellowship trained physicians, there are 
opportunities to create a niche practice. Qualified candidates will receive a sign on 
bonus, robust benefits package, competitive salary, transition payment, student 

loan assistance and moving expenses. 

JOIN ONE OF THE FASTEST GROWING GROUPS IN THE COUNTRY!

Central New York is a fantastic place to raise a family and  
offers all the warmth and charm you can find in the region. 

Site visits are being scheduled!  

Contact Audrey Barker,Vice President Physician Recruitment 
(740) 607-5924 (cell) | abarker@us-uro.com 

HIRING
BC/BE UROLOGISTS

success.
Make us the key to
your
Contact me today to place your ad.

Joanna Shippoli | (440) 570-4625

jshippoli@mjhlifesciences.com

CONNECTICUTCENTRAL NEW YORK
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Surgical Affiliates Management Group, Inc. (SAMGI) is a medical group that partners with 
hospitals to run their urology practices. We are currently looking for urologists to join us 
and work on a part-time basis – just 183 days or 26 weeks per year.

WE OFFER:

• Predictable work schedules

• Full-time APP support

• Competitive salary

• Robust benefits package including health/dental/vision/401K

• Malpractice and tail coverage

• Travel stipen

PRACTICE LOCATIONS INCLUDE:

• St. Luke’s Magic Valley Medical Center in Twin Falls, Idaho bit.ly/3tYsj62

• UnityPoint Health in Peoria, Illinois  bit.ly/3qNEGkG

If you would like to work a part-time schedule and have work/life balance, please contact 
Tammy Hager, Executive Director of Recruitment and Privileging 

at thager@samgi.com or call her at 916-287-9563.

FIND THE CAREER OF YOUR DREAMS
WE’RE MORE THAN JUST A WORKPLACE. WE’RE A FAMILY.

NATIONAL

This is an exceptional opportunity for new and experienced providers:
• Hospital based practice of 6 physicians and 2 APP’s
• Collaborative, team approach to patient care
• Focused on incontinence, BPH and robotic surgery
• Offers patient care in three locations throughout Berkshire County
• Long standing physicians providing great mentorship
• Competitive salary along with an exceptional benefits package and 

relocation assistance 

Located in Western Massachusetts, Berkshire Medical Center is the 
region’s leading provider of comprehensive health care services.

• 302-bed community teaching hospital with residency programs
• A major teaching affiliate of the University of Massachusetts 

Medical School and UNECOM
• Award-winning programs, nationally recognized physicians, and 

world-class technology
• Medical Center equipped with fulltime hospitalist coverage

Live, Work and Play – you can do it all here.  One of the most beautiful 
settings in the northeast makes it easy to balance work with a healthy 
personal lifestyle. 

• Small town New England charm alongside endless cultural 
opportunities of a big city

• Excellent public and private schools, world  renowned music, art, 
theater, and museums, as well as year round recreational activities 
from skiing to kayaking

• Just 2 ½ hours from both Boston and New York City

UROLOGY OPPORTUNITY AVAILABLE

Berkshire Health Systems is currently seeking a BC/
BE Urologist to join our hospital-based practice

For more information please contact: 
Michelle Lillie, Physician Recruiter 
Berkshire Health Systems 
(413) 395-7689
mlillie@bhs1.org
www.berkshirehealthsystems.org

MASSACHUSETTS

The Department of Surgery at the University of Vermont College of Medicine is seeking a Clinical 
Practice Physician in the Division of Urology to join the Champlain Valley Physicians Hospital 
(CVPH) in Plattsburgh, New York.  CVPH, a progressive medical center, is an ACS certified 
Level III trauma center with nine state-of-the-art OR’s and Ambulatory Surgery Center. This 
position offers the unique opportunity to work in a community setting while having an active 
affiliation with Vermont’s only Academic Medical Center; the only ACS verified Level 1 trauma 
center for the region providing tertiary care to patients from Vermont and Northern NY. Serving 
the patients from Upstate New York for decades, the local urologic surgery practice joined the 
faculty at the University of Vermont several years ago and now seeks an additional colleague, 
of the 2 physicians and 1 PA, to join the dynamic Urology faculty at CVPH. The Division seeks 
applications from individuals seeking a community Urology practice employment opportunity 
with a collegial and collaborative setting with University support.

Applicants must be board certified or board eligible and eligible for medical licensure in the state 
of New York. This is a full-time, 12 month, salaried position. This opportunity offers a competitive 
salary along with loan repayment assistance. 

Plattsburgh offers a family-oriented community on Lake Champlain, near the Adirondack 
Mountains, Olympic-Lake Placid region, Montreal and Burlington, VT. Practice in a warm and 
friendly environment that sits on a plush 45-acre campus complete with ponds and walking paths. 

Interested applicants must apply online:  
https://www.uvmjobs.com/postings/48860 (position number 00024129).

Inquiries may be directed to: Mark Plante, MD, FRCS(C), FACS, Division Chief, via Kristin 
Allard at Kristin.Allard@uvmhealth.org. 

GENERAL UROLOGIST SURGEON

The University is especially interested in candidates who can contribute to the diversity and excellence of the academic community through their 
research, teaching, and/or service. Applicants are requested to include in their cover letter information about how they will further this goal.

The University of Vermont is an Equal Opportunity/Affirmative Action Employer. All qualified applicants will receive consideration for employment 
without regard to race, color, religion, sex, sexual orientation, gender identity, national origin, disability, protected veteran status, or any other category 
legally protected by federal or state law. The University encourages applications from all individuals who will contribute to the diversity and excellence 
of the institution.

NEW YORK
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What physicians should know 
about apologizing to patients
Apology laws limit the admissibility of apologetic statements

KENTON H.
STEELE, ESQ

Steele is an attorney in 
the Columbus, Ohio, 

offi  ce of Reminger Co, 
LPA. He specializes in 

malpractice defense 
and insurance litigation. 
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KSteele@reminger.com 
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U nanticipated negative outcomes in medical care are 
unavoidable. When they occur, clinicians often want 
to apologize or express sympathy to patients and 

their families, even if the outcome was not their fault. At the 
same time, they are cognizant that such statements may be 
used against them in a medical malpractice suit and thus may 
choose to err on the side of caution and refrain from utter-
ing anything that bears a resemblance to an apology.

However, apologies and shows of sympathy are important 
instances of human interaction. Especially in a doctor-
patient relationship, the parties need to know that they can 
trust one another. Health care providers often have legal and 
ethical duties to disclose certain conditions to patients, even if 
the condition came about due to an error of theirs. Thus, they 
should not withhold information for fear that their statements 
may be used against them.

Fortunately, most US legislatures have recognized these 
competing interests and, in an attempt to strike a balance, 
have enacted statutes commonly referred to as apology laws.

WHAT ARE APOLOGY LAWS?
These statutes limit the admissibility of apologetic statements 
made by medical professionals, allowing them to show sympa-
thy or remorse and to directly express regret without fear of 
legal jeopardy. 

Currently, 39 states and the District of Columbia have enacted 
full or partial apology laws. Full laws protect all admissions of 
fault, whereas partial laws protect only expressions of regret. 
Ohio’s apology law is an example of the former. It protects “all 
statements, af� rmations, gestures, or conduct expressing apology, 
sympathy, commiseration, condolence, compassion, error, fault, 
or a general sense of benevolence.” Because this type of statute 
offers broad protection, it makes open communication possible. 

Under partial apology laws, on the other hand, apologies 
that admit fault are admissible in court, and apologies that 
don’t are not. For instance, Nebraska’s law protects “any and 
all statements, af� rmations, gestures, or conduct expressing 
apology, sympathy, commiseration, condolence, compassion, 
or a general sense of benevolence” but not those statements 
expressing “error” or “fault.” Statutes like Nebraska’s protect 
statements like “I’m sorry the surgery didn’t go as planned.” 
However, if a surgeon were to say, “I’m sorry the procedure 
didn’t go as planned because I cut a nerve,” the admission of 
cutting a nerve would be admissible. 

WHAT COUNTS AS AN APOLOGY?
Determining whether a state has a full or a partial law is the 
� rst, and easy, step. Determining what constitutes an “apol-
ogy” or an expression of “condolence” or “benevolence” is far 
more dif� cult. It often involves complex statutory interpreta-
tion and is frequently litigated.

The term apology itself can create confusion. Merriam-
Webster de� nes it as “an admission of error or discourtesy 
accompanied by an expression of regret.” Thus, an apol-
ogy both admits error and expresses regret. Even though 
they contain the word apology, partial apology laws do not 
fully protect an apology, as the word is de� ned, because they 
don’t exempt admissions of error. Similarly, interpreting what 
counts as an expression of “condolence,” “benevolence,” or any 
other characterization used in these laws may be dif� cult and 
need to be determined case by case.

CONCLUSION
Although it is important to connect with patients on a human 
level, physicians must be aware of the danger that express-
ing remorse or sympathy may pose. Apology laws seek to � nd a 
balance between honesty and liability. Because they vary signi� -
cantly from state to state and can be further modi� ed by court 
decisions, individuals who have questions about their scope and/
or function should consult an attorney in their jurisdiction. •

Determining whether a state has a 
full or a partial law is the first, and 
easy, step. Determining what 
constitutes an “apology” or an 
expression of “condolence” or 
“benevolence” is far more difficult.

In this Urology Times® video, Jessica Kreshover, 
MD, discusses the background and key findings of 
the recent Urology Practice paper, “Urologic 
Education in United States Medical Schools: 
Where Are We Now and How Can We Do Better?” 

Survey: 
Most medical schools do not 
have a clinical urology rotation
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Urology Times® is proud to partner with multiple Strategic Alliance Partners 
across the country. Our partnerships can increase exposure to leading 
treatment options designed to improve patient outcomes and provide 
further support.

POWERFUL TOGETHER 

Scan the QR code with your mobile device to visit UrologyTimes.com and view our Strategic 
Alliance Partnerships.
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