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How to make your EHR work for you

P
hysicians have been dealing 
with the frustrations of elec-
tronic health record systems 
for years. EHRs are widely 

seen as a hindrance, not a help, but does 
it have to be that way? Not necessarily.

“I think people have to move beyond 
‘it’s a necessary evil’ and get to the point 
of ‘this is here to stay and how do I get it 
to work for me?’ ” said Steven M. Schloss-
berg, MD, MBA, chair of the AUA Data 
Committee and vice president and chief 
medical information officer at John Muir 
Health in Northern California.

Dr. Schlossberg is not alone in sug-
gesting that there are ways to make the 
most of EHRs. Urology Times asked 
experts and EHR users for practical 
tips, fixes, advice, and workarounds that 
might help urologists ease EHR-asso-
ciated frustrations.

Scope of the problem

About a decade into the widespread 
adoption of EHRs, physicians continue 
to report their dislike for the technolo-
gy. In Urology Times’ 2018 State of the 
Specialty survey, use of EHRs was the 

Lisette Hilton / UT Correspondent

These tips, fixes, and workarounds can ease urologists’ EHR-related frustrations

Please see EHR TIPS, on page 28
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To read more about post-URS readmissions, see Nearly 10% of URS patients visit ER on page 4

T
he concept of “surgical quality” is 
emerging as an important compo-
nent of health care delivery. At pres-

ent, though, there is no universally accepted 
definition of what surgical quality is; indeed, 
this term may mean different things to dif-
ferent physicians, patients, and others.

A variety of efforts have been made to 
identify specific quality indicators that can 
be applied to the delivery of surgical care. 
One of the metrics utilized in a number of 
studies is the rate of readmission following a 
surgical intervention. Although there exists 
uncertainty as to how efforts to reduce hos-
pital readmissions may affect public health, 
due to their easy-to-track nature, hospital 
readmission rates will likely remain a quality 
metric of interest for the foreseeable future. 

As urologists, it is important that we 
understand factors that can affect hospital 
readmissions. Due to the prevalence of the 
condition, an increase in readmission rates 
associated with kidney stone procedures may 
account for a large burden on the health care 
system. Although some readmissions may be 
medically necessary and not preventable, it 
may be that certain maneuvers can reduce 
the likelihood of other readmission scenarios.

This issue of Urology Times features a dis-
cussion of the Reducing Operative Compli-
cations from Kidney Stones (ROCKS) effort 
from the University of Michigan group (see 

page 4). This study provides the practicing 
urologist with a number of instructive lessons.

In the ROCKS study, Dr. Ghani and col-
leagues evaluated patients who underwent 
ureteroscopy (URS) and assessed factors 
associated with emergency department visits 
following the procedure. They found approxi-
mately 10% of patients who undergo URS will 
visit an ED within 30 days of the procedure, 
and most of these encounters are related to 
stent symptoms and pain. The great value of 
the ROCKS study is that it identifies potential 
areas in which care can be improved.

One need identified in the ROCKS study is 
an opportunity to better manage stent-related 
symptoms. However, given the present opi-
oid crisis in the United States, it is important 
to look for ways to address this problem in a 
manner that does not rely on simply providing 
additional narcotic agents for pain control. 
The ROCKS team assessed that improving 
the educational materials provided to patients 
undergoing URS would better prepare them 
for symptoms associated with ureteral stents. 

A patient who has a better understanding 
of what post-URS stent symptoms may be 
expected, and how they may be mitigated, 
should have a better experience than a patient 
who is unprepared for such symptoms. It will 
be exciting to see if this is borne out in future 
studies.

BRIAN R. MATLAGA, 
MD, MPH

Send your comments to Dr. Matlaga
c/o Urology Times, at UT@advanstar.com

FEEDBACK 

Dr. Matlaga, a member of the 

Urology Times Editorial Council, is 

professor of urology at the James 

Buchanan Brady Urological Institute, 

Johns Hopkins Medical Institutions, 

Baltimore.

ROCKS study takes big initial 
step in improving care
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Clinical Updates 

Cheryl Guttman Krader

UT Contributing Editor

SAN FRANCISCO—An analysis of nearly 2,000 
patients undergoing ureteroscopy found that 
approximately 10% of the cohort had an emer-
gency department visit after the procedure, a fig-
ure a statewide quality improvement initiative is 
looking to reduce via patient education regarding 
ureteral stents.

The Michigan Urological Surgery Improve-
ment Collaborative (MUSIC) launched Reducing 
Operative Complications from Kidney Stones 
(ROCKS), its first quality improvement initiative 
beyond prostate cancer, in August 2016. At the 
2018 annual meeting meeting in San Francis-
co, Khurshid R. Ghani, MD, MS, reported the 
group’s analysis of post-ureteroscopy ED visits.

The analysis included almost 2,000 patients 
treated with ureteroscopy at nine practices across 
the state. Focusing on unplanned encounters 
within the first 30 days after the procedure, the 
analysis found that approximately 10% of patients 
had an ED visit, of which 57% were considered 
potentially modifiable events, occurring for rea-
sons of flank pain, hematuria, or urinary symp-
toms. Seventy percent of patients with an ED visit 
had a stent.

The ED visit rate among the nine practices 
included in the analysis ranged from 3% to 13%. 
Based on the observation that the practice with 
the lowest modifiable ED visit rate provided the 
most intensive patient education and because no 
practice had dedicated information related to stent 
symptoms, ROCKS addressed this gap by devel-
oping a ureteral stent patient education leaflet, 
which has been distributed to participating prac-
tices with the hope that trips to the ED can be 
minimized by setting proper patient expectations.

“Measuring to acquire data and sharing the 
information is not enough. We also have to devel-
op action plans and disseminate interventions,” 
said Dr. Ghani, associate professor of urology, 
University of Michigan, Ann Arbor, and co-di-
rector of MUSIC.

“While we are starting small and focusing on 
stent-related issues for the moment, we know 
there are many things that we need to do to 
reduce ED visits after ureteroscopy.”

Unplanned encounters encompass 

office visits, hospitalizations

Additional findings from the first analyses of 
data on URS patients showed that unplanned 
encounters within the first 30 days also includ-
ed 55 office visits (2.8%) and 77 hospitalizations 
(3.9%). Overall, 72% of the total unplanned 
encounters occurred within 7 days of URS. Fac-
tors significantly associated with an ED visit were 
comorbidity, history of urinary tract infection, 
urinary diversion, ureteral dilation, and intraop-
erative complications. The stone clearance rate 
was 79% overall, 61% for renal stones, and 94% 
for ureteral stones.

The importance of developing a quality 
improvement initiative to reduce complications 
associated with kidney stone procedures is under-
scored by national data showing the high costs of 
these procedures associated with postprocedural 
ED visits and unplanned hospitalizations.

Dr. Ghani said the idea of implementing the 
statewide quality improvement program germi-
nated when he and his colleague, John Holling-
sworth, MD, attended a meeting on kidney stones 
at the National Institutes of Health.

“During the meeting, Dr. Charles Scales 
commented on the MUSIC quality registry for 
patients with prostate cancer in Michigan, and 
how it would be great to have a similar regis-
try for patients with kidney stones. Discussing 
this remark with other members of the MUSIC 
team, we thought about taking the opportunity 
to leverage the prospective registry that we have 
for prostate cancer in Michigan to begin to look 
at kidney stones,” Dr. Ghani said.

With support and funding from Blue Cross 
Blue Shield of Michigan, initial steps to set up 
ROCKS involved identifying what data elements 
would be captured prospectively, recognizing 
that the entries would be made by non-urologists 
who would require training, choosing a urologist 
at each practice to act as a clinical champion and 
lead the program locally, and recruiting patient 
advocates who are able to provide insight on what 
matters to patients.

So far, 34 community and academic practices 
have joined ROCKS, and data have been prospec-
tively captured from more than 7,000 patients.UT

Nearly 10% of URS patients visit 
emergency room

STONE DISEASE / Stent-focused patient education initiative aims to reduce visits
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“While we are starting small 
and focusing on stent-related 
issues for the moment, we 
know there are many things 

that we need to do to 
reduce ED visits after 
ureteroscopy.”

KHURSHID R. GHANI, MD, MS

TABLE MUSIC ROCKS ANALYSIS OF URETEROSCOPY PATIENTS: KEY FINDINGS

Unplanned encounters within the first 30 days of procedure included 55 office visits (2.8%) and 77 
hospitalizations (3.9%)

72% of the total unplanned encounters occurred within 7 days of URS

Factors significantly associated with an ED visit were comorbidity, history of urinary tract infection, 
urinary diversion, ureteral dilation, and intraoperative complications

Stone clearance rate was 79% overall, 61% for renal stones, and 94% for ureteral stones

Source: Khurshid R. Ghani, MD, MS
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Clinical Updates 

John Schieszer

UT Correspondent 

SAN FRANCISCO—A study examining opiate use 
after ureterscopy found that younger age and 
greater number of preoperative opiate prescrip-
tions were associated with the filling of additional 
opiate prescriptions.

Approximately 1 in 8 patients who undergo 
ureteroscopy for kidney stones may require 
additional opiate prescriptions in the short 
term (within 30 days), and approximately 1 in 
15 patients may require additional opiate pre-
scriptions on a longer term period (over 60 days) 
after surgery, say researchers from Vanderbilt 
University, Nashville, TN. The research was 
presented at the 2018 AUA annual meeting in 
San Francisco.

“This population is at risk for opiate depen-
dence. We were not surprised by our findings. 
It was interesting for us to find that younger age 
was a predictor for requiring immediate post-op 
additional opioid requirement,” said study investi-
gator Caroline L. Kang, MD, PhD, urology resi-
dent at Vanderbilt University, working with Ryan 
S. Hsi, MD, and colleagues.

Dr. Kang noted that surgical stone patients 
are commonly prescribed opioid medications 
perioperatively, but there has been little inves-

tigation into which patients require more opiate 
pain prescriptions. She and colleagues looked to 
see if there were any predictors of increased opiate 
requirement after ureteroscopy. They conducted 
a retrospective review of patients who underwent 
single-stage or final-stage ureteroscopy for stone 
disease at a tertiary referral center from January 
2017 to June 2017.

For the study, the authors only included pri-
mary residents of Tennessee to allow for link-
age to the Tennessee Controlled Substance 
Monitoring Database for opiate prescribing 
data. They collected demographic information 
including age, sex, race, body mass index, Ameri-
can Society of Anesthesiologists score, past stone 
surgery, and psychiatric history. They also eval-
uated surgical factors, including surgeon, oper-
ating times, presence of stent preoperatively, 
postoperative stent duration, access sheath use, 
and stone size.

The researchers performed univariate and 
multivariate analyses to determine predic-
tors of additional prescription filled within 30 
days, and persistent opiate use 60 days after 
 ureteroscopy.

Dr. Kang said that among the 208 patients, 25 
(12%) required an additional opiate prescription 
within 30 days after ureteroscopy. Additionally, 
14 patients (7%) continued to use opiate medi-
cation more than 60 days postoperatively. The 

study revealed that younger age was associated 
with obtaining an additional opiate prescription 
within 30 days after ureteroscopy (p=.49).

“None of the patients were what we would 
define as chronic opioid users. We defined chron-
ic opioid users as requiring two or more opioid 
prescriptions 2 or more months before surgery,” 
Dr. Kang told Urology Times.

Several factors linked to extended 

use

She said no surgical factors were found to be 
associated with additional opioid prescriptions 
filled postoperatively. However, several factors 
were associated with extended opioid use. Dr. 
Kang said the number of opiate prescriptions 
preoperatively and the number of days of opiate 
prescribed preoperatively were positively asso-
ciated with additional opiate prescription filled 
within 30 days and after 60 days postoperatively 
on univariate analysis. These associations were 
maintained even after the opiate variables were 
separately modeled with demographic factors, 
according to the authors.

“There is a little bit of variability in the way 
physicians are prescribing opioid medications, 
and so I think that not only do we have to educate 
our patients better but we as providers have to 
educate ourselves a little bit about what the issues 
are,” said Dr. Kang.UT

Cheryl Guttman Krader

UT Contributing Editor

SAN FRANCISCO—Discharging patients without 
opioids for pain control after undergoing outpa-
tient ureteroscopy (URS) with stent placement 
appears to be feasible, results of a pilot study show.

Conducted by urologists at the University 
of Vermont, Burlington, the research showed 
that with use of a decision algorithm for patient 
selection, adequate counseling, and availability 
of a prescription nonsteroidal anti-inflammatory 
drug (NSAID) to alleviate discomfort as needed 
postoperatively, nearly three-fourths of patients 
who underwent URS with stent placement were 
able to be discharged without any opioids.

Furthermore, when looking at the impact 
on outpatient resources (such as emergency 

department visits, telephone calls to clinic, and 
requests for pain medication refills) , those receiv-
ing non-opioids were not more likely to visit the 

emergency department for genitourinary-relat-
ed concerns (10% vs. 13%, p=.567). Additionally, 
those receiving non-opioids or no pain medica-
tion made significantly fewer telephone calls to 
the clinic for worrisome symptoms (21% vs. 45%, 
p=.0006) and made fewer requests for prescription 
pain medication refills (7% vs. 24%, p=.001).

Among the patients discharged without opi-
oids, approximately 15% did not use any pain 
medications postoperatively, and those who 
requested a refill for pain medications were 
prescribed only an NSAID, reported David W. 
Sobel, MD, who presented the findings at the 
2018 AUA annual meeting in San Francisco. The 
research was subsequently published in the Jour-
nal of Endourology (2018; 32:1044-9).

“We are very excited about these findings 
showing that patients can be safely and success-

Stented URS patients can be discharged without opioids
Recovery pathway encompasses pre-op counseling, post-op NSAID use

Age a predictor of filling opiate 
prescriptions post-URS
1 in 8 patients may require additional prescriptions within 30 days

Please see URS, on page 6

“We are very excited about 
these findings showing that 
patients can be safely and 
successfully discharged without 
opioids, and we encourage 

other urologists to 
join in the non-opioid 
revolution.”

DAVID W. SOBEL, MD
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Cheryl Guttman Krader

UT Contributing Editor 

SAN FRANCISCO—Implementation of a hos-
pital-wide clinical care protocol for managing 
obstructive pyelonephritis (OPN) and sepsis from 
stones shows potential for improving patient out-
comes, according to the experience of researchers 
at New York-Presbyterian Hospital, Columbia 
University Irving Medical Center, New York.

The protocol was developed as a collaborative 
project between the departments of urology and 
interventional radiology.

Although both retrograde ureteral stenting and 
percutaneous nephrostomy (PCN) tube inser-
tion are considered acceptable first-line options 
for intervention and there are no data to suggest 
either method has superior outcomes, the pro-
tocol takes into account some limited evidence 
that PCN tube placement could be a better initial 

approach in septic patients because it potentially 
requires less manipulation, fails less often, and 
can be performed with less need for general anes-
thesia, said Elisabeth M. Sebesta, MD, urology 
resident at Columbia, working with Ojas Shah, 
MD, and colleagues.

To evaluate effects of the protocol on patient 
outcomes, the investigators conducted a retro-
spective analysis of data collected from patients 

Protocol improves pyelonephritis/
sepsis management

fully discharged without opioids, and we encour-
age other urologists to join in the non-opioid rev-
olution,” said Dr. Sobel, urology resident at the 
University of Vermont.

“Our pragmatic trial is important because it 
demonstrates the feasibility of avoiding opioids in 
this common clinical scenario and can lend sup-
port to future explanatory trials,” senior author 
Kevan M. Sternberg, MD, told Urology Times.

“In addition, the knowledge that most patients 
can avoid opioids after ureteroscopy and stent 
placement combined with the known risks of 
opioids, even in small amounts and for short peri-
ods of time, may make a formal RCT difficult to 
justify,” said Dr. Sternberg, associate professor of 
surgery at the University of Vermont.

The study included 206 patients identified by 
retrospective chart review who underwent URS 
with stent placement between November 2016 
and March 2018. Eligibility for discharge without 
an opioid prescription was determined using an 
algorithm that excluded anyone with a history of 
URS requiring opioid pain medications, current 
opioid tolerance, or renal impairment (chron-
ic kidney disease [CKD] stage ≥II). Of the 206 
patients, 151 patients (73%) were discharged with-
out opioid medications based on those criteria.

“In a multivariate analysis, we identified that 
higher body mass index, CKD, and fibromyal-
gia were independently associated with receipt 
of opioids. These findings are not surprising 
considering that patients were selected for the 
opioid group if they had CKD or chronic pain,” 
Dr. Sobel said.

How pathway works

All patients at the University of Vermont Med-
ical Center undergoing URS with stent place-

ment are managed using an “enhanced stent 
recovery pathway” that aims to minimize opioid 
use. Preoperatively, patients are counseled about 
the reasons for placing a stent, what to expect 
in terms of stent removal and symptoms, using 
an NSAID to alleviate postsurgical discomfort, 
and worrisome signs that should prompt a call 
to the clinic.

Intraoperatively, all patients without contrain-
dication are given intravenous and postoperative 

medications that include acetaminophen, 1,000 
mg every 6 hours as needed; tamsulosin (Flomax), 
0.4 mg once per day; and phenazopyridine, 200 
mg three times per day. Patients discharged 
without an opioid prescription are prescribed 
diclofenac, 50 mg to be used twice daily as need-
ed for up to 4 days, and they are counseled to try 
switching to ibuprofen thereafter.

In the interest of investigating and identify-
ing alternatives to opioids for managing ureteral 
stent symptoms, the University of Vermont urol-
ogists have created the Consortium for Ureteral 
Stent Pain (www.stentpain.org), through which 
they aim to enlist the collaboration of urolo-
gists, other researchers, patients, industrial 
designers, and industry partners. As part of 
the consortium, they have made available an 
open-source toolkit including the enhanced 
stent recovery pathway for enabling patient 
discharge without opioids.

The toolkit includes information on preoper-
ative counseling, the treatment decision algo-
rithm, discharge instructions, and the postoper-
ative medication regimen along with a template 
for tracking outcomes.UT

URS
continued from page 5

Please see PYELONEPHRITIS, on page 7

TABLE OPIOID USE AND OUTPATIENT RESOURCE UTILIZATION POST-URS

Patients receiving 
non-opioids or no 
pain medication

Patients receiv-
ing opioids p-value

Emergency department visits for 
genitourinary-related concerns

10% 13% .567

Telephone calls to the clinic for 
worrisome symptoms

21% 45% .0006

Refill requests for pain medica-
tions

7% 24% .001

Source: David W. Sobel, MD, and Kevan M. Sternberg, MD

“Our pragmatic trial is important 
because it demonstrates the 
feasibility of avoiding opioids in 
this common clinical scenario 

and can lend support 
to future explanatory 
trials.”

KEVAN M. STERNBERG, MD

Stone patients with OPN undergo PCN unless they have a coagulopathy or no hydronephrosis

http://www.stentpain.org
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presenting in the 12 months before and after its 
implementation, which occurred in May 2016. 
The number of patients seen in the pre- and 
post-protocol periods was similar (43 and 40, 
respectively), and the two groups had similar 
demographics and clinical presentations.

In a study presented at the 2018 AUA annu-
al meeting in San Francisco, the investigators 
reported that utilization of PCN tubes increased 
after implementation of the protocol compared 
with the preceding 12 months (38% vs. 21%, 
p=.09). The comparison between the two peri-
ods also showed a significant reduction in mean 
time to intervention following protocol imple-
mentation (312 vs. 450 min, p=.05). There was a 
nonsignificant decrease in mean hospital length 
of stay by about 1 day (4.3 vs. 5.2 days, p=.42), and 
a similar number of patients required intensive 
care unit admission after intervention (22.5% vs. 
16.3%, p=.47). There were no patient deaths in 
the post-protocol cohort, while during the pre-
ceding year, one patient died after retrograde 
stenting.

Interdepartmental collaboration key

“Obstructive pyelonephritis with sepsis requires 
urgent intervention with ureteral stenting or 
PCN. Only a few studies have compared PCN 
and ureteral stenting for management of patients 
with OPN and sepsis. We feel that minimizing 
the time to intervention may be the most critical 

factor for getting the best out-
come, and so we collaborated 
with the department of inter-
ventional radiology to devel-
op a pathway to expedite and 
streamline patient evaluation 
and management,” Dr. Sebesta 
said.

“Our initial experience shows 
that we were successful, which 
we believe is due to engaging 
both departments in the care 
of these complex and acutely ill 
patients. By having both teams 
available and ready to intervene 
in this critical clinical scenario, 
we are hoping that our overall 
outcomes continue to improve 
for these patients.”

Speaking to Urology Times, 
Dr. Sebesta suggested that the 
protocol works well because 
decision points are based 
on clear and simple metrics. 
Patients presenting with OPN 
from stones preferentially 
undergo PCN unless they are 
without hydronephrosis or have 
a coagulopathy prohibiting safe 
PCN placement.

“According to the protocol, 
however, urologists remain the 
gatekeeper and can opt to place 
a retrograde stent if they feel 
it will be safer or faster,” Dr. 
Sebesta said.

The investigators noted that 
to their knowledge, few if any 
institutions have established 
a care pathway such as theirs 
for patients with OPN and 
sepsis due to stones. Based on 
their positive experience and 
outcomes, they believe others 
should consider implementing 
something similar to improve 
and expedite patient care.

“Additionally, an approved 

protocol prevents the debate that can occur 
between the two specialties (urology and inter-
ventional radiology) involved in the care of these 
patients,” Dr. Sebesta said.

Going forward, Dr. Sebesta and colleagues are 
analyzing their data to see if they can identify an 
interventional time frame for optimizing patient 
outcomes.

“There is no data to suggest a time threshold for 
intervention with PCN or stenting. We hope we 
might gain some insight on this issue by looking 
at our data,” Dr. Sebesta told Urology Times.UT

PYELONEPHRITIS
continued from page 6 “By having both [urology 

and interventional radiology 
departments] available and ready 
to intervene in this critical clinical 
scenario, we are hoping that 

our overall outcomes 
continue to improve 
for these patients.”

ELISABETH M. 

SEBESTA, MD

FIGURE / Effect of OPN/sepsis 

protocol on time to intervention

Source: Elisabeth M. Sebesta, MD
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SAN FRANCISCO—Super-mini percutaneous 
(SMP) nephrolithotomy may have some advan-
tages over retrograde intrarenal surgery (RIRS) 
when treating 1- to 2-cm lower pole renal calculi, 
according to a comparative study.

At the 2018 AUA annual meeting in San Fran-
cisco, Chinese investigators reported that SMP 
appears to provide an overall significantly higher 
stone-free rate and lower auxiliary rate compared 
to RIRS in the treatment of 1- to 2-cm lower pole 
renal calculi.

The authors found no significant differences in 
surgical time and hospital stay between the two 
groups. However, the study demonstrated RIRS 
was advantageous in terms of hemoglobin drop 
rates and postoperative pain scores.

“We found that for the stones located in the 
lower pole that are 1 to 2 centimeters, both SMP 
and RIRS are safe and effective treatments. SMP 
will have a higher clearance,” said Yang Liu, 

MD, who is with the First Affiliated Hospital of 
Guangzhou Medical University, China.

Dr. Liu, who presented the findings at the 
meeting, said both percutaneous nephrolithoto-
my and RIRS are currently recommended for the 
treatment of 1- to 2-cm lower pole renal calculi. 
However, he said the optimal treatment option 
has not been thoroughly evaluated. He and his 
colleagues conducted a multinational, multicenter 
prospective randomized comparison of SMP and 
RIRS for the treatment of 1- to 2-cm lower pole 
renal calculi and examined the safety and efficacy 
of the two procedures (NCT02519634).

The authors enrolled 153 patients at nine Asian 
centers and one European center. All the par-
ticipants were treated between August 2015 and 
March 2017. The primary outcomes were one-ses-
sion stone-free rate and stone-free rate at 1-month 
postoperatively. For this investigation, the second-
ary outcomes analyses included blood loss, oper-
ating times, postoperative pain scores, auxiliary 
procedures, complications, and hospital stay.

Stone-free rates compared

The authors found that the stone-free rate was 

significantly higher in the SMP group compared 
to the RIRS group. The one-session stone-free 
rate was 94.8% in the SMP group and 75.0% 
in the RIRS group (p=.001). The overall stone-
free rate was 97.4% 1-month postoperatively in 
the SMP group and 84.2% in the RIRS group 
(p=.005).

“We have been studying this technology for 
more than 5 years. This is the third generation 
of this technology,” Dr. Liu said in an interview 
with Urology Times. “We want to recommend this 
new technology to urologists because it would be 
highly efficient and safe.”

The auxiliary rate was found to be lower in 
the SMP group (p=.001), but RIRS was found 
to be superior in terms of lower hemoglobin 
drop (p<.001). In addition, RIRS was found to 
result in better postoperative pain scores at 6 
hours (p=.001), 24 hours (p=.004), and 48 hours 
(p=.043). The study also showed that the com-
plication rates between the two groups were 
similar.

“We think this technology is something that 
will be very popular in the future. It is promising,” 
Dr. Liu said.UT

TABLE SUPER-MINI PCNL VS. RIRS: STONE-FREE RATES COMPARED

Super-mini PCNL RIRS p-value

One-session stone-free rate 94.8% 75.0% .001

Overall stone-free rate 97.4% 84.2% .005

Source: Yang Liu, MD

Super-mini PCNL confers higher 
stone-free rate vs. RIRS
Retrograde technique shows lower hemoglobin drop, less post-op pain

“We found that for the stones 
located in the lower pole that 
are 1 to 2 centimeters, both SMP 
and RIRS are safe and effective 
treatments. SMP will have a 
higher clearance.”

YANG LIU, MD

John Schieszer

UT Correspondent 

SAN FRANCISCO—Pretreatment for 14 days with 
tolterodine (Detrol) and tamsulosin (Flomax) did 
not appear to relieve ureteral stent symptoms 
better than tamsulosin alone as measured by the 
validated Ureteral Stent Symptom Questionnaire 
(USSQ), say the authors of a recent study.

Stent symptoms are a significant problem in 
patients undergoing endoscopic stone surgery, 
but the optimal medical therapy to address this 
issue has yet to be defined, according to the 
authors.

The researchers were disappointed with their 
findings and report that this further validates 
the principle that this class of medications has a 
limited clinical impact on patients with ureteral 

stent symptoms. They concluded that other alter-
natives should be pursued.

“We are potentially exposing patients to 
some degree of side effects and costs,” said study 
investigator John Roger Bell, MD, assistant pro-
fessor of urology at the University of Kentucky, 
Lexington.

The authors previously looked at the use of 
tolterodine to relieve ureteral stent symptoms in 
a randomized controlled trial, but the findings 
were disappointing and showed no significant 
benefit (J Urol 2016; 195:385-90). For this cur-
rent investigation, which was presented at the 
2018 AUA annual meeting in San Francisco, the 
authors theorized that pretreatment with toltero-
dine could improve outcomes by allowing toltero-

Tolterodine pretreatment fails 
to improve stent symptoms
14-day regimen not beneficial, validated questionnaire results indicate

Please see STENT, on page 9



JANUARY 2019 ∣ Urology Times ∣ 9

Clinical Updates 

Wayne Kuznar

UT Correspondent 

MUNICH—A combination of 
the immune checkpoint block-
er avelumab (Bavencio) plus the 
tyrosine kinase inhibitor axitinib 
(Inlyta) significantly improved 
progression-free survival (PFS) 
compared with sunitinib (Sutent) 
in previously untreated patients 
with advanced renal cell carcino-
ma (RCC) in a pivotal phase III study.

The improvement in median PFS was 
observed in patients regardless of PD-L1 sta-
tus and in all prognostic groups, said Robert J. 
Motzer, MD, lead investigator of the JAVELIN 
Renal 101 study. The findings were presented at 
the 2018 European Society for Medical Oncol-

ogy annual congress in Munich.
“The efficacy benefit and the 

favorable safety profile support 
aveluamb plus axitinib as a new 
first-line standard of care for 
advanced RCC. This is the first 
phase III trial of a checkpoint 
inhibitor combined with a tyro-
sine kinase inhibitor, not only 
in advanced RCC but across all 
malignancies,” said Dr. Motzer, 
medical oncologist and Jack and 

Dorothy Byrne Chair in Clinical Oncology at 
Memorial Sloan Kettering Cancer Center, New 
York.

The 39% relative improvement (p<.0001) per 
independent review committee (IRC) in PFS 
favoring avelumab plus axitinib over sunitinib 
in the PD-L1-positive group was “robust,” Dr. 
Motzer said. In the overall study cohort, median 
PFS per IRC in patients irrespective of PD-L1 
expression was improved by 31% in the combina-
tion arm relative to the sunitinib arm (p=.0001).

JAVELIN Renal 101 was an open-label ran-
domized trial. Key eligibility criteria included 
treatment-naïve advanced RCC with a clear cell 
component, one or more measurable lesions as 
defined by RECIST v1.1, tumor tissue available 
for PD-L1 staining, and an ECOG performance 
status of 0 or 1.

“There’s a strong rationale for combining ave-
lumab plus axitinib. In addition to antiangiogenic 

effects, vascular endothelial growth factor recep-
tor (VEGFR) blockade by axitinib has immu-
nomodulatory effects. Simultaneous inhibition 
of PD-1/PD-L1 axis and VEGFR/VEGF had 
synergistic antitumor effects in preclinical mod-
els,” Dr. Motzer said.

The study randomized 866 patients, includ-
ing 560 (63%) with PD-L1-positive tumors. The 
treatment arms were balanced with regard to 
baseline characteristics, and the PD-L1-positive 
and overall population were similar by the same 
characteristics. About two-thirds of the study 
cohort in each arm were intermediate/poor risk 
by IMDC prognostic risk and MSKCC prognos-
tic risk. About 60% of the patients were enrolled 
in the United States.

A total of 442 patients were randomized to ave-
lumab, 10 mg/kg intravenously every 2 weeks, in 
combination with axitinib, 5 mg orally twice daily. 
The comparator group of 444 patients was ran-
domized to sunitinib, 50 mg orally once a day on 
a schedule of 4 weeks on followed by 2 weeks off.

The two primary endpoints were PFS 
by RECIST v1.1 per IRC in patients with 
PD-L1-positive tumors and overall survival (OS) 
in the PD-L1-positive group.

13.8 months median survival

After a median follow-up of 9.9 months in the 
combination arm and 8.4 months in the sunitinib 
arm, median PFS was 13.8 versus 7.2 months, 

dine to attain a steady state concentration prior 
to the insertion of the ureteral stent.

They conducted a double-blind, placebo-con-
trolled trial in which patients were randomized 
to undergoing ureteroscopy and receiving tam-
sulosin plus tolterodine (combination therapy) 
or to tamsulosin plus placebo (monotherapy). 
The medical therapies were given 14 days prior 
to stent insertion and continued for 7 days post-
operatively.

The study included patients undergoing 
uncomplicated ureteroscopy for urinary stone 
disease, and individuals were excluded if they 
were unable to take anticholinergics. In addition, 
patients were excluded if they already were tak-
ing anticholinergic medications for lower urinary 
tract symptoms.

The primary outcome for the study was the 

USSQ score. The USSQ was assessed at time 
of enrollment, day of surgery, day after surgery, 
last day of medication or day of stent removal, 
and day after stent removal. The authors added 
domain scores for each patient and compared 
the two groups.

“Until we come up with a more targeted or 
better therapy, this is what people are using,” 
said Dr. Bell. “Yet, it may be providing little 
benefit.”

The authors were hoping to enroll 100 patients 
and have data on at least 75. However, to date only 
74 patients were enrolled and 43 were included in 
the final analysis. Dr. Bell said he does not expect 
that the trends would have changed significantly 
if the cohort had been larger.

No difference between groups

“When evaluating these patients’ symptoms 
based on the USSQ questionnaire, we found no 
difference between the groups,” Dr. Bell said in 
an interview with Urology Times. “Currently, we 

have the trial on hold.”
Unfortunately, there are no proven effective 

medical therapies to provide patients who are 
undergoing endoscopic stone surgery, he said. 
The current approach is simply a matter of tai-
loring treatment to each patient based on their 
individual symptoms.

“We need to keep evaluating why patients have 
stent symptoms. We don’t really have a good 
answer for that yet,” said Dr. Bell.

Dr. Bell is a consultant for Boston Scientific 
and a speaker for Cook Medical.UT

Please see RCC, on page 10

“When evaluating these patients’ 
symptoms based on the USSQ 
questionnaire, we found no 
difference between the groups.”

JOHN ROGER BELL, MD

STENT
continued from page 8

RCC combo therapy significantly improves PFS

KIDNEY CANCER / Findings support treatment as new first-line standard of care

Median PFS was 

13.8 months in the 

combination arm 

versus 7.2 months 

in the sunitinib 

arm (HR=0.61; 

p<.0001) in patients 

with PD-L1-positive 

tumors.

“The efficacy benefit and the 
favorable safety profile support 
aveluamb plus axitinib as a new 

first-line standard of 
care for advanced 
RCC.”

ROBERT J. MOTZER, MD
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respectively (HR=0.61; p<.0001) in the patients 
with PD-L1-positive tumors.

After a median follow-up of 10.8 months in the 
combination arm and 8.6 months in the sunitinib 
arm, median PFS per IRC, a secondary endpoint, 
in patients irrespective of PD-L1 expression 
was 13.8 versus 8.4 months (HR=0.69; p=.0001) 
respectively.

Investigator assessment of PFS was a secondary 
endpoint.

“The findings were consistent with those of the 
IRC in showing a strong benefit for aveluamb plus 
axitinib in both the PD-L1-positive group and in 
the overall population,” Dr. Motzer said. The HR 
was 0.51 (p<.0001) in favor of the combination in 
the PD-L1-positive group.

By IRC review, the confirmed objective 
response rates were 55.2% in the avelumab/
axitinib arm and 25.5% in the sunitinib arm.

“The complete response rate of 4% [with 
combination therapy] is anticipated to increase 
as the follow-up of responders becomes longer, 
since 73% of objective responders continue on 
study with an ongoing response,” Dr. Mot-
zer said. In 149 responding patients who were 
PD-L1-positive, the median time to response 
was 1.6 months.

“The OS data at this point are immature and 
the interpretation is inconclusive,” he said. Medi-

an OS has not been reached in either treatment 
arm (overall population), with a median follow-up 
of 12 months.

The hazard ratio for PFS favored the combi-
nation in all subgroups examined, including the 
PD-L1-negative subgroup and across each cate-
gory of risk per IMDC and MSKCC.

About 50% in either arm had a grade 3 adverse 
event. The proportion with a grade 4 adverse 
event was 4% in the combination arm and 7% 
in the sunitinib arm. Hepatic toxicity was low 
in both groups. The proportion with adverse 
events leading to discontinuation of study drug 
was 4% in the combination arm and 8% in the 
suntinib arm. Immune-related adverse events 
occurred in 38% of the combination arm (8% 
were grade 3), including 21% with hypothy-
roidism.

Although the tolerability of the combination 
is impressive, to know whether it’s better than 
sequencing therapies must await the OS and 
quality-of-life data, said invited discussant Victor 
Grünwald, MD, PhD, professor for interdisci-
plinary genitourinary oncology at West German 
Cancer Center, Essen.

“I do believe that there is a niche in favor-
able-risk patients for this specific combination, 
and it could be a standard of care for patients with 
favorable risk,” he said.

Pfizer sponsored the study. Dr. Motzer has a 
financial interest in Pfizer, Bristol-Myers 
Squibb, Novartis, Eisai, Exelixis, Genentech/
Roche, and Merck. Several of his co-authors 

have disclosures related to one or more pharma-
ceutical  companies.UT

RCC
continued from page 9
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MUNICH—Markers of bone 
metabolism improved in men 
with metastatic castration-refrac-
tory prostate cancer (mCRPC) 
who received radium-223 (Xofi-
go) in addition to enzalutamide 
(XTANDI) compared with 
enzalutamide alone.

In a phase II trial, a suggestion of improved 
PSA progression-free survival (PFS) was also 
observed with the combination, reported Ben-
jamin L. Maughan, MD, PharmD, at the 2018 
European Society for Medical Oncology annual 
congress in Munich.

The data provide a rationale for combining the 
agents in men with progressive mCRPC, said Dr. 
Maughan, assistant professor of medical oncolo-
gy at Huntsman Cancer Institute, University of 
Utah, Salt Lake City.

Radium-223 dichloride is a 
radioisotope that emits cytotoxic 
alpha particles with a high affin-
ity for the bone matrix. It was 
approved by the FDA in 2013 for 
the treatment of metastatic pros-
tate cancer to bone in the absence 
of visceral metastases on the basis 
of the phase III ALSYMPCA tri-
al, which showed an overall sur-
vival (OS) benefit with the use of 

the radioisotope.
Data from the phase II study presented here 

build upon the safety data from the same trial 
presented earlier, at the 2018 American Society 
of Clinical Oncology annual meeting in Chicago.

“We showed that the combination of enzalut-
amide plus radium was no more toxic than you 
would expect with enzalutamide alone in terms of 
noncytopenia toxicities and cytopenia compared 
with radium-223 as seen in the ALSYMPCA tri-
al. That’s what we benchmarked it against,” Dr. 

Maughan told Urology Times. “We also noted that 
there was no increased fractures with radium-223; 
in fact, there were no fractures in either arm with 
up to 12.1 months of follow-up in this study.”

As part of the study, levels of bone formation 
markers were measured in sera collected at base-
line and at the end of treatment or until disease 
progression or unacceptable toxicities. A total of 
49 men were recruited for the study; 35 received 
radium-223 at a standard dosage (six treatments of 
55 kBq/kg IV every 4 weeks) plus enzalutamide, 
160 mg/day, and 14 received enzalutamide alone.

Patients included had histologically docu-
mented castration-resistant adenocarcinoma 
of the prostate and life expectancy ≥6 months. 
They had metastatic disease as evidenced by both 
lymphadenopathy and bony metastases or just 
bony metastases on baseline bone scan and/or 
computed tomography scan or magnetic reso-
nance imaging of the abdomen and pelvis.

With the exception of one patient in each arm, 

Bone marker data support mCRPC combination Tx

PROSTATE CANCER / Data suggest radium-223 plus enzalutamide may improve PFS

The ratio of N-te-

lopeptide in the 

radium-223 plus 

enzalutamide 

group relative to 

the enzalutamide 

alone arm was 0.61 

(p<.001).

Source: Robert J. Motzer, MD 
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Men with Gleason score 9-10 prostate cancer may 
derive a smaller survival benefit from androgen 
deprivation therapy (ADT) compared with those 
with Gleason 8 disease.

However, in individuals with Gleason 8 prostate 
cancer, ADT is associated with an approximately 
20% decrease in all-cause mortality. These are 
among the findings of a new analysis presented at 
the 2018 American Society for Radiation Oncolo-
gy annual meeting in San Antonio and published 
in European Urology (2019; 75:35-41).

The authors conducted a retrospective study 
of more than 20,000 men from the National 
Cancer Database (NCDB). All individuals had 
localized or locally advanced Gleason 8-10 pros-
tate cancer and received external beam radiation 
therapy (EBRT) between 2004 and 2012. In this 
cohort, 78% of men with Gleason 8 disease (9,509 
of 2,160) and 87% of men with Gleason 9-10 dis-
ease (6,908 of 7,979) received ADT. The authors 
aimed to examine the association between ADT 
and overall survival for those with a Gleason score 
of 8 (Grade Group 4) versus those with a Gleason 
score of 9-10 (Grade Group 5).

Researchers from Harvard Medical School and 
the Harvard Radiation Oncology Program in 
Boston, including David Yang, MD, and Paul L. 
Nguyen, MD, and colleagues conducted a retro-
spective study of more than 20,000 men from the 
National Cancer Database (NCDB). All individu-
als had localized or locally advanced Gleason 8-10 
prostate cancer and received external beam radia-
tion therapy (EBRT) between 2004 and 2012. In 
this cohort, 78% of men with Gleason 8 disease 
(9,509 of 2,160) and 87% of men with Gleason 
9-10 disease (6,908 of 7,979) received ADT.

The authors aimed to examine the associ-
ation between ADT and overall survival for 
those with a Gleason score of 8 (Grade Group 
4) versus those with a Gleason score of 9-10 
(Grade Group 5).

After conducting a multivariable analysis, the 
authors found that ADT was associated with a 
significant improvement in overall survival in 
patients with a Gleason score of 8 (adjusted hazard 
ratio [HR], 0.78), but not for those with a Gleason 
score of 9-10 (adjusted HR, 0.96). In addition, a 
higher Gleason score (8, 9, or 10) was associated 
with a decreasing benefit from ADT. However, 
the authors cautioned that the study is limited 
by the relatively short follow-up of a median of 
4.0 years.

Intensification of therapy 

recommended for Gleason 9-10

Based on the results of the study, intensification of 
therapy should be considered for prostate cancer 
patients with a Gleason score of 9-10, the authors 
concluded. They also encourage enrollment of 
such patients in clinical trials or potentially 
adding novel antiandrogens or docetaxel (Tax-
otere). Both of these therapies have been shown 
to be effective in castration-resistant and castra-
tion-sensitive settings, according to the authors.

Neil Desai, MD, assistant professor of radiation 
oncology at the Harold C. Simmons Comprehen-
sive Cancer Center at UT Southwestern Medical 
Center in Dallas, said this is a provocative study 
that contradicts the commonly held belief that 
ADT improves outcomes in high-grade prostate 
cancer, irrespective of specific grade.

In an interview, Dr. Desai said that these find-
ings also speak to the long-held concern that very 
high-grade Gleason 9-10 patients on the verge 
of complete de-differentiation may no longer 
be androgen dependent for the prostate cancer 
progression, diminishing, if not eliminating, the 
benefit of ADT. However, multiple randomized 
controlled trials would be required to change 
clinical practice, he said.

Dr. Desai, who was not involved with the 
research, also cautioned about the caveats of a 
population database analysis like this one.

“This study should provoke post-hoc analysis 
of completed trials of high-grade prostate cancer 
undergoing ADT plus radiation therapy to ascer-
tain whether this lack of benefit for Gleason 9-10 
can be validated, or whether it is just a statistical 
anomaly of NCDB due to unaccounted-for con-
founders, as has been seen in more cases than not 
with NCDB analyses,” Dr. Desai said.UT

Gleason score associated with ADT efficacy
Patients with Gleason 9-10 PCa derive smaller survival benefit vs. Gleason 8

all patients were treated with bone-modifying 
agents such as zoledronic acid for the duration 
of the study.

Bone markers improved

The ratio of N-telopeptide in the radium-223 
plus enzalutamide group relative to the enzalut-
amide alone arm, the primary objective, was 0.61 
(p<.001). Other bone metabolism markers were 
also significantly improved in the combination 
arm, including bone-specific alkaline phospha-
tase (ratio: 0.38; p<.001) and procollagen intact 
N-terminus (ratio: 0.52; p<.001). The level of 

C-telopeptide was also lower in the combination 
arm versus enzalutamide alone, but the difference 
narrowly missed significance (ratio: 0.61; p=.06).

The change in morphine use from baseline 
was similar in each group. Improvement in bone 
metabolism markers was shown in a prior SWOG 
trial (PMID 24565955) to correlate with OS, Dr. 
Maughan noted.

PSA50 and PSA90 response rates were numeri-
cally greater in the radium-223/enzalutamide arm 
versus enzalutamide alone but these were not sta-
tistically significant (67% vs. 33%; p=.082; and 
48% vs. 17%; p=.083, respectively). The median 
PSA PFS at 1 year was longer in the combina-
tion arm (HR=0.62; p=.27), though it was also 
not statistically significant. No difference in OS 
emerged at 1 year.

“Bone markers have been associated with 
OS, specifically with radium therapy and other 
bone-directed therapies,” said Dr. Maughan. “OS 
data are not mature yet. We didn’t necessarily 
expect it to be. First, this was a very small study 
so it would be difficult to demonstrate a difference 
in OS but also it’s a relatively short follow-up” for 
this specific patient population.

The data suggest potential additive efficacy 
between radium and enzalutamide that account 
for the PSA PFS difference between the two 
arms, he added.

These data gathered from this phase II study 
will be validated by an ongoing phase III study 
comparing radium-223 plus enzalutamide with 
enzalutamide alone (NCT02194842).

Bayer provided funding for the study.UT

MCRPC
continued from page 10

“At best, this study should 
provoke post-hoc analysis of 
completed trials of high-grade 
prostate cancer undergoing 
ADT plus radiation therapy to 
ascertain whether this lack of 
benefit for Gleason 9-10 can 
be validated, or whether it is 
just a statistical anomaly of 
NCDB due to unaccounted-for 
confounders, as has been seen 
in more cases than not with 
NCDB analyses.”

NEIL DESAI, MD



*PSA level ≥ 2 ng/mL with at least 2 consecutive rises despite castrate testosterone levels (≤ 50 ng/dL).2-4

Indication and Important Safety Information

Regardless of metastatic status, XTANDI offers your patients with castration-resistant prostate 
cancer (CRPC) the confi dence of proven effi cacy when PSA is rising* during LHRH therapy.†1

METS? NO METS? START XTANDI.

Indication
XTANDI (enzalutamide) is indicated for the treatment of patients with 
castration-resistant prostate cancer (CRPC).

Important Safety Information
Warnings and Precautions
Seizure occurred in 0.4% of patients receiving XTANDI in clinical studies. 
In a study of patients with predisposing factors for seizure, 2.2% of 
XTANDI-treated patients experienced a seizure. Patients in the study had 
one or more of the following pre-disposing factors: use of medications 
that may lower the seizure threshold; history of traumatic brain or head 
injury, cerebrovascular accident or transient ischemic attack, Alzheimer’s 
disease, meningioma, or leptomeningeal disease from prostate cancer, 
unexplained loss of consciousness within the last 12 months, history 
of seizure, presence of a space occupying lesion of the brain, history of 
arteriovenous malformation, or history of brain infection. It is unknown 
whether anti-epileptic medications will prevent seizures with XTANDI. 
Advise patients of the risk of developing a seizure while taking XTANDI 
and of engaging in any activity where sudden loss of consciousness could 
cause serious harm to themselves or others. Permanently discontinue 
XTANDI in patients who develop a seizure during treatment.

Posterior Reversible Encephalopathy Syndrome (PRES)  
In post approval use, there have been reports of PRES in patients receiving 
XTANDI. PRES is a neurological disorder which can present with rapidly 
evolving symptoms including seizure, headache, lethargy, confusion, 
blindness, and other visual and neurological disturbances, with or without 
associated hypertension. A diagnosis of PRES requires confi rmation by 
brain imaging, preferably MRI. Discontinue XTANDI in patients who 
develop PRES.

Hypersensitivity reactions, including edema of the face (0.5%), 
tongue (0.1%), or lip (0.1%) have been observed with XTANDI in clinical 
trials. Pharyngeal edema has been reported in post-marketing cases. 

Advise patients who experience any symptoms of hypersensitivity 
to temporarily discontinue XTANDI and promptly seek medical care. 
Permanently discontinue XTANDI for serious hypersensitivity reactions. 

Ischemic Heart Disease  In the placebo-controlled clinical studies, 
ischemic heart disease occurred more commonly in patients on the 
XTANDI arm compared to patients on the placebo arm (2.7% vs 1.2%). 
Grade 3-4 ischemic events occurred in 1.2% of patients on XTANDI versus 
0.5% on placebo. Ischemic events led to death in 0.4% of patients on 
XTANDI compared to 0.1% on placebo. Monitor for signs and symptoms 
of ischemic heart disease. Optimize management of cardiovascular risk 
factors, such as hypertension, diabetes, or dyslipidemia. Discontinue 
XTANDI for Grade 3-4 ischemic heart disease.

Falls and Fractures  In the placebo-controlled clinical studies, falls 
occurred in 10% of patients treated with XTANDI compared to 4% 
of patients treated with placebo. Fractures occurred in 8% of patients 
treated with XTANDI and in 3% of patients treated with placebo. Evaluate 
patients for fracture and fall risk. Monitor and manage patients at risk for 
fractures according to established treatment guidelines and consider use 
of bone-targeted agents.

Embryo-Fetal Toxicity  Safety and effi cacy of XTANDI have not been 
established in females. XTANDI can cause fetal harm and loss of pregnancy 
when administered to a pregnant female. Advise males with female partners 
of reproductive potential to use effective contraception during treatment 
with XTANDI and for 3 months after the last dose of XTANDI. XTANDI 
should not be handled by females who are or may become pregnant.

Adverse Reactions
The most common adverse reactions (≥ 10%) that occurred more 
frequently (≥ 2% over placebo) in the XTANDI patients from the 
randomized placebo-controlled trials were asthenia/fatigue, decreased 
appetite, hot fl ush, arthralgia, dizziness/vertigo, hypertension, headache 
and weight decreased. In the bicalutamide-controlled study, the most
common adverse reactions (≥ 10%) reported in XTANDI patients
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common adverse reactions (≥ 10%) reported in XTANDI patients



© 2019 Astellas Pharma US, Inc. and Pfizer Inc. All rights reserved.  
Printed in USA. 076-4062-PM 1/19  
XTANDI, Astellas, and the flying star logo are registered trademarks of Astellas Pharma Inc.

Castration-resistant prostate cancer is defined as disease progression on androgen deprivation therapy (LHRH therapy or prior bilateral orchiectomy).8

CI, confidence interval; HR, hazard ratio; LHRH, luteinizing hormone-releasing hormone; NR, not reached; PSA, prostate-specific antigen.

†Or after bilateral orchiectomy.1

‡  Estimate based on US sales and data usage from September 2012 to October 2018.5

§ The primary endpoint of the study was metastasis-free survival, defined as the time from randomization to whichever of the following occurred first: 1) loco-regional and/or distant radiographic 
progression per BICR (blinded independent central review); or 2) death up to 112 days after treatment discontinuation without evidence of radiographic progression.1

Visit XtandiHCP.com for clinical trial results

were asthenia/fatigue, back pain, musculoskeletal pain, hot flush, 
hypertension, nausea, constipation, diarrhea, upper respiratory tract 
infection, and weight loss. 

In the placebo-controlled study of metastatic CRPC (mCRPC) patients 
taking XTANDI who previously received docetaxel, Grade 3 and higher 
adverse reactions were reported among 47% of XTANDI patients and 
53% of placebo patients. Discontinuations due to adverse events were 
reported for 16% of XTANDI patients and 18% of placebo patients. In 
the placebo-controlled study of chemotherapy-naïve mCRPC patients, 
Grade 3-4 adverse reactions were reported in 44% of XTANDI patients 
and 37% of placebo patients. Discontinuations due to adverse events 
were reported for 6% of both study groups. In the placebo-controlled 
study of non-metastatic CRPC (nmCRPC) patients, Grade 3 or higher 
adverse reactions were reported in 31% of XTANDI patients and 23% of 
placebo patients. Discontinuations with an adverse event as the primary 
reason were reported for 9% of XTANDI patients and 6% of placebo 
patients. In the bicalutamide-controlled study of chemotherapy-naïve 
mCRPC patients, Grade 3-4 adverse reactions were reported in 39% of 
XTANDI patients and 38% of bicalutamide patients. Discontinuations 
with an AE as the primary reason were reported for 8% of XTANDI 
patients and 6% of bicalutamide patients.

Lab Abnormalities:  In the two placebo-controlled trials in patients 
with mCRPC, Grade 1-4 neutropenia occurred in 15% of XTANDI 
patients (1% Grade 3-4) and 6% of placebo patients (0.5% Grade 
3-4). In the placebo-controlled trial in patients with nmCRPC, Grade 1-4 
neutropenia occurred in 8% of patients receiving XTANDI (0.5% Grade 
3-4) and in 5% of patients receiving placebo (0.2% Grade 3-4).

Hypertension:  In the two placebo-controlled trials in patients with 
mCRPC, hypertension was reported in 11% of XTANDI patients and  
4% of placebo patients. Hypertension led to study discontinuation in  
< 1% of patients in each arm. In the placebo-controlled trial in patients 
with nmCRPC, hypertension was reported in 12% of patients receiving 
XTANDI and 5% of patients receiving placebo.

Drug Interactions
Effect of Other Drugs on XTANDI  Avoid strong CYP2C8 inhibitors, 
as they can increase the plasma exposure to XTANDI. If  
co-administration is necessary, reduce the dose of XTANDI.

Avoid strong CYP3A4 inducers as they can decrease the plasma exposure 
to XTANDI. If co-administration is necessary, increase the dose of XTANDI.

Effect of XTANDI on Other Drugs  Avoid CYP3A4, CYP2C9, and 
CYP2C19 substrates with a narrow therapeutic index, as XTANDI 
may decrease the plasma exposures of these drugs. If XTANDI is co-
administered with warfarin (CYP2C9 substrate), conduct additional  
INR monitoring.

Please see adjacent pages for Brief Summary of Full 
Prescribing Information.
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XTANDI significantly prolonged metastasis-free survival§ in patients with nonmetastatic CRPC and significantly 
extended overall survival and radiographic progression-free survival in patients with metastatic CRPC1

Nonmetastatic CRPC: Median metastasis-free survival was  
3 years (36.6 months [95% CI, 33.1-NR]) with XTANDI + LHRH  
therapy† vs 14.7 months (95% CI, 14.2-15.0) with placebo + LHRH 
therapy† (HR = 0.29 [95% CI, 0.24-0.35]; P < 0.0001).1

•   As seen in the PROSPER trial: a multinational, randomized, double-
blind phase 3 trial that enrolled 1401 patients with nonmetastatic CRPC 
who progressed on LHRH therapy†. Eligibility criteria included PSA doubling 
time ≤ 10 months and no prior chemotherapy1,3,6

Metastatic CRPC: 23% reduction in the risk of death with XTANDI + 
LHRH therapy† vs placebo + LHRH therapy† (HR = 0.77 [95% CI, 0.67-
0.88]) and 83% reduction in the risk of radiographic progression or  
death vs placebo + LHRH therapy† (HR = 0.17 [95% CI, 0.14-0.21];  
P < 0.0001).1

•   As seen in the PREVAIL trial: a multinational, randomized, double-blind 
phase 3 trial that enrolled 1717 patients with metastatic CRPC who progressed 
on LHRH therapy†. Eligibility criteria included no prior chemotherapy1,7

HAVE BEEN PRESCRIBED XTANDI—AND COUNTING5

120,000 PATIENTS
‡
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XTANDI® (enzalutamide) capsules for oral use  
Initial U.S. Approval: 2012

BRIEF SUMMARY OF PRESCRIBING  
INFORMATION

The following is a brief summary. Please see the 
package insert for full prescribing information.

INDICATIONS AND USAGE

XTANDI is an androgen receptor inhibitor indicated 
for the treatment of patients with castration- 
resistant prostate cancer.

CONTRAINDICATIONS

None.

WARNINGS AND PRECAUTIONS

Seizure
Seizure occurred in 0.4% of patients receiving 
XTANDI in clinical studies. In these trials, patients 
with predisposing factors for seizure were generally 
excluded. Seizure occurred from 13 to 604 days 
after initiation of XTANDI. Patients experiencing 
seizure were permanently discontinued from 
therapy and all seizure events resolved.

In a single-arm trial designed to assess the risk 
of seizure in patients with pre-disposing factors 
for seizure, 8 of 366 (2.2%) XTANDI-treated 
patients experienced a seizure. Three of the  
8 patients experienced a second seizure during 
continued treatment with XTANDI after their first 
seizure resolved. It is unknown whether anti-
epileptic medications will prevent seizures with 
XTANDI. Patients in the study had one or more 
of the following pre-disposing factors: the use of 
medications that may lower the seizure threshold 
(~ 54%), history of traumatic brain or head injury 
(~ 28%), history of cerebrovascular accident or 
transient ischemic attack (~ 24%), and Alzheimer’s 
disease, meningioma, or leptomeningeal disease 
from prostate cancer, unexplained loss of 
consciousness within the last 12 months, past 
history of seizure, presence of a space occupying 
lesion of the brain, history of arteriovenous 
malformation, or history of brain infection (all  
< 5%). Approximately 17% of patients had more 
than one risk factor.

Advise patients of the risk of developing a seizure 
while receiving XTANDI and of engaging in any 
activity where sudden loss of consciousness 
could cause serious harm to themselves or others.

Permanently discontinue XTANDI in patients who 
develop a seizure during treatment.

Posterior Reversible Encephalopathy Syndrome 
(PRES)
There have been reports of posterior reversible 
encephalopathy syndrome (PRES) in patients 
receiving XTANDI. PRES is a neurological 
disorder which can present with rapidly evolving 
symptoms including seizure, headache, lethargy, 
confusion, blindness, and other visual and 
neurological disturbances, with or without 
associated hypertension. A diagnosis of PRES 
requires confirmation by brain imaging, preferably 
magnetic resonance imaging (MRI). Discontinue 
XTANDI in patients who develop PRES. 

Hypersensitivity 
Hypersensitivity reactions, including edema of 
the face (0.5%), tongue (0.1%), or lip (0.1%) 
have been observed with enzalutamide in four 
randomized clinical trials. Pharyngeal edema 
has been reported in post-marketing cases. 
Advise patients who experience any symptoms 
of hypersensitivity to temporarily discontinue 
XTANDI and promptly seek medical care. 
Permanently discontinue XTANDI for serious 
hypersensitivity reactions.

Ischemic Heart Disease 
In the combined data of three randomized, 
placebo-controlled clinical studies, ischemic heart 
disease occurred more commonly in patients on 
the XTANDI arm compared to patients on the 

placebo arm (2.7% vs 1.2%). Grade 3-4 ischemic 
events occurred in 1.2% of patients in the XTANDI 
arm compared to 0.5% in the placebo arm. 
Ischemic events led to death in 0.4% of patients 
in the XTANDI arm compared to 0.1% in the  
placebo arm. 

Monitor for signs and symptoms of ischemic heart 
disease. Optimize cardiovascular risk factors, 
such as hypertension, diabetes, or dyslipidemia.  
Discontinue XTANDI for Grade 3-4 ischemic heart 
disease.

Falls and Fractures 
Falls and fractures occurred in patients receiving 
XTANDI. Evaluate patients for fracture and fall risk. 
Monitor and manage patients at risk for fractures 
according to established treatment guidelines and 
consider use of bone-targeted agents. 

In the combined data of three randomized, 
placebo-controlled clinical studies, falls occurred 
in 10% of patients treated with XTANDI compared 
to 4% of patients treated with placebo. Falls 
were not associated with loss of consciousness 
or seizure. Fractures occurred in 8% of patients 
treated with XTANDI and in 3% of patients treated 
with placebo. Grade 3-4 fractures occurred in 2% 
of patients treated with XTANDI and in < 1% of 
patients treated with placebo. The median time to 
onset of fracture was 337 days (range: 2 to 996 
days) for patients treated with XTANDI. Routine 
bone density assessment and treatment of 
osteoporosis with bone-targeted agents were not 
performed in the studies.

Embryo-Fetal Toxicity 
The safety and efficacy of XTANDI have not 
been established in females. Based on animal 
reproductive studies and mechanism of action, 
XTANDI can cause fetal harm and loss of  
pregnancy when administered to a pregnant 
female. Advise males with female partners 
of reproductive potential to use effective 
contraception during treatment with XTANDI 
and for 3 months after the last dose of XTANDI. 
XTANDI should not be handled by females who are 
or may become pregnant.

ADVERSE REACTIONS

Clinical Trial 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.
Four randomized controlled clinical trials enrolled 
patients with CRPC that had progressed on 
androgen deprivation therapy (GnRH therapy or 
prior bilateral orchiectomy). Three trials were 
placebo-controlled and one trial was bicalutamide-
controlled. Patients received XTANDI 160 mg 
(2784 patients) or placebo orally once daily (1708 
patients) or bicalutamide 50 mg orally once daily 
(189 patients). All patients continued androgen 
deprivation therapy (ADT).
The most common adverse reactions (≥ 10%) that 
occurred more frequently (≥ 2% over placebo) in 
the XTANDI-treated patients from the randomized 
placebo-controlled clinical trials were asthenia/
fatigue, decreased appetite, hot flush, arthralgia, 
dizziness/vertigo, hypertension, headache, and 
weight decreased.
AFFIRM (NCT00974311): XTANDI versus  
Placebo in Metastatic CRPC Following  
Chemotherapy
AFFIRM enrolled 1199 patients with metastatic 
CRPC who had previously received docetaxel. 
The median duration of treatment was 8.3 months 
with XTANDI and 3.0 months with placebo. During 
the trial, 48% of patients on the XTANDI arm and 
46% of patients on the placebo arm received  
glucocorticoids.

Grade 3 and higher adverse reactions were 
reported among 47% of XTANDI-treated 
patients and 53% of placebo-treated patients. 
Discontinuations due to adverse events were 
reported for 16% of XTANDI-treated patients 
and 18% of placebo-treated patients. The most 

common adverse reaction leading to treatment 
discontinuation was seizure, which occurred in 
0.9% of the XTANDI-treated patients compared to 
none (0%) of the placebo-treated patients. Table 
1 shows adverse reactions reported in AFFIRM 
that occurred at a ≥ 2% higher frequency in the 
XTANDI arm compared to the placebo arm.

Table 1. Adverse Reactions in AFFIRM  
XTANDI
N = 800

Placebo
N = 399

Grade 
1-41

(%)

Grade 
3-4
(%)

Grade 
1-4
(%)

Grade 
3-4
(%)

General Disorders
Asthenic 
Conditions2 51 9.0 44 9.3

Peripheral 
Edema

15 1.0 13 0.8

Musculoskeletal and Connective Tissue 
Disorders
Back Pain 26 5.3 24 4.0
Arthralgia 21 2.5 17 1.8

Musculo-
skeletal Pain

15 1.3 12 0.3

Muscular 
Weakness

9.8 1.5 6.8 1.8

Musculo-
skeletal 
Stiffness

2.6 0.3 0.3 0.0

Gastrointestinal Disorders

Diarrhea 22 1.1 18 0.3
Vascular Disorders

Hot Flush 20 0.0 10 0.0
Hypertension 6.4 2.1 2.8 1.3
Nervous System Disorders

Headache 12 0.9 5.5 0.0
Dizziness3 9.5 0.5 7.5 0.5
Spinal Cord 
Compression 
and Cauda 
Equina 
Syndrome

7.4 6.6 4.5 3.8

Paresthesia 6.6 0.0 4.5 0.0
Mental 
Impairment 
Disorders4

4.3 0.3 1.8 0.0

Hypoesthesia 4.0 0.3 1.8 0.0
Infections and Infestations
Upper 
Respiratory 
Tract 
Infection5

11 0.0 6.5 0.3

Lower 
Respiratory 
Tract and 
Lung 
Infection6

8.5 2.4 4.8 1.3

Psychiatric Disorders

Insomnia 8.8 0.0 6.0 0.5
Anxiety 6.5 0.3 4.0 0.0
Renal and Urinary Disorders

Hematuria 6.9 1.8 4.5 1.0
Pollakiuria 4.8 0.0 2.5 0.0
Injury, Poisoning and Procedural 
Complications
Fall 4.6 0.3 1.3 0.0
Non-
pathologic 
Fractures 

4.0 1.4 0.8 0.3

Skin and Subcutaneous Tissue Disorders

Pruritus 3.8 0.0 1.3 0.0
Dry Skin 3.5 0.0 1.3 0.0
Respiratory Disorders

Epistaxis 3.3 0.1 1.3 0.3
1.   CTCAE v4
2.   Includes asthenia and fatigue.
3.   Includes dizziness and vertigo.
4.    Includes amnesia, memory impairment, cognitive disorder, 

and disturbance in attention.
5.    Includes nasopharyngitis, upper respiratory tract infection, 

sinusitis, rhinitis, pharyngitis, and laryngitis.
6.    Includes pneumonia, lower respiratory tract infection, 

bronchitis, and lung infection.



PREVAIL (NCT01212991): XTANDI versus 
Placebo in Chemotherapy-naïve Metastatic CRPC
PREVAIL enrolled 1717 patients with metastatic  
CRPC who had not received prior cytotoxic  
chemotherapy, of whom 1715 received at least 
one dose of study drug. The median duration 
of treatment was 17.5 months with XTANDI and 
4.6 months with placebo. Grade 3-4 adverse  
reactions were reported in 44% of XTANDI-treated 
patients and 37% of placebo-treated patients.  
Discontinuations due to adverse events were 
reported for 6% of XTANDI-treated patients 
and 6% of placebo-treated patients. The most 
common adverse reaction leading to treatment 
discontinuation was fatigue/asthenia, which 
occurred in 1% of patients on each treatment  
arm. Table 2 includes adverse reactions  
reported in PREVAIL that occurred at a ≥ 2% 
higher frequency in the XTANDI arm compared 
to the placebo arm. 

Table 2. Adverse Reactions in PREVAIL
XTANDI
N = 871

Placebo
N = 844

Grade 
1-41

(%)

Grade 
3-4
(%)

Grade 
1-4
(%)

Grade 
3-4
(%)

General Disorders
Asthenic 
Conditions2 47 3.4 33 2.8

Peripheral 
Edema

12 0.2 8.2 0.4

Musculoskeletal and Connective Tissue 
Disorders
Back Pain 29 2.5 22 3.0

Arthralgia 21 1.6 16 1.1
Gastrointestinal Disorders

Constipation 23 0.7 17 0.4

Diarrhea 17 0.3 14 0.4
Vascular Disorders

Hot Flush 18 0.1 7.8 0.0

Hypertension 14 7.2 4.1 2.3
Nervous System Disorders

Dizziness3 11 0.3 7.1 0.0

Headache 11 0.2 7.0 0.4

Dysgeusia 7.6 0.1 3.7 0.0
Mental 
Impairment 
Disorders4

5.7 0.0 1.3 0.1

Restless Legs 
Syndrome

2.1 0.1 0.4 0.0

Respiratory Disorders

Dyspnea5 11 0.6 8.5 0.6
Infections and Infestations
Upper 
Respiratory 
Tract 
Infection6

16 0.0 11 0.0

Lower 
Respiratory 
Tract and 
Lung 
Infection7

7.9 1.5 4.7 1.1

Psychiatric Disorders

Insomnia 8.2 0.1 5.7 0.0
Renal and Urinary Disorders

Hematuria 8.8 1.3 5.8 1.3
Injury, Poisoning and Procedural 
Complications
Fall 13 1.6 5.3 0.7
Non-
Pathological 
Fracture

8.8 2.1 3.0 1.1

Metabolism and Nutrition Disorders
Decreased 
Appetite

19 0.3 16 0.7

Investigations
Weight 
Decreased

12 0.8 8.5 0.2

Reproductive System and Breast Disorders

Gynecomastia 3.4 0.0 1.4 0.0

Table 2. Adverse Reactions in PREVAIL
1.   CTCAE v4
2.   Includes asthenia and fatigue. 
3.   Includes dizziness and vertigo.
4.    Includes amnesia, memory impairment, cognitive disorder, 

and disturbance in attention.
5.    Includes dyspnea, exertional dyspnea, and dyspnea at rest.
6.    Includes nasopharyngitis, upper respiratory tract infection, 

sinusitis, rhinitis, pharyngitis, and laryngitis.
7.    Includes pneumonia, lower respiratory tract infection, 

bronchitis, and lung infection.

TERRAIN (NCT01288911): XTANDI versus 
Bicalutamide in Chemotherapy-naïve  
Metastatic CRPC
TERRAIN enrolled 375 patients with metastatic 
CRPC who had not received prior cytotoxic 
chemotherapy, of whom 372 received at least 
one dose of study drug. The median duration of 
treatment was 11.6 months with XTANDI and 5.8 
months with bicalutamide. Discontinuations with 
an adverse event as the primary reason were 
reported for 7.6% of XTANDI-treated patients and 
6.3% of bicalutamide-treated patients. The most 
common adverse reactions leading to treatment 
discontinuation were back pain and pathological 
fracture, which occurred in 3.8% of XTANDI-treated 
patients for each event and in 2.1% and 1.6% of 
bicalutamide-treated patients, respectively. Table 
3 shows overall and common adverse reactions  
(≥ 10%) in XTANDI-treated patients. 

Table 3. Adverse Reactions in TERRAIN

XTANDI
N = 183

Bicalutamide
N = 189

Grade 
1-41

(%)

Grade 
3-4
(%)

Grade 
1-4
(%)

Grade 
3-4
(%)

Overall 94 39 94 38
General Disorders
Asthenic 
Conditions2 32 1.6 23 1.1

Musculoskeletal and Connective Tissue 
Disorders
Back Pain 19 2.7 18 1.6
Musculo-
skeletal Pain3 16 1.1 14 0.5

Vascular Disorders

Hot Flush 15 0 11 0
Hypertension 14 7.1 7.4 4.2
Gastrointestinal Disorders

Nausea 14 0 18 0
Constipation 13 1.1 13 0.5
Diarrhea 12 0 9.0 1.1
Infections and Infestations
Upper 
Respiratory 
Tract 
Infection4

12 0 6.3 0.5

Investigational
Weight  
Loss

11 0.5 7.9 0.5

1.   CTCAE v 4
2.   Includes asthenia and fatigue. 
3.   Includes musculoskeletal pain and pain in extremity.
4.    Includes nasopharyngitis, upper respiratory tract infection, 

sinusitis, rhinitis, pharyngitis, and laryngitis.

PROSPER (NCT02003924): XTANDI versus 
Placebo in Non-metastatic CRPC Patients 
PROSPER enrolled 1401 patients with non-
metastatic CRPC, of whom 1395 received at least 
one dose of study drug. Patients were randomized 
2:1 and received either XTANDI at a dose of 160 
mg once daily (N = 930) or placebo (N = 465). The 
median duration of treatment at the time of analysis 
was 18.4 months (range: 0.0 to 42 months) with 
XTANDI and 11.1 months (range: 0.0 to 43 months) 
with placebo.

Overall, 32 patients (3.4%) receiving XTANDI died 
from adverse events. The reasons for death with ≥ 2 
patients included coronary artery disorders (n = 7), 
sudden death (n = 2), cardiac arrhythmias (n = 2), 
general physical health deterioration (n = 2), stroke 
(n = 2), and secondary malignancy (n = 5; one 
each of acute myeloid leukemia, brain neoplasm, 
mesothelioma, small cell lung cancer, and malignant 
neoplasm of unknown primary site).  Three patients 
(0.6%) receiving placebo died from adverse events 

of cardiac arrest (n = 1), left ventricular failure  
(n = 1), and pancreatic carcinoma (n = 1). Grade 
3 or higher adverse reactions were reported 
among 31% of XTANDI-treated patients and 23% 
of placebo-treated patients. Discontinuations with 
an adverse event as the primary reason were 
reported for 9.4% of XTANDI-treated patients and 
6.0% of placebo-treated patients. Of these, the 
most common adverse event leading to treatment 
discontinuation was fatigue, which occurred in 
1.6% of the XTANDI-treated patients compared 
to none of the placebo-treated patients. Table 4 
shows adverse reactions reported in PROSPER that 
occurred at a ≥ 2% higher frequency in the XTANDI 
arm than in the placebo arm.

Table 4. Adverse Reactions in PROSPER

XTANDI
N = 930

Placebo
N = 465

Grade 
1-41

(%)

Grade 
3-4
(%)

Grade 
1-4
(%)

Grade 
3-4
(%)

Metabolism and Nutrition Disorders 

Decreased 
Appetite

9.6 0.2 3.9 0.2

Nervous System Disorders

Dizziness2 12 0.5 5.2 0

Headache 9.1 0.2 4.5 0
Cognitive 
and Attention 
Disorders3

4.6 0.1 1.5 0

Vascular Disorders

Hot Flush 13 0.1 7.7 0

Hypertension 12 4.6 5.2 2.2
Gastrointestinal Disorders

Nausea 11 0.3 8.6 0

Constipation 9.1 0.2 6.9 0.4

General Disorders and Administration Site 
Conditions 

Asthenic 
Conditions4 40 4.0 20 0.9

Investigations

Weight 
Decreased

5.9 0.2 1.5 0

Injury, Poisoning and Procedural 
Complications

Fractures5 9.8 2.0 4.9 1.7

Fall 11 1.3 4.1 0.6
Psychiatric Disorders 

Anxiety 2.8 0.2 0.4 0
1.   CTCAE v4   
2.   Includes dizziness and vertigo.
3.    Includes amnesia, memory impairment, cognitive disorder, 

and disturbance in attention.
4.   Includes asthenia and fatigue.
5.   Includes all osseous fractures from all sites.

Laboratory Abnormalities
In the AFFIRM and PREVAIL studies in metastatic 
CRPC, Grade 1-4 neutropenia occurred in 15%  
of patients receiving XTANDI (1% Grade 3-4)  
and in 6% of patients receiving placebo (0.5% 
Grade 3-4).

Table 5 shows laboratory abnormalities that  
occurred in ≥ 5% of patients, and more frequently 
(> 2%) in the XTANDI arm compared to placebo in 
the PROSPER study.

Table 5. Laboratory Abnormalities in PROSPER
XTANDI
N = 930

Placebo
N = 465

Grade 
1-4
(%)

Grade 
3-4
(%)

Grade 
1-4
(%)

Grade 
3-4
(%)

Hematology

Neutropenia 8.2 0.5 5.4 0.2
Chemistry

Hyponatremia 16 1.3 8.8 1.5
Hyperglycemia 78 2.9 73 1.3

Hyper- 
magnesemia

26 0 21 0



Hypertension
In the AFFIRM and PREVAIL studies in metastatic  
CRPC, hypertension was reported in 11% of  
patients receiving XTANDI and 4% of patients 
receiving placebo. Medical history of hyperten-
sion was balanced between arms. Hypertension 
led to study discontinuation in < 1% of patients 
in each arm. In the PROSPER study in non- 
metastatic CRPC, hypertension was reported 
in 12% of patients receiving XTANDI and 5% of  
patients receiving placebo.

Post-Marketing Experience
The following additional adverse reactions have 
been identified during post-approval use of 
XTANDI. Because these reactions were reported 
voluntarily from a population of uncertain size, 
it is not always possible to reliably estimate the 
frequency or establish a causal relationship to 
drug exposure.

Body as a Whole: hypersensitivity (edema of the 
face, tongue, lip, or pharynx)  
Gastrointestinal Disorders: vomiting  
Neurological Disorders: posterior reversible 
encephalopathy syndrome (PRES) 
Skin and Subcutaneous Tissue Disorders: rash

DRUG INTERACTIONS
Drugs that Inhibit CYP2C8
Co-administration of a strong CYP2C8 inhibitor 
(gemfibrozil) increased the composite area under 
the plasma concentration-time curve (AUC) of 
enzalutamide plus N-desmethyl enzalutamide by 
2.2-fold. Co-administration of XTANDI with strong 
CYP2C8 inhibitors should be avoided if possible. 
If co-administration of XTANDI with a strong 
CYP2C8 inhibitor cannot be avoided, reduce the 
dose of XTANDI.

Drugs that Induce CYP3A4
Co-administration of rifampin (strong CYP3A4  
inducer and moderate CYP2C8 inducer)  
decreased the composite AUC of enzalutamide 
plus N-desmethyl enzalutamide by 37%. Co- 
administration of strong CYP3A4 inducers 
(e.g., carbamazepine, phenobarbital, phenytoin,  
rifabutin, rifampin, rifapentine) with XTANDI 
should be avoided if possible. St John’s wort may 
decrease enzalutamide exposure and should be 
avoided. If co-administration of a strong CYP3A4 
inducer with XTANDI cannot be avoided, increase 
the dose of XTANDI.

Effect of XTANDI on Drug Metabolizing Enzymes
Enzalutamide is a strong CYP3A4 inducer and 
a moderate CYP2C9 and CYP2C19 inducer 
in humans. At steady-state, XTANDI reduced 
the plasma exposure to midazolam (CYP3A4 
substrate), warfarin (CYP2C9 substrate), and 
omeprazole (CYP2C19 substrate). Concomitant 
use of XTANDI with narrow therapeutic index drugs 
that are metabolized by CYP3A4 (e.g., alfentanil, 
cyclosporine, dihydroergotamine, ergotamine, 
fentanyl, pimozide, quinidine, sirolimus and 
tacrolimus), CYP2C9 (e.g., phenytoin, warfarin) 
and CYP2C19 (e.g., S-mephenytoin, clopidogrel) 
should be avoided, as enzalutamide may decrease 
their exposure. If co-administration with warfarin 
cannot be avoided, conduct additional INR 
monitoring.  

USE IN SPECIFIC POPULATIONS
Pregnancy
Risk Summary

The safety and efficacy of XTANDI have not 
been established in females. Based on animal 
reproductive studies and mechanism of action, 
XTANDI can cause fetal harm and loss of pregnancy. 
There are no human data on the use of XTANDI in 
pregnant females. In animal reproduction studies, 
oral administration of enzalutamide in pregnant 
mice during organogenesis caused adverse 
developmental effects at doses lower than the 
maximum recommended human dose (see Data). 
XTANDI should not be handled by females who are 
or may become pregnant.

Animal Data

In an embryo-fetal developmental toxicity study in 
mice, enzalutamide caused developmental toxicity 

when administered at oral doses of 10 or 30 mg/
kg/day throughout the period of organogenesis 
(gestational days 6-15). Findings included embryo-
fetal lethality (increased post-implantation loss and 
resorptions) and decreased anogenital distance 
at ≥ 10 mg/kg/day, and cleft palate and absent 
palatine bone at 30 mg/kg/day. Doses of 30 mg/kg/
day caused maternal toxicity. The doses tested in 
mice (1, 10 and 30 mg/kg/day) resulted in systemic 
exposures (AUC) approximately 0.04, 0.4 and 
1.1 times, respectively, the exposures in patients. 
Enzalutamide did not cause developmental toxicity 
in rabbits when administered throughout the period 
of organogenesis (gestational days 6-18) at dose 
levels up to 10 mg/kg/day (approximately 0.4 times 
the exposures in patients based on AUC).

In a pharmacokinetic study in pregnant rats with a 
single oral 30 mg/kg enzalutamide administration 
on gestation day 14, enzalutamide and/or its 
metabolites were present in the fetus at a Cmax that 
was approximately 0.3 times the concentration 
found in maternal plasma and occurred 4 hours 
after administration.

Lactation
Risk Summary

The safety and efficacy of XTANDI have not been 
established in females. There is no information 
available on the presence of XTANDI in human 
milk, the effects of the drug on the breastfed infant, 
or the effects of the drug on milk production. 
Enzalutamide and/or its metabolites were present 
in milk of lactating rats (see Data).

Data

Following a single oral administration in lactating 
rats on postnatal day 14, enzalutamide and/or its 
metabolites were present in milk at a Cmax that was 
4 times higher than concentrations in the plasma 
and occurred 4 hours after administration.

Females and Males of Reproductive Potential
Contraception
Males

Based on findings in animal reproduction studies, 
advise male patients with female partners of 
reproductive potential to use effective contraception 
during treatment and for 3 months after the last 
dose of XTANDI.

Infertility
Males

Based on animal studies, XTANDI may impair 
fertility in males of reproductive potential.

Pediatric Use
Safety and effectiveness of XTANDI in pediatric 
patients have not been established.

Geriatric Use
Of 2784 patients who received XTANDI in four 
randomized controlled clinical trials, 79% were 
65 and over, while 36% were 75 and over. No 
overall differences in safety or effectiveness were 
observed between these patients and younger 
patients. Other reported clinical experience has 
not identified differences in responses between 
the elderly and younger patients, but greater 
sensitivity of some older individuals cannot be 
ruled out.

Patients with Renal Impairment
A dedicated renal impairment trial for XTANDI 
has not been conducted. Based on the population 
pharmacokinetic analysis using data from 
clinical trials in patients with metastatic CRPC 
and healthy volunteers, no significant difference 
in enzalutamide clearance was observed in 
patients with pre-existing mild to moderate renal 
impairment (30 mL/min ≤ creatinine clearance 
[CrCL] ≤ 89 mL/min) compared to patients and 
volunteers with baseline normal renal function 
(CrCL ≥ 90 mL/min). No initial dosage adjustment 
is necessary for patients with mild to moderate 
renal impairment. Severe renal impairment (CrCL 
< 30 mL/min) and end-stage renal disease have 
not been assessed. 

Patients with Hepatic Impairment

Dedicated hepatic impairment trials compared the 
composite systemic exposure of enzalutamide 

plus N-desmethyl enzalutamide in volunteers 
with baseline mild, moderate, or severe hepatic 
impairment (Child-Pugh Class A, B, or C, 
respectively) versus healthy controls with 
normal hepatic function. The composite AUC of 
enzalutamide plus N-desmethyl enzalutamide 
was similar in volunteers with mild, moderate, 
or severe baseline hepatic impairment compared 
to volunteers with normal hepatic function. No 
initial dosage adjustment is necessary for patients 
with baseline mild, moderate, or severe hepatic 
impairment.

OVERDOSAGE
In the event of an overdose, stop treatment with 
XTANDI and initiate general supportive measures 
taking into consideration the half-life of 5.8 days. 
In a dose escalation study, no seizures were 
reported at < 240 mg daily, whereas 3 seizures 
were reported, 1 each at 360 mg, 480 mg, and 
600 mg daily. Patients may be at increased risk of 
seizure following an overdose. 

NONCLINICAL TOXICOLOGY
Carcinogenesis, Mutagenesis, Impairment of 
Fertility
Administration of enzalutamide to male and female  
rasH2 transgenic mice by oral gavage daily for 
26 weeks did not result in increased incidence of 
neoplasms at doses up to 20 mg/kg/day.

Enzalutamide did not induce mutations in the 
bacterial reverse mutation (Ames) assay and 
was not genotoxic in either the in vitro mouse 
lymphoma thymidine kinase (Tk) gene mutation 
assay or the in vivo mouse micronucleus assay. 

Based on nonclinical findings in repeat-dose 
toxicology studies, which were consistent with 
the pharmacological activity of enzalutamide, 
male fertility may be impaired by treatment with 
XTANDI. In a 26-week study in rats, atrophy of 
the prostate and seminal vesicles was observed 
at ≥ 30 mg/kg/day (equal to the human exposure 
based on AUC). In 4-, 13-, and 39-week studies 
in dogs, hypospermatogenesis and atrophy of the 
prostate and epididymides were observed at ≥ 4 
mg/kg/day (0.3 times the human exposure based 
on AUC).  
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M
en with cl inical ly 
loca l ized prostate 
cancer and a long life 
expectancy appear to 

benefit from undergoing radical pros-
tatectomy (RP) instead of watchful 
waiting (WW). In a recent report by 
Bill-Axelson et al, nearly 3 years of life 
were gained when men with clinical-
ly detected, localized prostate cancer 
were initially managed with surgery as 
compared to watchful waiting (N Engl 
J Med 2018; 379:2319-29).

In the Scandinavian Prostate Cancer 
Group Study Number 4 (SPCG-4), the 
authors compared the outcomes of RP 
and WW in 695 men with localized 
prostate cancer. Between 1989 and 
1999, 348 men were randomized to 
undergo RP and 347 were assigned to 
WW at 14 centers in Sweden, Finland, 
and Iceland.

The inclusion criteria required 
the men to have life expectancy of 
>10 years, PSA level <50 ng/mL, and 
clinically localized tumor. Tumors 
had to be either highly or moder-
ately differentiated according to the 
World Health Organization classifi-
cation, and a negative bone scan was 
also required for eligibility. Further, 
frozen section analysis of lymph-
adenectomy specimen was required 
prior to RP to rule out lymph node 
metastases.

Clearly, the study population is 
quite different from our contempo-
rary patients with prostate cancer. 
For men on WW, treatment was ini-
tiated with clinical evidence of dis-
ease progression, which was defined 
as palpable extracapsular extension or 
voiding obstruction requiring inter-
vention.

After an impressively long follow-up 
of 23 years, the cumulative incidence 
of overall death was 71.9% in the RP 
group and 83.8% in the WW group 

(12.1% absolute difference). The cumu-
lative incidence of death from prostate 
cancer was 19.6% in the RP group and 
31.3% in the WW group (12.1% abso-
lute difference).

At 23 years of follow-up, the mean 
years of life gained in the RP group, 
when compared to the WW group, 
was 2.9 years.

Further, the cumulative incidence 
of distant metastases at 23 years was 
26.6% in the RP group and 43.3% in 
the WW group (12.1% absolute differ-
ence). The relative risk of metastases 
over the follow-up period was reduced 
by 46%.

The beneficial effect of RP was 
more pronounced in men <65 years 
of age, in whom the absolute differ-
ence in overall mortality was 15.0 per-
centage points lower, prostate cancer 
mortality was 15.1 percentage points 
lower, and the risk of metastasis was 
18.6 percentage points lower than in 
the WW group. 

In men undergoing RP, pathologic 
features such as extracapsular extension 
and Gleason score 8 were associated 
with 5 to 10 times higher relative risk 
of death.

This study highlights the long lead 
time associated with localized prostate 
cancer and underscores the relative 
clinical futility of analyzing treatment 

effect with short-term (<10 years) fol-
low-up. In the current study, benefit 
from RP continued to improve, from 
5% at 10 years to 12% at 23 years of 
follow-up.

How study differs from PIVOT, 

ProtecT

There are some important differences 
between this study and previous trials 
comparing various management strat-
egies for localized prostate cancer. The 
PIVOT trial, conducted in the U.S. 
VA medical system, did not show an 
overall benefit from treatment in men 
with localized prostate cancer. One of 
the possible reasons is the differences 
in baseline risk of death. In the PIVOT 
cohort, with 19 years follow-up, the risk 
was similar to the SPGC-4 cohort after 
10 years’ follow-up, suggesting that 
longer follow-up may show different 
results.

The ProtecT trial is substantial-
ly different from the current study in 
that it only included PSA-detected 
prostate cancer, and active surveillance 
with curative intent was used instead of 
watchful waiting.

This study provides significant and 
useful information about the long-
term outcome of “clinically” detect-
ed prostate cancer. The results do 
not address the usefulness of surgery 
versus radiation therapy for localized 
prostate cancer. The results cannot be 
directly extrapolated to our contempo-
rary prostate cancer patients who are 
typically detected through PSA screen-
ing and have lower volume of disease. 
Caution is especially warranted before 
applying these findings to the manage-
ment of low-grade, low-risk prostate 
cancer.

If anything, this study further sup-
ports the idea of active surveillance (if 
not watchful waiting) for men with low-
risk prostate cancer.UT

RP vs. watchful waiting: 
What long-term data reveal 
Men with long life expectancy appear to benefi t from surgical treatment

Dr. Mian is associate 
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the division of urology at 

Albany Medical College, 

Albany, NY.

BADAR M. MIAN, MD

This study provides 
significant and useful 
information about the 
long-term outcome of 
“clinically” detected 
prostate cancer.
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Q&A / TRENDS IN STONE DISEASE

Q: You chaired the panel that developed 

the AUA guidelines on medical 

management of kidney stones. How well 

are these guidelines being followed today?

A: The results are somewhat disappoint-
ing, although I’m not sure we’ve really 
seen the full penetration of the guideline 
yet. One study looked at utilization of the 
guideline using the metric of 24-hour 
urine studies ordered in patients who had 
been diagnosed with a stone, although 
this came from an administrative data-
set, rather than patient-level data. The 
numbers were pretty low—about 7% in 
a study that looked at patients presenting 
to the ED and being diagnosed with a 
stone for whom 24-hour urine studies 
were ordered within 6 months of the ED 
visit. When the authors looked at higher 
risk individuals, I think that number was 
only about 16%.

That is certainly lower than we would 
like to see. But the guideline came out 

in 2014, and my guess is that it takes a 
few more years to really see it start to 
change practice.

The goal of the guideline was to try 
to create a document comprised of a set 
of guideline statements that would make 
the process of medical evaluation and 
management easy. I think clinicians look 
at it as a daunting task to evaluate stone 
patients medically. They don’t know 
who to evaluate, they don’t know what 
to evaluate, they don’t know what test to 
order, and then they don’t know what to 
do with the information they receive.

In addition, I think some urologists 
have concerns about prescribing medi-
cations, because the medications require 
careful follow-up and blood testing to 
monitor for side effects. But we’ve been 
prescribing medication in urology for 
decades whether it’s for BPH, erectile 
dysfunction, or cancer. We have to mon-
itor those patients for side effects, with 
liver enzymes, complete blood count, 
or PSA. We are capable of monitoring 
patients for side effects of medications, 

and I think the same has to be done for 
medications aimed at stone prevention.

The guideline sets forth a fairly simple 
recipe to identify which patients should 
be evaluated, how we should evaluate 
them, how to treat them with diet and 
medication, and even broadly how they 
should be followed. For probably 95% 
of recurrent stone formers, these guide-
lines provide relatively straightforward 
recommendations for medical manage-
ment. There are probably 5% of patients 
who are complex and will require more 
expertise and more testing, but I think 
the vast majority of stone patients can 
be well managed from this document.

Q: Urology is all about technology and 

you’ve been on the forefront, especially 

in the area of ureteroscopy. What do you 

think about the disposable ureteroscope?

A: I think disposable ureteroscopes have 
a distinct place in our armamentarium. 
They have been shown to be safe, effec-
tive, and even cost-effective compared 
to some reusable digital ureteroscopes, 
although they are admittedly a little 
bigger and have an image quality that is 
inferior, although certainly acceptable 
for stone management.

Processing and maintenance of flex-
ible ureteroscopes, particularly digital 
flexible ureteroscopes, is labor intensive 
and costly, so for institutions or hospi-
tals that do not perform large numbers 
of ureteroscopies and do not own a large 
array of scopes, it can be prohibitive to 
maintain these instruments. In those 
situations, I think a disposable flexible 
ureteroscope is a very useful device 
because it obviates the need for high-
ly skilled workers to maintain these 
instruments.

In addition, having a disposable uret-
eroscope means that you never are with-
out a functional ureteroscope. If your 
reusable scope breaks, you can always 
finish your case if you have a disposable 
ureteroscope available. There is clear-
ly a role for them, whether it is for use 
in technically difficult cases that pose 
risk of damage to the ureteroscope, as a 

Stone disease field marked 
by advances and shortfalls
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Since the 2014 publication of the AUA’s guideline on medical 

management of stone disease, studies have indicated low utilization 

of the document. In this interview, Margaret S. Pearle, MD, 

PhD, discusses the guideline and also touches on disposable 

ureteroscopes and percutaneous access.

How well are the AUA 
guidelines on medical 
management of kidney 
stones being followed 
today?
GOPAL H. BADLANI, MD

The results are somewhat 
disappointing, although 
I’m not sure we’ve really 
seen the full penetration of 
the guideline yet.
MARGARET S. PEARLE, MD, PHD

Figure. Boston Scientific’s LithoVue (shown in photo) and 

Zhuhai PUSEN Medical Technology Co., Ltd.’s USCOPE 

represent the currently available disposable ureteroscopes. 
(Image courtesy of Boston Scientific)
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spare, or as a complete replacement for reusable 
ureteroscopes, and they will undoubtedly get 
even better with time.

Q: How does the cost work out for disposable 

ureteroscopes?

A: Some studies have demonstrated that they can 
be cost-effective or at least cost neutral. It just 
depends on the setting in which they are used 
and the number of cases performed. However, I 
can imagine a model in which disposable scopes 
are cost-effective when you factor in the time and 
labor required to maintain the ureteroscope at 
your institution.

Q: For years, there has been a debate on 

managing stones with ureteroscopy or 

extracorporeal shock wave lithotripsy. For a while, 

it looked like ureteroscopy was the way to go. 

Have there been second thoughts on this of late? 

Is ESWL making a comeback?

A: I don’t know that shock wave lithotripsy is 
making a comeback. By any number of metrics, 
whether it’s administrative datasets or case logs 
submitted to the American Board of Urology, 
ureteroscopy has definitely inched out shock wave 
lithotripsy as the most commonly performed 
stone procedure. Percutaneous nephrolithotomy 
remains under 10% and ureteroscopy is probably 
more like 60% versus 30% for shock wave litho-
tripsy. Younger urologists use ureteroscopy more 
than shock wave lithotripsy, and you can see how 
that trend has changed over time.

I think the change in utilization is because 
shock wave lithotripsy technology has been dis-
appointingly stagnant, while ureteroscopy tech-
nology and technique have really advanced. We 
have better ureteroscopes, and we have techni-
cally gotten better at performing ureteroscopy. 
There are very few kidneys and stones that we 
are unable to access with a flexible ureteroscope 
and virtually no stones that we can’t fragment 
with a holmium laser. Access really isn’t an issue 
anymore.

But what we’re starting to look at now is 
effectiveness. With shock wave lithotripsy, we 
went through a period of time when it was first 
introduced in which the technology was used 
indiscriminately for all types and sizes of stones. 
Over time, we became more selective and start-
ed to identify patient subgroups for whom SWL 
was more or less effective. Now, we have refined 
patient selection such that we enrich the treated 
patient population with shock wave lithotripsy 
with those who are highly likely to have a suc-
cessful outcome.

We now know that patients with lower pole 
stones greater than a centimeter should not be 
treated with shock wave lithotripsy. We also 
have certain CT parameters that we can use to 

identify patients who are likely to have a suc-
cessful outcome.

We haven’t done that extensively yet with ure-
teroscopy. We are in a “lovefest” with ureteros-
copy right now by which we are treating bigger 
and more complex stones, even partial staghorn 
calculi, ureteroscopically. But I think it is not 
a matter of “can we?” but “should we?” Are we 
doing patients a favor by doing so?

As we have been increasingly scrutinizing ure-
teroscopy outcomes using more sensitive imaging 
modalities like CT that detect residual fragments 
more accurately than KUB or ultrasound, we are 
finding that the stone-free rates with ureterosco-
py aren’t as good as we thought. We are finding 
across the board with prospective and retrospec-
tive studies that ureteroscopy for stones in the 
kidney and ureter have about 50%-55% stone-
free rates by CT, which is not that much better 
than shock wave lithotripsy, although we have 
never really subjected shock wave lithotripsy to 
the scrutiny of CT imaging.

I don’t know that we are going to ever revert 
back to the utilization of SWL that we saw in the 
past, but I also don’t know that ureteroscope is 
the answer we are ultimately looking for. There 
may be a narrower group of patients who can be 
effectively treated ureteroscopically, and for those 
other patients, we may need look at other technol-
ogies like mini-PERC that possibly can achieve 
better stone-free rates, particularly for medi-
um-sized stones. Standard PCNL still remains 
the gold standard for stones that are larger than 
2 cm. But patients with 1- to 2-cm stones may 
comprise the subgroup for whom the treatment 
algorithm may need to change.

Q: In my travels across the world, I’ve 

observed that PCNL access by urologists is 

much better outside the United States. In the 

U.S., it has not crossed the 10% mark that 

we’ve been talking about for years.

A: That is absolutely true. We have really 
lagged behind other countries in obtaining 
our own access. I think there are a number of 
barriers. In a lot of training programs, even 
endourology fellowship programs, residents 
or fellows did not learn percutaneous access if 
access was not obtained by the program direc-
tor. However, it is required in our fellowships, 
so if mentors do not gain access themselves, 
then the fellows have to be exposed to inter-
ventional radiologists who can teach them how 
to obtain percutaneous access. As the residents 
and fellows learn more, hopefully they will car-
ry that into practice with them.

Access is the biggest barrier to performing 
PCNL. It is what prevents practitioners from 
treating large stones appropriately and to force 
SWL and ureteroscopy treatment for stone sizes 
for which they are ill-suited. If we incorporated 
percutaneous access better into our residency 
and fellowship programs, those barriers would 
quickly fall.

There has been a surge in ultrasound-guid-
ed percutaneous access, and we in the U.S. have 
also been late to this trend. Now, there is a lot 
of interest here in learning ultrasound-guided 
access, which I suspect will help break down some 
of the barriers.

Some argue that if you do less than 10 per-
cutaneous procedures in a year, you will never 
become proficient. But as you learn to do it, you 
find more indications for it than you do currently. 
Anyone who starts doing PCNL, whether in pri-
vate practice or not, if stones make up the entirety 
of your practice, you will find indications for the 
procedure if you know how to do it.

Q: What are your thoughts on robotic 

ureteroscopy?

A: I like the thought of robotic ureteroscopy. I’m 
jealous of my partners who do robotic surgery, 
because when I walk into their ORs, they are 
comfortably sitting at the computer with their 
shoes off, no gown or gloves. They don’t suffer 
from back, neck, or wrist problems. I would be 
happy to be more comfortable when I operate, 
too, and I believe a robot can operate a uretero-
scope better than my limited hands. Of course, 
there are some tasks that require haptic feedback, 
like placing an access sheath, that will require 
careful integration. But I believe there is a role 
for robotic ureteroscopy, and I look forward to 
seeing these platforms develop.UT

Is ESWL making a comeback?
GOPAL H. BADLANI, MD

I don’t know that shock 
wave lithotripsy is making a 
comeback. By any number of 
metrics… ureteroscopy has 
defi nitely inched out shock 
wave lithotripsy as the most 
commonly performed stone 
procedure.
MARGARET S. PEARLE, MD, PHD

Dr. Pearle also shares her thoughts on the 

state of women in urology; see www.urol-

ogytimes.com/Pearle-interview for more.

http://www.urologytimes.com/Pearle-interview
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SECTION EDITOR Steven A. Kaplan, MD,

A
mericans spent approximate-
ly $16 billion on cosmetic 
surgery in 2016, according 
to an American Society of 

Plastic Surgeons report. Traditionally, 
cosmetic surgeries have been popular 
among women, with approximately 
90% of all cosmetic surgery cases per-
formed in female patients. However, 
growth in the male aesthetics market 
has translated into increased interest in 
cosmetic surgical procedures (Dermatol 
Clin 2018; 36:5-10). The male market has 
increased for several reasons: Shifting 
social attitudes, improved professional 
competitiveness, new trends in fashion, 
and the attainment of an idealized self 
are a few reasons most often cited in 
the literature (J Drugs Dermatol 2015; 
14:1043-51).

Of concern is whether the increased 
demand for male cosmetic procedures 
is a passable trend or a lasting norm. 
Clinicians interested in servicing this 
new community will have to consider 

the benefits of shifting their practice in 
order to meet the demand for male-fo-
cused cosmetic procedures.

In this article, we provide an overview 
of the key concepts a clinician must take 
into consideration when consulting with 
men interested in undergoing a cosmetic 
surgical procedure.

Male pattern of aging

In order to understand what treatments 
men want and are eligible to receive, 
clinicians must first gain familiarity 
with the male pattern of aging. Males 
and females have distinct variations in 

anatomy, specifically in regards to bone 
structure, muscle mass, thickness of 
skin, and distribution of fat. In general, 
men have greater periocular changes 
as they age. They develop more severe 
rhytides (wrinkles) on the face, except 
around the mouth, and are more likely 
to experience hair loss.

As males have thicker skin and more 
muscle mass around their face, the loss 
of fat with age shows deeper and more 
prominent facial lines, making them 
appear much older than their actual age 
and their female counterparts (Semin 
Cutan Med Surg 2014; 33:188-97). As 
men and women differ both in their 
anatomy and their goals for pursuing 
cosmetic surgery, it is important for 
clinicians to specialize their treatment, 
dosages, and technique accordingly 
(Semin Cutan Med Surg 2014; 33:188-97).

Behavioral differences in men

It is also important to note significant 
behavioral differences between males 

Cosmetic surgery in men:

Fad or new trend?
Concerns over facial, skin, genital appearance heighten demand for procedures
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TABLE 1. TOP FIVE COSMETIC PROCEDURES IN MEN: SURGICAL

Procedure Number performed in men Percent of total (vs. women)

Liposuction 31,021 10% (90%)

Eyelid surgery 22,311 15% (85%)

Breast reduction 20,167 22% (78%)

Tummy tuck 8,576 6% (94%)

Facelift 8,174 10% (90%)

Source: American Society for Aesthetic Plastic Surgery 2017 statistics

ASHRAF ALLAHWALA, 
MD

DEAN S. ELTERMAN,
MD, MSC

In general, males focus 
their facial cosmetic 
concerns around the 
hairline, periocular region, 
and jawline.
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and females. There are many external risk factors 
for aging including sunlight exposure, pollution, 
cigarette smoking, repetitive muscle movements, 
and poor diet, with the most common being ultra-
violet light exposure and smoking (JAMA 2014; 
311:183-92). Men who smoke tend to smoke more 
than their female counterparts, which increases 
their risk for skin aging (J Invest Dermatol 2003; 
120:548-54). Furthermore, men are more likely 
to be exposed to UV radiation and less likely than 
women to apply sunscreen and utilize sun-pro-
tective behaviors.

Physicians need to be more cognizant of these 
gender differences in behavior and how these 
behaviors affect overall patient management.

Goals/expectations of treatment

In a patient considering cosmetic surgery, it is 
crucial that physicians assess the patient’s goals 
and expectations. This includes a determination 
of the patient’s aesthetic goals. Typically, males 
want to look younger while also enhancing 
features to appear more masculine. However, 
there is a point at which an aesthetic can become 
too masculine and may be undesirable by the 
patient. Therefore, it is important for clinicians 
to determine what features are considered aes-
thetically appealing in advance. More often, this 
is crudely defined as a mixture of masculine and 
feminine facial features.

In general, males focus their facial cosmetic 
concerns around the hairline, periocular region, 
and jawline, according to statistics from the 
American Society for Aesthetic Plastic Surgery. 
Men want to maintain their scalp hair, tighten 
their jawline, reduce dark circles and bags under 
the eyes, and reduce the prominence of wrinkles. 
Men also want to maintain their figure by having 
a slim waistline and smaller breast size if they 
have gynecomastia (Dermatol Clin 2018; 36:5-10).

Cosmetic surgery has also increased in males 
as a result of genitourinary concerns. Studies 
show that if a man feels negatively about his 
“genital self-image”—the way a man regards 
his genitals—it may affect his sexual perfor-
mance. If men are anxious and worried about 
their genitals’ size, appearance, and function, 
the result could be increased anxiety and sub-
sequent sexual dysfunction.

Research shows that approximately 20% of 
males are embarrassed or unsatisfied with the 
appearance of their genitals (J Sex Med 2013; 
10:1516-25). As such, it is noted that the number 
of scrotal lift procedures, penile and testicular 
enhancements, and adult cosmetic circumcision 
procedures is also increasing.

A second consideration is the patient’s will-
ingness to undergo intrusive therapies. Consid-
eration for the degree of invasiveness tolerable 
by the patient will limit the degree to which the 
clinician is able to achieve the patient’s desired 
aesthetic. However, technological and technical 
advances are reshaping the extent of aesthetic 
change possible with noninvasive and minimally 
invasive techniques.

For example, over the last two decades, the 
way facial aesthetic procedures are typically 
performed has changed. Facial procedures were 
regularly completed in the operating room, but 
with the emergence of noninvasive techniques, 
many of these procedures can now be complet-
ed in an office setting. There has been a notice-
able increase in nonsurgical procedures, such as 
botulinum toxin A (Botox, Dysport, Xeomin) 
injections , soft tissue fillers, and chemical peels 
(Aesthet Surg J 2017; 37:1039-43).

Trends in cosmetic procedures

The top five cosmetic surgical procedures for 
men in 2017 were liposuction, eyelid surgery, 
breast reduction, tummy tuck and facelift (table 
1). In 2017, men accounted for 10% of all liposuc-
tion procedures, 15% of all eyelid surgeries, 22% 
of breast reduction cases, 6% of tummy tucks, 
and 10% of all facelift surgeries (Statistics: The 
American Society for Aesthetic Plastic Surgery. 
2017. www.surgery.org/media/statistics).

Minimally invasive procedures have increased 
in popularity among men as well. Over the last 
5 years, there has been a 44% increase in inject-
ables, with a 5% increase from 2016 to 2017. Of 
all the injectable procedures performed in 2017, 
men accounted for 9%, with botulinum toxin 
injections being the top nonsurgical procedure 
(table 2) (Statistics: The American Society for 
Aesthetic Plastic Surgery. 2017. www.surgery.
org/media/statistics). There has been a notable 
increase in nonsurgical cosmetic procedures, 
especially among men.

In general, men prefer noninvasive cosmetic 
procedures, as they can be done in the office set-
ting, are relatively quick, and deliver noticeable 
results. Minimally invasive procedures are suitable 
options for patients who want an alternative to sur-
gery and often have the added benefit of producing 
a long-lasting patient-clinician relationship.

Conclusion

It is evident that although men are not the major 
consumer in the cosmetic industry, they are on 
track to become significant consumers of cos-
metic procedures. Examination of data over the 
last two decades shows men are becoming an 
increasingly important sector of this industry, 
with greater attention paid in developing tech-
niques and technologies to address the demands 
of this population.

As longevity increases, there will be greater 
societal focus on maintaining a healthy, youthful 
physical appearance. This interest will create 
novel opportunities for clinicians to develop and 
deliver novel cosmetic surgical solutions to 
address this demand. In the future, men may 
eventually surpass women as recipients of key 
cosmetic procedures.UT

TABLE 2. TOP FIVE COSMETIC PROCEDURES IN MEN: NONSURGICAL

Procedure Number performed in men Percent of total (vs. women)

Botulinum toxin injections 160,398 10% (90%)

Hyaluronic acid injections 46,565 6% (94%)

Nonsurgical fat reduction 23,450 13% (87%)

Hair removal (laser or 
pulsed light)

18,626 10% (90%)

Photorejuvenation 9,112 8% (92%)

Source: American Society for Aesthetic Plastic Surgery 2017 statistics

Technological and technical 
advances are reshaping the 
extent of aesthetic change 
possible with noninvasive and 
minimally invasive techniques.

http://www.surgery.org/media/statistics
https://www.surgery.org/media/statistics
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Q: My private practice is part time, and I have opted 

out of all private payers, remaining only in Medicare. 

However, I am thinking of opting out of Medicare as 

well. I also do locum tenens work, but the hospital 

does all the billing and I receive nothing from CMS, 

so I’m assuming my services are billed through the 

hospital. My question: If I opt out of Medicare in my 

private practice, does it affect any billing from any 

hospital that I work as a locum?

A: If you opt out of Medicare, you are required to 
sign an affidavit in which you agree to a number 
of specific conditions, including:

“State that physician/practitioner will not sub-
mit a claim to Medicare for any service furnished 
to a Medicare beneficiary during opt out period, 
nor will physician/practitioner permit any enti-
ty acting on his/her behalf to submit a claim to 
Medicare for services furnished to a Medicare 
beneficiary, except for emergency and urgent care 
services provided to a Medicare beneficiary with 
whom he/she has not signed a private contract.”

We provide two general situations for consid-
eration. 

Situation 1. You are providing urology ser-
vices to patients of the hospital during specified 

periods on an intermittent basis throughout the 
year. When you are not in town, there is either no 
urologist in town or there is another urologist who 
is also providing coverage as you do on an inter-
mittent basis. In short, you are providing urology 
services to the patient population on behalf of the 
hospital, but not covering for another physician.

If you opt out of Medicare, Medicare will not 
pay for any service reported under your National 
Provider Identifier (NPI). Under this scenario, it 
would appear that the hospital is reporting your 
services to Medicare and receives payment for 
those services under your NPI as the rendering 
provider. The hospital would not be able to bill 
for your services.

However, Medicare would continue to pay the 
hospital for any services you have ordered and 
services the hospital provided, such as hospital-
izations, OR time, imaging, lab studies etc., if you 
have supplied your Social Security number and 
NPI on the optout affidavit.

Situation 2. You are providing services to an 
area that is normally served by a physician for 
whom you are being hired for a period of less than 
60 days to cover for. (This period can be longer if 
the “regular” physician has been called to active 
duty military service.)

This situation is a bit more difficult. We 
received multiple opinions when researching 
this situation.

Opinion 1. An optout physician was not pre-
cluded from billing under a contracted arrange-
ment in which the physician was paid solely on 
time worked and services were reported with mod-
ifier –Q5 appended to the service with the regular 
provider’s NPI as the rendering physician. The 
regular provider is required to maintain a record 
of the covering physician’s NPI and credentials.

Opinion 2. The optout provider status would 
continue to pose a problem, as the affidavit pro-
hibits billing Medicare for any services provided.

In the end, we encourage you to seek legal 
opinion in your state for you and your poten-
tial employer before opting out. We would also 
encourage you to consider first moving to “non-
par” (non-participating) status with Medicare for 
at least 1 year as a transition to optout status. As a 
non-par provider, you bill your patients directly 
for all services, and you can either ask the patient 
to bill Medicare or bill for the patient and the 

patient would receive payment from Medicare.
As a non-par provider, you are limited to a 

charge of 109% of Medicare allowed amount 
and must follow Medicare rules. The non-par 
status does, however, start you down the path to 
opting out of Medicare and will not affect your 
status with the hospital. Your contracting entity, 
hospital or other, could except assignment on any 
patient, but would be paid 5% less then if you were 
a participating Medicare provider.

Q: My dad recently started bacillus Calmette-Guérin 

infusion therapy for his bladder cancer. He goes to 

his urologist’s office to get the catheter inserted by a 

nurse and then to the local hospital’s infusion center 

for the administration of the drug. He is on his second 

treatment. He recently got a bill for $200. It appears 

the hospital is billing his insurance a “surgical 

procedure” every time he goes in for an infusion. 

There is no surgical procedure. There is an injection 

into the catheter. No physician is present. I’m so 

baffled by this billing code. Can you please tell me 

how this procedure should be properly billed?

A: The correct CPT code for the instillation of 
BCG is 51720 (Bladder instillation of anticar-
cinogenic agent [including retention time]). And 
although there is no incision or anesthesia—what 
we typically think of as a surgical procedure—the 
service has been assigned a code within the surgi-
cal section of CPT and is assigned a global period 
that is treated by payers and physicians alike as a 
“surgical” service. The hospital charge/payment 
is based on a formula that allows the hospital to 
include typical supplies (whether or not they are 
used), personnel costs, and general overhead. The 
charge is based on the CPT code for the service 
and is often labeled as a surgical charge.

Therefore, the reporting is at least partially 
accurate. The hospital should also report the 
BCG as a separate charge under code J9031.

Based on your description of the services, we 
would project the hospital charges to be as fol-
lows: 51720 and J9031.

The amount of charge and reimbursement 
would vary.

The answer provided here should apply to your 
situation, particularly if the physician is employed 
by the hospital in the hospital is billing for all ser-
vices. However, if the physician is not employed 

One-year transition period as non-participating provider recommended
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ROBERT A. DOWLING, MD 

O
n Nov. 23, 2018, the Centers for 
Medicare & Medicaid Services 
(CMS) published its final rule 
revising payment policies under the 

Medicare Physician Fee Schedule. Most of the 
proposed changes to the Quality Payment Pro-
gram outlined in the proposed rule were final-
ized (see, “How proposed rule will affect Quality 
Payment Program,” September 2018, page 20). In 
this article, I will summarize those changes to the 
Quality Payment Program that may impact your 
urology practice.

MIPS eligibility. The low-volume thresh-
olds for Merit-based Incentive Payment Sys-
tem (MIPS) eligibility were finalized as pro-
posed. Individuals or groups that do not exceed 
$90,000 in Medicare charges, 200 unique ben-
eficiaries, or 200 professional services will be 
automatically excluded from MIPS. Clinicians 
who exceed all three of these thresholds will 
automatically participate in MIPS, and those 
who exceed one or two criteria can opt into 
the program.

Urology practices that employ physician assis-
tants or nurse practitioners—who may not exceed 
these low-volume thresholds as individuals—may 
wish to participate as a group, especially in the 
early years of a program when positive payment 
adjustments are more achievable.

MIPS composite score. The MIPS composite 
score required to avoid a negative adjustment was 
finalized at 30 points, and the threshold for partic-
ipating in the “exceptional performance” pool of 
$500 was changed from 70 points to 75 points for 
the 2019 performance year. By statute, the maxi-
mum payment adjustment earned by performance 
during 2019 (applied in 2021) is +/–7%.

The final rule did not include any estimates of 

impact by specialty using these new thresholds, 
but in aggregate CMS projects that 798,000 eligi-
ble clinicians will participate in MIPS in 2019 (up 
from 604,000 in 2018), and $390 million in neg-
ative adjustments will be redistributed to MIPS 
clinicians who have a positive performance in 
2019 (up from an estimated $118 million in 2018). 
The actual impact by MIPS composite score will 
not be known until a scaling factor is applied for 
the payment year, as required by law. Urologists 
should understand that the bar for performance 
will continue to rise and strive to achieve maxi-
mum performance to participate.

Quality category. A number of changes to 

by the hospital, you may receive an additional 
charge for the insertion of the catheter. That code 
may vary based on the arrangements between the 
physician and the hospital.

Q: What is the correct way to report a simple 

laparoscopic prostatectomy? I was told to use 

the appropriate open code, but my compliance 

department tells me I should use the unlisted code. 

We have agreed to report based on your answer.

A: First, we will start with the obvious. There is no 

specific code for a simple laparoscopic prostatecto-
my. Therefore, using an unlisted code would not be 
inappropriate. That being said, we also think you 
have the option of using the appropriate open code.

We will share with you our reasoning.
The codes currently used to report open pros-

tatectomy—55831 (Prostatectomy [including 
control of postoperative bleeding, vasectomy, 
meatotomy, urethral calibration and/or dilation, 
and internal urethrotomy]; retropubic, subtotal) 
and 55821 (Prostatectomy [including control of 
postoperative bleeding, vasectomy, meatotomy, 
urethral calibration and/or dilation, and internal 
urethrotomy]; suprapubic, subtotal)—do not spe-
cifically include that they have to be performed 

by an “open” procedure nor do they exclude the 
use of a laparoscope. The approach, open or lap-
aroscopic, is not designated. Therefore, the codes 
could be used to report either approach.

To add to the comfort of that decision, the 
AUA, in a Policy & Advocacy Brief, published the 
suggested coding as recommended by the AUA 
Coding and Reimbursement Committee. They 
recommended using the appropriate code 55831 
or 55821 for the reasons stated above. AUA offi-
cials cannot set payment policy for CMS, but 
their opinions have a lot of influence. If you follow 
their advice, you will be safe from fraudulent bill-
ing claims, even though a payer may not agree 
with the recommendation.UT

Limited number of outcome measures available to urologists

What 2019 MIPS changes mean
for your practice

OPTING OUT
continued from page 22

TABLE. FINALIZED CHANGES TO MIPS 2019 PERFORMANCE YEAR

Item 2017 2018 2019

Quality Category weight 60% 50% 45%

Cost Category weight 0% 10% 15%

Promoting Interoperability weight 25% 25% 25%

Improvement Activities weight 15% 15% 15%

Point threshold for + adjustment 3 15 30

Point threshold for exceptional adjustment 70 70 75

Source: Adapted from Centers for Medicare & Medicaid Services data by Robert A. Dowling, MD

Please see MIPS, page 25
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the Quality category were finalized in the rule. 
As proposed, the 2019 weight for Quality will be 
45%, and groups of 15 or fewer physicians can 
submit some quality measures via Part B claims 
whether they submit as individuals or as a group. 
Those same “small groups” can qualify for six 
bonus points added to the numerator of the Qual-
ity performance category if they submit data on at 
least one quality measure, a more generous bonus 
than originally proposed.

Also, eligible clinicians can submit quality mea-
sures via multiple different collection types—a 
change from previous years. The urology special-
ty measure set remains largely unchanged from 
2018; proposed changes to add a BPH outcome 
measure and remove an incontinence measure 
were not finalized.

Urologists continue to have a limited number of 
outcome measures available, and MIPS requires 
that at least one outcome measure be reported. 
The selection of quality measures continues to be 
largely determined by which EHR and/or regis-
try is used for MIPS reporting. Practices should 
know which measures they can choose from and 
have some mechanism in place to measure per-
formance in real time and improve.

Cost category. Proposed changes to the Cost 
category were finalized, and the category will 
have 15% weight in the 2019 performance year. 
New inpatient and procedure episode measures 
were finalized, and none impact urology in 2019. 
As reported earlier, urologists will probably be 
impacted in 2020 with an episode measure for 
kidney stones. It is not too early to begin thinking 
about controlling costs that are under your con-
trol, as performance in this area will eventually 
have major impact on the MIPS score.

Improvement Activities category. This 
category (15% weight, 90-day reporting period) 
contains no significant proposed changes to the 
inventory of activities for the specialty of urolo-
gy, and the activity weights (high, medium) and 
scores remain the same. However, the bonus for 
using certified EHR technology associated with 
some activities has been eliminated. This catego-
ry continues to be easy for urologists.

Promoting Interoperability category. The 
most significant changes to MIPS were final-
ized in the Promoting Interoperability category. 
All scoring will be based on performance, and 
the measures have been consolidated into four 
objectives. Performance in this category will be 
optimized by maximizing e-prescribing, imple-
menting electronic prescribing of controlled 
substances, making sure all patients are offered 
registration on a patient portal, and understand-
ing the sending and receiving of care summaries. 

Practices should review these changes with their 
EHR vendor and monitor clinician performance 
in this category carefully. Finally, urologists will 
need to use 2015 EHR certified technology in 
order to achieve points in the Promoting Interop-
erability category—check with your vendor to be 

sure you are, or soon will be, upgraded.
Bottom line: The Quality Payment Program 

and MIPS continue to evolve, and urologists con-
tinue to have an opportunity to achieve positive 
payment adjustments. Future years should bring 
more urology-specific measures.UT

MIPS
continued from page 24

https://cookmedical.com
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 ■ In an effort to prohibit individuals from “cherry picking” distributions from 

their non-deductible IRAs and considering them as taxable or a return of 

principal, the IRS mandated that all IRAs be aggregated when determining 

the tax consequences of making a distribution.

 ■ Paying taxes as a result of the IRA aggregation rule isn’t all negative. By 

paying taxes when the conversion and transfer occurs, the next time you 

go through this conversion process, you get to reduce the pre-tax balance 

by the amount you paid in taxes the year before.

 ■ Employer retirement plans such as 401(k)s, 403(b)s, or profit-sharing 

plans are not subject to IRA aggregation rules.
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Q: I rolled an old retirement account into a 

rollover individual retirement account (IRA), 

but then discovered that IRA aggregation 

rules may make contributing to a backdoor 

Roth IRA difficult going forward. How does 

one affect the other?

A: The IRA aggregation rule was 
created to limit the ability of taxpay-
ers to use non-deductible IRAs as a tax 
shelter. A non-deductible IRA is often 
used when a high-income earner wants 
to save in an IRA, but they earn too 
much to contribute directly to a Roth 
IRA or qualify for the tax deduction 
of a traditional IRA. As a result, their 
only option is to contribute to the 
traditional IRA and not take the tax 
deduction, which effectively makes 
it a non-deductible IRA. Once in the 
non-deductible IRA, many physicians 
choose to convert the money to a Roth 
IRA—a process often referred to as a 
“backdoor Roth IRA.”

In an effort to prohibit individuals 
from “cherry picking” distributions 
from their non-deductible IRAs and 
considering them as taxable or a return 
of principal, the IRS mandated that all 
IRAs be aggregated when determin-
ing the tax consequences of making a 
distribution.

As an example, assume you rolled 
$50,000 from a previous retirement 
account into an IRA rollover. Now you 

want to take advantage of a backdoor 
Roth IRA and contribute $5,500 into a 
non-deductible IRA with the intention 
of converting it to a Roth. When the 
conversion takes place, the IRS consid-
ers it a distribution from the non-de-
ductible IRA, and the IRA aggregation 
rules must be applied. To determine 
what amount is return of principal ver-
sus what amount is taxable, you must 
divide the converted amount by the 
aggregate value of all non-Roth IRA 
accounts.

In this example, you would divide 
$5,500 by $55,500 ($50,000 + $5,500), 
which is approximately .0991. This 
means that $545.05 ($5,500 x .0991) 
is considered return of principal and 
can be transferred into the Roth IRA 
tax free; the remaining $4,954.95 
($5,500 – $545.05) is subject to taxes. 
The taxable amount is taxed at your 
top marginal tax rate. If we assume 
a top marginal tax rate of 35%, then 
the tax due on the transfer is $1,734.23 
($4,954.95 x 35%).

There are two different ways you 
can handle the tax payment. You can 
net it out of the total amount trans-
ferred into the Roth account. In our 
example, that would result in $3,220.72 
($4,954.95 – $1,734.23) being trans-
ferred into the Roth account after the 
taxes had been paid. The other option 
is to transfer the full $4,954.95 into the 
Roth account and then pay the taxes 
due when it comes time to file your 
taxes.

Paying taxes as a result of the IRA 
aggregation rule isn’t all negative. By 
paying taxes when the conversion and 
transfer occurs, the next time you go 
through this conversion process, you 
get to reduce the pre-tax balance by 
the amount you paid in taxes the year 
before.

Using our previous example, next 
time the conversion takes place, 
instead of dividing $5,500 by $55,500, 

you would divide it by $53,765.77 
($55,500 – $1,734.23). Investment 
gains and losses in the pre-tax account 
may result in different amounts prior 
to subtracting the $1,734.23, but for 
simplification purposes, this example 
will work. Each year taxes are paid on 
the conversion, it further adds to the 
basis and reduces the amount used to 
determine how much passes to the 
Roth RIA tax free versus amounts that 
are taxable.

Overall, IRA aggregation rules can 
be very complicated and may apply to 
many other scenarios related to distribu-
tions from your IRAs. We recommend 
speaking with your financial adviser 
about the impact of opening different 
types of IRAs and how it may affect dis-
tributions in the future.

Q: What types of accounts are subject to 

the IRA aggregation rules?

A: The IRS requires you to use the 
IRA aggregation rules to compute 
the pro-rata taxable and non-taxable 
amount when a distribution is made 
from any non-Roth IRA. This includes 
traditional IRAs, non-deductible 
IRAs, SEP IRAs, and SIMPLE IRAs. 
Notably, the aggregation rule is only 
for IRA accounts. Employer retire-
ment plans such as 401(k)s, 403(b)s, or 
profit-sharing plans are not subject to 
these rules. For this reason, some may 
consider rolling existing IRA accounts 
into employer-sponsored plans to min-
imize possible tax impact.

Additionally, inherited IRAs are also 
exempt. Finally, an individual’s IRAs are 
never aggregated with a spouse’s. Each 
person’s aggregation circumstances are 
calculated separately.UT
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Rule must be applied when making a distribution from non-Roth IRA

How to make sense of the IRA 
aggregation rule
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W
hen medical practices look 
back over their billings for 
2018, many will find they lost 
the most revenue collecting 

directly from patients. Deductibles, copays, 
and self-pays can be difficult to collect.

If you want to improve your practice’s bot-
tom line in 2019, adjusting how you handle 
collections might be the smartest—and easi-
est—New Year’s resolution you can make.

“Many doctors think that the industry hasn’t 
changed. They think patients pay a $25 copay 
and they’re done,” said Karen Lake, health 
care consultant with the firm Pearce, Bevill, 
Leesburg, Moore.

But cost sharing between insurers and 
patients has grown dramatically in recent 
years. According to research by the Kaiser 
Foundation (bit.ly/healthplanreport), the aver-
age general annual deductible for single cov-
erage increased from $303 to $1,221 between 
2006 and 2016.

Most practices spend a great deal of time and 
effort keeping up with changes in billing prac-
tices and regulations from their payers. How-
ever, when it comes to collecting fees directly 
from patients, many practices are behind the 
curve.

Here are four ways you can collect more 
from patients next year.

Verify insurance. It’s important that your 
front desk verify insurance at each visit and 
know what the patient’s responsibility is. There 
are many different plans out there and a stag-
gering array of options for copays and deduct-

ibles for a single payer, and not all providers 
within a practice accept the same plans.

“Even with one carrier, say Blue Cross, 
each patient’s plan might be different. Even 
the same employer might offer many different 
packages, such as some with lower premiums 
and higher deductibles,” Lake said.

Make sure you—and the patient—know 
from the outset how much the patient is 
responsible for and what’s covered. For exam-
ple, many payers cover lab charges only when 
you use a certain lab. Be sure to review all the 
details.

Be proactive about collections. This 
sounds obvious, but that doesn’t mean it’s easy. 
You’re trying to have good relationships with 
your patients. Coming across like a collection 
agency doesn’t help.

Add it to the script for staff to remind 
patients of any outstanding balance when you 
call with appointment reminders. Lake sug-
gested having someone at the front desk who 
patients know make the calls. After reminding 
them of the appointment, say in a friendly way, 
“I see that you have a $45 balance. Please bring 
that payment when you come in.” Better yet, 
ask them to make a payment over the phone.

It’s easy to toss or ignore a paper invoice. It’s 
much more difficult to skip out on paying some-
one you know and will see at your next visit.

Plan in advance. If a patient is facing a big-
ger bill, such as for a surgery or procedure, set 
up a payment plan in advance, Lake advised. 
Communicate to the patient what the copay for 
this procedure will be, say, $500. Then explain 
that figure doesn’t include other charges, such 
as those from the hospital or anesthesiologist.

Get the patient to sign an agreement to pay 
the deductible in installments. This will help 
prepare patients for the costs—and avoid the 
sticker shock that can damage patient relations. 
Sending the bill early will also put you in the 
front of the billing line.

Use a credit card service. Some experts 
advise against keeping patient credit cards on 
file due to the privacy and potential security 
risks. However, you can keep that info on file 
while also limiting your liability.

“There are third-party systems that hold 

credit or debit cards but do not charge them 
until the insurance has responded. Then they 
send an email letting patients know that in 
three days their card will be charged whatever 
the balance is. You don’t hold the credit card 
information; the third-party company does,” 
Lake said.

The third party is responsible for the legal 
risks, but Lake advised working with a reputa-
ble company if you opt for this service.

If you ended 2018 in the red because of col-
lections, these simple tweaks could put you 
back in the black in 2019. UT

Verifi cation of insurance, using a credit card service among recommendations

Four ways to boost your practice’s 
profits in 2019 

It’s important that your front 
desk verify insurance at 
each visit and know what the 
patient’s responsibility is. 

Add it to the script for staff 
to remind patients of any 
outstanding balance when 
you call with appointment 
reminders.

GET MORE BILLING
AND COLLECTIONS TIPS

Here are some resolutions that can improve 

your practice’s billing and collections in the 

New Year.

Resolve to educate your patients. Consider 

printing a simple flyer that explains billing 

basics that can apply to any insurance plan. 

Direct patients toward the customer service 

number on the back of their insurance cards 

for more detailed questions.

Resolve to talk to your patients in an 

effective way. Make sure your staff knows 

how to communicate with patients about their 

bills.

For more on this article from Urology Times 

sister brand Physicians Practice, please see 

bit.ly/billingstrategies.

http://bit.ly/healthplanreport
http://bit.ly/billingstrategies
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number one factor that contributed to urolo-
gists feeling burned out. About one-third of 
urologists said they spend 10-19 hours per week 
and another 22% spend 20-29 hours per week 
entering data in their EHR, the survey showed.

“EHR usability, which is the extent to which 
this technology can be used efficiently, effec-
tively, and safely by clinicians to deliver care, 
has emerged as one of the most pressing issues 
in health care,” according to an article pub-
lished in JAMA (2018; 320:2533-4).

The EHR is the central nervous system at 
most urology practices, making frustrations 
with the technology an hourly event for urolo-
gists, said Robert A. Dowling, MD, a urologist 
and board-certified clinical informaticist, prin-
cipal of Dowling Medical Director Services, 

and the former medical director of a large met-
ropolitan urology practice.

“The most common complaint that physi-
cians have with their EHRs is that they just 
can’t navigate or accomplish repetitive tasks in 
as short a period of time as they’d like. They’ll 
verbalize it as too many clicks or some place-
ment of content in their workflow that’s not 
intuitive,” Dr. Dowling said.

But EHRs weren’t developed to mirror the 
urologist’s thinking or clinical workflow. The 
technology was created to facilitate compliance 
and reimbursement in the U.S. health system, 
according to Dr. Dowling.

One of the problems with EHRs is that phy-

sicians tend to think their primary function 
is to help them generate and review progress 
notes. In reality, EHRs remain reimbursement 
tools and not so much clinical documentation 
tools, he said.

Adjust your mind-set

Focusing on using EHRs for progress notes 
might cause physicians to underutilize good 
tools EHRs have to offer, Dr. Dowling said.

“Examples of that would be the patient portal 
and communicating with patients electroni-
cally through that system to answer questions, 
process medication refills, or release patients’ 
labs. All these things have a return on invest-
ment in that they save the office staff time, 
reduce inbound phone calls to the practice, 
and those sorts of things,” he said.

Advanced EHR functions include the abil-
ity to integrate a practice’s electronic medical 
record with its billing and scheduling software; 
indicate the level of billing for a patient encoun-
ter; e-prescribe and generate correspondences 
to referring physicians; and create templates 
for common histories and common treatment 
plans, according to Aaron Spitz, MD, a partner 
in Orange County Urology Associates, Lagu-
na Hills, CA, and a voluntary assistant clinical 
professor of urology at the University of Cal-
ifornia, Irvine.

“An important functionality that’s not 
unique to any EHR is the ability to preserve 
your records from physical destruction by hav-
ing them backed up in another location or in 
the cloud. That became very relevant to our 
practice a few months ago when we had a dev-
astating fire in our central hub,” Dr. Spitz said. 
“Having an EHR that has a backup in the cloud 

or simultaneous real-time off-site backup can 
be critical.”

Customize—but not too much

Urology practices should aim to have fun-
damental aspects of the EHR maximized for 
the practice’s workflow. That means the prac-
tice needs to be engaged with the people who 
are configuring the system, according to Dr. 
Schlossberg.

“It’s making sure that the EHR is person-
alized across the practice in order to leverage 
the EHR for how it’s best used, which is to 
automate certain routine tasks,” Dr. Schloss-
berg said.

Urologists, however, should balance their 
desires to customize EHRs with allowing the 
technology to do what it’s supposed to do.

“The closer you can stay to the foundation 
or to the vendor-delivered solution, the better,” 
Dr. Schlossberg said.

Urologists should go to the training classes 
and invest the time they need to become pro-
ficient, said Peter C. Albertsen, MD, professor 
of urology at the University of Connecticut, 
Farmington.

“You will be clumsy and frustrated in the 
beginning,” Dr. Albertsen wrote in an email 
to Urology Times. “Make sure your institution 
or vendor continues to provide support for 1 
year. You will be amazed at the numbers of 
small problems and issues you will encounter 
that must be addressed, but occur infrequently. 
Talk to your colleagues. This is the best way to 
learn shortcuts and workarounds.”

Practices should also charge one or more 
people who are engaged EHR users to help 
other staff learn and best use the system. Staff 
education is key for optimal EHR use, accord-
ing to Dr. Schlossberg.

Create templates

When using an EHR, it’s not always necessary 
for urologists to reinvent the wheel. Prepopulat-
ing templates for standardized care in a practice 
can increase efficiency, Dr. Schlossberg said.

Jim Kovarik, PA-C, a physician assistant and 
EHR super user at the University of Kansas 

LEARN MORE ABOUT EHR BEST PRACTICES

Urologists and others interested in learning more about EHR best practices can refer to the Arch Col-

laborative by KLAS Research, which is a health care IT data and insights company. The Arch Collab-

orative is a worldwide provider-led initiative to improve EHR usability and satisfaction through mea-

surement, benchmarking, and collaboration around best practices, according to KLAS Research. For 

more information, see www.klasresearch.com/arch-collaborative.

“The most common complaint 
that physicians have with 
their EHRs is that they just 
can’t navigate or accomplish 
repetitive tasks in as short a 

period of time as 
they’d like.”

ROBERT A. DOWLING, MD

“Make sure your institution or 
vendor continues to provide 
support for 1 year. You will be 
amazed at the numbers of small 
problems and issues you will 

encounter that must 
be addressed, but 
occur infrequently.”

PETER C. ALBERTSEN, MD

“An important functionality 
that’s not unique to any EHR 
is the ability to preserve 
your records from physical 
destruction by having them 

backed up in another 
location or in the 
cloud.”

AARON SPITZ, MD

EHR TIPS
continued from page 1
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Health System, Kansas City, said creating tem-
plates requires time initially but saves time in 
the long run. He recommended practices cre-
ate custom templates and orders for as many 
types of orders as possible, such as common 
lab, radiology, and medication orders.

“I believe it speeds up ordering during clinic 
and minimizes order confusion, which can gen-
erate additional phone calls from the patient, lab, 
or radiology department later,” Kovarik said.

Kovarik said he also uses prepopulated 
templates for common discussions or patient 
instructions, for which providers use the same 
language or have the same discussion in every 
circumstance. That can speed up documenta-
tion. But these and other prepopulated tem-
plates have to be edited for the specific patient 
or clinical scenario at that time, he said.

Urologists’ ability to create templates or 
subroutines is built into EHRs, according to 
Dr. Spitz.

“A very common one that I use is a discussion 
of risks and benefits of a surgical procedure. 
I’ll have that discussion in the room with the 
patient. It can be a lengthy discussion. So, I don’t 
have to spend the same amount of time typing 
out a re-creation of that discussion. If there are 
any modifications, I can add those with a few 
words here or there, but I don’t have to re-create 
the conversation every time,” Dr. Spitz said.

The goal of using templates is to improve 
efficiency while maintaining accurate patient 
records. It’s not to cut and paste without review-
ing the information to make sure it’s accurate 

and current, according to Brianne Goodwin, 
JD, RN, manager of clinical risk and patient 
safety at Cambridge Health Alliance, Cam-
bridge, MA.

Pulling information that’s not current and 
accurate can multiply quickly, ending up in 
progress notes or as a surgical op note, among 
other places, Goodwin said.

“Things that are static like a patient’s date 
of birth are certainly helpful in reducing waste 
and time, but it’s a little bit more of a risk pull-
ing information that is likely to change or could 
change,” she said.

Utilize passive documentation

Tools that passively document while physicians 
interact with patients can help alleviate docu-

mentation frustrations. Options include having 
an actual scribe in the room, as well as virtual 
scribes who are connected through a micro-
phone, camera, or both.

“Voice recognition software has gotten very 
good. It doesn’t require training anymore. 
Those physicians who are facile—more facile 
with dictating than typing or clicking—are 
finding that it’s quicker and faster than it used 
to be and definitely more accurate than it was, 
say, 5 years ago,” Dr. Dowling said.

There are considerations with these work-
arounds, however.

Having a scribe should not take the place of 
understanding how to use the EHR, according 
to Dr. Schlossberg.

“Although scribes are valuable, I think 
they’re most valuable in combination with the 
physician really understanding the EHR,” he 
said.

There might also be legal implications asso-
ciated with using a scribe—whether in person 
or virtually, according to Goodwin. The med-
ical scribe field, she said, is a highly unregulat-
ed field of employment, and urologists should 
understand scribes’ limitations and possible 
pitfalls. For example, scribes’ level of exper-
tise and knowledge of medical terminology is 
not standard.

“Some people refer to it as the Wild, Wild 
West,” Goodwin said. “But it’s also an area 
where hiring is happening at a very fast rate 
because they have been felt to be very helpful 
for office efficiency and to be able to get more 
eye-contact time with patients rather than star-
ing at the screen and typing.”

Urologists who use voice recognition soft-
ware can avoid potentially costly mistakes by 
proofreading their notes, she said.

“Make sure that a urethra is not a ureter. 
Sound-alike words should be proofed, and 
make sure the note is only signed after it has 
been read,” Goodwin said.

Dr. Dowling suggested that urologists don’t 
use the progress note section to store infor-
mation they might review in the future. They 
should instead use the notes section of a prob-
lem list or other option.

“That way, they don’t have to scroll through 
or review all the notes that they’ve created in 
the past,” Dr. Dowling said.

And urologists who haven’t should convert 

to electronic superbills. Why? Dr. Dowling 
says electronic superbills increase billing effi-
ciency.

Relief in sight

The Centers for Medicare & Medicaid Services 
has announced that it is relaxing documenta-
tion requirements for different levels of evalu-
ation and management codes.

“In 2 years, there will be no difference in 
documentation for levels 2, 3, and 4. And that 
means that physicians need to focus less on doc-
umenting information only for billing purposes 
that they don’t use for clinical purposes,” Dr. 
Dowling said.

EHRs’ roles in physicians’ work days will 
increase, according to Dr. Dowling.

As health care evolves to what many predict 
will be a disease management model in which 
urologists and others care for panels of patients 
using several means, including virtual care and 
telemedicine, EHRs offer functions that should 
streamline all aspects of that care, including in 
the office and on the phone, he said. UT

“[When using voice recognition 
software], make sure that a 
urethra is not a ureter. Sound-
alike words should be proofed, 
and make sure the note is only 

signed after it has 
been read.”

BRIANNE GOODWIN, JD, RN

“Although scribes are valuable, 
I think they’re most valuable in 
combination with the physician 

really understanding 
the EHR.”

STEVEN M. SCHLOSSBERG, MD, MBA

“I believe [creating custom 
templates] speeds up ordering 

during clinic and 
minimizes order 
confusion.”

JIM KOVARIK, PA-C

HOW SHRINKING EHR
MARKET IMPACTS DOCS

The number of EHR vendors has dwindled 

recently following numerous mergers and 

acquisitions, dropping from 1,000-plus 

10 years ago to approximately 400 now, 

according to KLAS Research, a health IT 

review firm. Consolidation in the field may 

have a significant impact on physician 

practices, an article in Medical Economics 

explains.

Experts say they expect more vendor con-

solidation in the future, a fact that could 

leave physicians with a host of problems, 

such as reduced levels of tech support, 

increased fees, and the need to migrate to a 

new system.

For the full article, see bit.ly/EHRmarket. 
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Your Voice / Commentary from residents, non-physician providers, 
and other voices in the field

Why urology practices should 
consider forming virtual groups

RICK RUTHERFORD, 
CMPE

Mr. Rutherford, former 

director and founder of 

the practice management 

department of the AUA, has 

been a thought leader and 

writer on urology management 

for more than 20 years.

Participation confers several advantages related to reporting MIPS data

U
rology practices have 
always been at a disad-
vantage when participat-
ing in quality reporting 

due to the shortage of specific urologic 
measures available in programs such as 
the Physician Quality Reporting System 
(PQRS), meaningful use of electronic 
health records, and now, the Merit-based 
Incentive Payment System (MIPS).

By necessity, urologists have been 
forced to select measures more appro-
priate for primary care clinicians in 
order to capture enough data to earn 
incentives or avoid Medicare payment 
reductions. For example, the Medicare 
Urology Specialty Measure set has typ-
ically included diabetes, tobacco use, 
and high-blood pressure screening, all 
of which would more likely be carried 
out by a primary care physician. This 
has required urology practices to gath-
er information from referral sources or 
conduct additional screening documen-
tation themselves.

For 2019, eligible clinicians are 
allowed to form what the Centers 
for Medicare & Medicaid Services 
(CMS) describes as “virtual groups.” 
This allows eligible clinicians who 
have assigned their Medicare payment 
rights to different taxpayer identifica-
tion numbers to collaborate and report 
MIPS measures as a group.

The following are the required char-
acteristics of a congregation of eligible 
clinicians who choose to report MIPS 
within a virtual group:

• may include solo providers and 
groups as long as no single group has 
greater than 10 eligible clinicians bill-
ing under a single taxpayer identification 
number. (This includes non-physician 
providers as well as physicians eligible 
to participate in MIPS.)

• Eligible clinicians in a virtual group 
may be of different specialties and/or 
primary care disciplines.

• Virtual group participation pro-

hibits clinicians from submitting indi-
vidual report data, but it does not pro-
hibit individuals from simultaneously 
participating in an alternative payment 
model (APM). Involvement in both 
does require that APM participants also 
report MIPS performance data through 
the virtual group.

Urology practices that have strug-
gled to achieve payment increases and 
bonuses under MIPS for 2017 and 
2018 may reap some strategic bene-
fits from taking the lead in forming 
virtual groups in subsequent years. 
Among those benefits to be consid-
ered are some directly connected with 
the MIPS reporting rules for virtual 
groups and others that simply cement 
professional relationships to ensure 
consistent referrals from primary care 
providers in the urologist’s geographic 
catchment area.

Virtual groups can qualify for MIPS 
“small practice status” if the total num-
ber of eligible physicians in the virtual 
group is 15 or less, according to CMS. 
The benefit for those groups that qual-
ify for small practice status is that the 
Interoperability Performance Category 
is reweighted to zero for small practices. 
This category, currently representing 
25% of the MIPS final score, is based 
on the prior meaningful use EHR mea-
sures. Providers often consider these 

the most difficult to achieve under the 
MIPS program.

For urology practices that don’t 
operate in rural or Health Profes-
sional Shortage Areas (HPSA) but 
have referral providers nearby that 
do, there may be a significant bene-
fit in forming a virtual group includ-
ing those providers if it is possible to 
recruit many of them. A virtual group 
that includes at least 75% of eligible 
clinicians who practice in HPSAs are 
considered HPSA or rural reporting 
entities. Virtual groups that qualify 
as HPSA or rural earn double points 
on all reported MIPS Improvement 
Activities, according to CMS.

Virtual group participation may 
allow reporting on an expanded num-
ber of measures, therefore increasing 
the reliability due to larger amounts of 
performance data. In addition, it may 
spread the cost of reporting over a larger 
number of clinicians.

Forming a virtual group

The steps necessary to establish a vir-
tual group include naming an official 
among the participants to serve as the 
official virtual group representative; 
preparing and signing a formal, writ-
ten participation agreement; and sub-
mitting the election to CMS before 
Dec. 31 preceding the first year of 
reporting. Clearly, it is too late to start 
this process from scratch for perfor-
mance year 2019. However, it would 
be strategically prudent for urology 
practice leaders to initiate discussion 
now while the difficulty of successful 
MIPS reporting for 2019 is fresh on the 
minds of potential members of a new 
virtual group.

To obtain more details, visit the CMS 
virtual group web page at bit.ly/virtual-
groupinfo. There, you will find a formal 
agreement template, an example of the 
CMS application email, and a process 
fact sheet.UT

Virtual group participation 
may allow reporting on 
an expanded number 
of measures, therefore 
increasing the reliability 
due to larger amounts of 
performance data.

https://qpp.cms.gov/mips/individual-or-group-participation
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DRUGS, DEVICES, AND TESTS IN DEVELOPMENTUroPipeline /

Phase IIb data: Localized prostate Ca 

agent safe, well tolerated

Sophiris Bio Inc. recently provided an update 
from its phase IIb study of topsalysin for local-
ized prostate cancer, including top-line safe-
ty and biopsy results from the patients who 
received a second administration of study drug, 
which appeared to be safe and generally well 
tolerated. Additional benefit was not observed 
on targeted biopsy 6 months after re-treatment 
with a second administration of topsalysin. 
As previously stated, 27% of patients (10/37) 
demonstrated a clinical response 6 months fol-
lowing a single administration of topsalysin. 
Six of the 10 clinical responders experienced 
complete ablation of their tumor. Based on these 
results, Sophiris Bio said it is moving forward 
with plans to propose a single phase III registra-
tion trial design using a single administration of 
topsalysin, which it will discuss with regulatory 
agencies in the coming months.

FDA alignment reached on phase III 

trial of hyperoxaluria therapy

Allena Pharmaceuticals, Inc. has reached 
alignment with the FDA on both the design of 
URIROX-2, its second pivotal phase III trial 
of reloxaliase in patients with enteric hyper-
oxaluria, and its strategy to pursue a Biologics 
License Application submission for reloxal-
iase using the accelerated approval regulatory 
pathway. Allena’s URIROX program consists of 
two pivotal phase III clinical trials, URIROX-1 
and URIROX-2, which are designed to evaluate 
the safety and efficacy of reloxaliase in patients 
with enteric hyperoxaluria. URIROX-1 is cur-
rently enrolling patients, and Allena initiated 
URIROX-2 in the fourth quarter of 2018. The 
primary efficacy endpoint for URIROX-2 is 
the percent change from baseline in 24-hour 
urinary oxalate excretion measured during 
weeks 1-4, the same primary efficacy endpoint 
as URIROX-1.

Prostate Ca test to be developed

on PCR-based platform

Genomic Health, Inc. and BiocartisGroup NV 
have expanded their exclusive collaboration into 
the field of urology with the development of an 
in vitro diagnostic version of the Oncotype DX 
Genomic Prostate Score (GPS) test on Biocar-
tis’ Idylla platform and potentially additional 
cancer tests that can be performed locally by 
laboratory partners and in hospitals around 
the world. The Idylla Oncotype DX GPS test 
will be the first urology test to be developed on 
Biocartis’ fully automated, polymerase chain 
reaction-based Idylla platform, which offers a 
unique sample-to-result molecular diagnostics 
solution.

Positive preliminary phase III data 

reported for bladder cancer agent

Sesen Bio, Inc. reported positive preliminary 
efficacy data for the primary endpoint of its 
ongoing phase III registration trial, the VISTA 
Trial, of Vicinium for the treatment of patients 
with high-grade nonmuscle-invasive bladder 
cancer who have been previously treated with 

bacillus Calmette-Guérin (BCG) and deemed 
BCG-unresponsive. The data showed clinically 
meaningful complete response rates in evalu-
able carcinoma in situ patients at 3, 6, 9, and 12 
months of follow-up in the trial consistent with 
the data in the completed phase I and phase II 
clinical trials. The agent continues to be gener-
ally well tolerated in treated patients.

RP S network
Coding, Reimbursement, and Practice Management Solutions

Date:         February 22 - 23, 2019 

Location:  Orlando, FL

http://prsnetwork.com/uacrs-2 

2019 Urology Advanced Coding 
and Reimbursement Seminar

(800) 972 - 9298info@prsnetwork.com

Don’t Miss Out on Early Registration Discounts

For the Agenda, More Information and Registration go to:

Maximize Your Reimbursement

Solutions to YOUR 
Coding and Reimbursement Challenges

http://prsnetwork.com/uacrs-2
mailto:info@prsnetwork.com
http://prsnetwork.com/uacrs-2
http://prsnetwork.com/uacrs-2
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New Products & Services

Prostate Ca test evaluates genetic predisposition to disease

Stratify Genomics, Inc. has launched Prompt, a test to evaluate a man’s genetic predisposition to 
prostate cancer and provide knowledge of an individual’s baseline 
prostate cancer risk. Rather than screening all men solely based on 
family history, Prompt offers a stable, objective measure, including 
family history, of lifetime risk of prostate cancer, the company says. 
Clinicians can focus screening efforts on men who are at greatest 
risk and better inform patients of their individualized risk. The test, 
performed with a cheek swab sample, at any age, can help men know 
their individual risk and may identify high-risk men, according to 
Stratify Genomics.

For more information, visit www.stratifygenomics.com.

FDA approves sacral nerve stim ‘smart programmer’ device

The FDA has approved the Medtronic InterStim smart programmer for 
use with the InterStim system, which provides sacral neuromodulation 
therapy for the treatment of overactive bladder, non-obstructive urinary 
retention, and chronic fecal incontinence. The new smart programmer 
streamlines multiple devices into a single, intuitive, touch screen Samsung 
mobile device, enables clinicians to personalize each patient’s care, and 
allows patients to manage their therapy simply and discreetly. Designed to 
deliver easy, streamlined programming, the smart programmer provides 
a single, intuitive app-based platform for implant and long-term therapy 
management. Physicians can instantly check magnetic resonance imaging 

eligibility, and the smart programmer also provides physicians with insights and access to a detailed, 
accurate view of the patient’s therapy experience, which may help facilitate constructive patient con-
versations. To help optimize efficacy and tailor treatment based on patient needs, patients are able to 
adjust their therapy themselves, within clinician-defined limits in seven standard preset programs.

For more information, visit www.medtronic.com.

Commercialization agreements 

reached for three urologic agents

Palette Life Sciences AB (formerly known as 
Pharmanest AB) has entered into definitive 
agreements with Nestlé Skin Health to license 
worldwide commercialization and development 
rights for Deflux, Solesta, and Barrigel. Palette 
Life Sciences says it will focus immediately on 
commercialization activities for Deflux and 
Solesta, and will begin activities to enable world-
wide commercialization of Barrigel. The license 
can enable future new products intended for 
management of urologic and gastroenterologic 
conditions, and protection of adjacent healthy 
organs and tissue during radiation therapy for 
cancer. Deflux (dextranomer hyaluronic acid 
copolymer) is an injectable treatment for vesi-
coureteral reflux, and Solesta (hyaluronic acid/
dextranomer) is an injectable treatment for fecal 
incontinence. Both are FDA approved. Barrigel 
is a biodegradable injectable treatment for pro-
tection of the rectal wall when treating prostate 
cancer with radiation. It is approved in Europe 
and will be further developed for future market 
introduction in the U.S.

For more information, visit www.palettelifescienc-

es.com.

DICOM app option available

with medical video recorder

M e d i C a p t u r e ’ s 
ne x t- g e ne r a t io n 
MVR Pro medical 
video recorders now 
come with a revo-
lut ionary Digital 
Imaging and Com-
munications in Med-
icine (DICOM) app 

option with new, exclusive features not common 
to DICOM systems, providing system efficiency, 
speed, and usability benefits to surgical teams, 
hospitals, and medical camera manufacturers. 
The new DICOM Made Easy app introduces 
native DICOM for extensive editing, saving, 
and playback. It turns the MVR Pro into a ful-
ly compliant DICOM modality—from worklist 
retrieval to automatic storage to picture archiving 
and communication systems. It saves recorded 
images and videos directly to the patient work 
flow in the DICOM standard, and it comes with 
over 30 fields for patient and worklist data. The 
app is the first embedded, completely non-Win-
dows implementation of DICOM, MediCapture 
says. By using an embedded-based versus a com-
puter-based system, it has streamlined the highly 
complex way computers process DICOM.

For more information, visit www.medicapture.com.

Textbook outlines techniques

for vasectomy reversal

“Vasectomy Reversal: Manual of Vasovasosto-
my and Vasoepididymostomy” provides a step-
by-step illustrated manual of how to prepare 
for and perform state-of-the-art microsurgi-
cal techniques in vasovasostomy. Written by 
Sheldon H.F. Marks, MD, and published by 
Springer Nature, the book provides detailed 
instructions, including master’s techniques, 
tips and tricks, and protocols for handling 
various complications. The text also addresses 
appropriate training, preoperative issues and 
concerns, intraoperative challenges and com-
plications, and postoperative dilemmas and 
care.

For more information, visit www.springer.com.

Online tool tracks opioid 

prescription, administration

K A M MC O h a s 
released a new Opi-
oid/Controlled Sub-
stances dashboard for 
physicians, hospitals, 
and behavioral health 
providers participat-
ing in the KAM-
MCO network of 

health information exchanges. The tool supple-
ments the existing Prescription Drug Monitoring 
Program currently available in most states. The 
dashboard utilizes data from the physician-led 
KAMMCO network of health information 
exchanges and is available to prescribing pro-
viders and their designated delegates. It allows 
clinicians to identify individuals in their patient 
population who received at least one prescription/
administration of opioids/controlled substances, 
by facility and date range up to 12 months, and 
also displays the top five opioid medications pre-
scribed/administered to their patients.

For more information, visit www.kammco.com.

FDA grants de novo clearance

for transcutaneous SUI device

The FDA has granted de novo clearance for Atlan-
tic Therapeutics’ INNOVO therapy device, an 
externally worn electrical muscle stimulator for 
the treatment of stress urinary incontinence (SUI) 
in adult females. INNOVO is the first transcuta-
neous electrical stimulation continence device to 
be cleared by the FDA, following results of two 
randomized controlled trials demonstrating it to 
be an effective and low-risk device for the treat-
ment of SUI in adult females, according to Atlan-
tic Therapeutics. INNOVO is a wearable device 
that may be prescribed as a front-line therapy to 
patients with SUI, or as a second-line therapy to 
those who have previously failed physical therapy.

For more information, visit www.atlantictherapeu-

tics.com.

http://www.kammco.com
http://www.medtronic.com
http://www.medicapture.com
http://www.springer.com
https://www.palettelifesciences.com
http://www.atlantictherapeutics.com
https://www.promptpgs.com
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Speak Out / Interviews with randomly selected urologists on hot-button issues.
Compiled by Karen Nash. 

What practice-related changes do you anticipate in 2019?

In my case, I’m not really planning any major 
changes. I’m in my 53rd year of practice right 

now. I’m comfortable with what I’m doing. I don’t 
have EMR and I don’t plan to add it. I don’t plan 
to hire any new staff. The only change I might 
make is selling my practice if I decide to retire, 
but I’m not really planning on that.

The variable in that is that my wife is my office 
manager and she is tired of the business end of 
things because of all the problems with insur-
ance companies. It takes so much time dealing 
with explanations, and their mistakes. They 
lose things. They’ve written letters telling our 
patients we no longer accept their insurance, 
when we do. Then they say, ‘Oh, sorry.’ It’s all 
just burning her out.

I enjoy practicing because I don’t have to deal 
with the economics of it. It’s not like my wife is a 
9 to 5 employee who can go home and just forget 
about the practice’s problems. She’s my wife, so 
she has a vested interest in the financial side of 
the practice from that vantage point.

So if she decides she’s ready to hang it up, I’ll 
probably retire in 2019.”

Barry Rubin, MD / Brooklyn, NY

I don’t think I’m going to have a lot of changes 
in 2019.
I’m in a stable group, owned by the hospital. 

I’ve been in practice for 17 years and I’ve been 
with my hospital for 4 years now. That’s been 
pretty stable and there are no real changes being 
planned. I’m in a good place with my practice. 
Our referral base is the same. I always worry 
about Medicare reimbursement rates changing, 
so that worries me, but I don’t know that I envi-
sion any changes there either. It’s been pretty 
stable since I’ve been here.

Maybe I’m not the right guy to really ask. 
There’s nothing worrying me or bothering me 
that I would want to change, or that I can see 
wanting to change. I don’t really see anything 
happening.

I haven’t heard that were going to add any new 
services or any new techniques. There is really 
nothing planned to go on differently with that.

I think everything’s pretty stable from my stand-
point right now. I’m hoping that stays that way. I’m 
kind of happy with the security of all that.”

Keith Steinbecker, MD / St. Louis

I think the biggest change is that people in this 
country are realizing that the most important 

thing in medicine is to figure out how we get 

everybody covered, regardless of their ability to 
pay. And I think we’re all going to have to figure 
out how to adjust to those changes.

That’s really beyond any technical or market-
ing shift. That’s the biggest thing on the horizon. 
I don’t know exactly what it will look like, but, 
hopefully it will cover everyone, regardless of 
their ability to pay.

It will require a lot of adjustment on the part 
of practitioners, hospitals—service providers of 
all kinds. I think that’s the biggest thing coming 
down the pike, maybe not completely in 2019, 
but it’s starting.

That’s one thing everybody’s really talking 
about—moving left on single-payer health care, 
Medicare-for-all, something in universal health 
care that’s not a market-based, Heritage Foun-
dation-type program like Obamacare where we 
just try to manipulate the market to make sure 
that people who can’t afford health care can still 
afford it. That’s been shown to not really be suc-
cessful. It’s better than nothing, but it hasn’t been 
successful providing health care to everybody, 
regardless of the ability to pay.

Every industrialized nation provides this to 
its citizens except us. That’s embarrassing. So 
I think it’s going to happen. It will require a lot 
of work. It’s not going to be really fun for me, or 
others in the industry. It’s going to shake things 

up quite a bit, but it will be better than having 
patients tell me they can’t do what I think they 
should be doing for their health because they 
can’t afford it.

I know it won’t get done this year, but I hope it 
starts, but that’s just my particular bent.”

Sean Clark, MD / Hillsboro, OR
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CATCH UP ON BLOG POSTS 
FROM DR. ROSEVEAR

Urology Times blogger Henry Rosevear, MD’s 

2018 blog posts maintained the blend of 

insight, humor, and wisdom that has come to 

be associated with his work. As we move into 

2019, catch up on his posts from this past year 

at www.urologytimes.com/henry-rosevear-md.

Recent posts from Dr. Rosevear include:

 ■ Sperm harvest request raises ethical, legal 

questions

 ■ Never enough time? Try putting your phone 

down

 ■ Is profit getting in the way of life-changing 

technology?

http://www.urologytimes.com/henry-rosevear-md
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Marketplace

MEDICAL EQUIPMENT

Products & Services

The GStirrup meets US Access Board standards and a tax credit is available 

when set is purchased under the American Disability Act. Tax form 8826

The Future of Patient Positioning

t Cushioned GStirrup® boots provide a safe and

comfortable place for patients to rest their GFFU�BOE�legs
t &BTJMZ�TMJEF�Pnto current footrests on almost any table

t /P�tools required, installs in seconds

t )FMQGVM�for the elderly or patients with neurological disorders

t Qualifies for the Disabled Access Tax Credit of almost 50%

Excellent for in-office procedures

To order contact your favorite distributor rep.

or order direct at 8��-���-�7�� or  
www.GStirrup.com 

$100 off with coupon Gstirrup201�

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 is a progressive medical 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 in the state 

providing tertiary care to patients from Vermont and Northern NY. Serving the patients from Upstate New York for decades, the local 

urologic surgery practice recently joined the faculty at the University of Vermont and are now seeking an additional colleague to join 

the dynamic Urology faculty that span the network hospitals.  Specifically, 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. 

Plattsburgh is located on the shores of Lake Champlain, near the Adirondack Mountains, Olympic-Lake Placid region,  

Montreal and Burlington, VT.

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.

Interested individuals should apply online at https://www.uvmjobs.com/postings/31529 (position number 00024781).  

Inquiries may be directed to Mark Plante, MD, FRCS(C), FACS, Division Chief, via Kathryn Raymond Kathryn.Raymond@uvmhealth.org. 

General Urologist Surgeon
Plattsburgh, NY

Recruitment

NEW YORK

http://www.GStirrup.com
https://www.uvmjobs.com/postings/31529
mailto:Kathryn.Raymond@uvmhealth.org
http://www.GStirrup.com
https://www.uvmjobs.com/postings/31529
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CONNECTICUT

GET 

FAST 

ACTION !!

WITH THE 

DYNAMICS 

OF 

MARKETPLACE  

ADVERTISING!

The Tallwood  
Urology & Kidney Institute  

is expanding!

Career | Family | Patients | Lifestyle | Everything Matters

The Tallwood Institute is comprised of a world-class 
Urology and Kidney care team of local and national leaders 
in their fields. Many of our physicians have advanced 
sub-specialty training and are backed by a full team of 
interdisciplinary medical and surgical specialists. The 
institute is structured around six interdisciplinary disease 
management teams including urologic oncology, pelvic 
health and urinary incontinence, stones, men’s health, 
chronic kidney disease and general urology. The teams 
meet regularly with the mission of establishing care 
pathways based on evidence-based medicine, providing 
education and improving process and quality.  As a 
member of the Tallwood Urology and Kidney Institute, you 
will be able to participate in any of these teams. 

Hartford HealthCare is Connecticut’s most comprehensive 
healthcare network. Our fully integrated health system 
includes a tertiary-care teaching hospital, five community 
hospitals, the most extensive behavioral health services 
network in Connecticut, a large primary care physician 
practice group, a regional home care system, an array 
of senior care services, and a large physical therapy 
rehabilitation network.  

Our hospitals are located in a variety of settings giving 
you the chance to live in a vibrant town near a city, on 
the Connecticut shore or in a rural community with easy 
access to hiking, biking and skiing.  

These opportunities for physicians, created by our growth, 
blend the best aspects of being part of a community-based 
team while being connected to a system of support. 

Physician opportunities include:

•  Generalist with a focus on female urology to provide 
office-based care in suburban Central Connecticut and 
surgical care at The Hospital of Central Connecticut, in 
New Britain, CT and share call with Charlotte Hungerford 
Hospital in Torrington, CT

•  Generalist or endo-urologist to provide office-based care 
in the suburbs of Hartford and surgical care at Hartford 
Hospital

•  Generalist or andrology trained urologist to provide 
office-based care at the Connecticut shore and surgical 
care at William W. Backus Hospital in Norwich, CT

All positions have a desirable call schedule. 

Send CV and letter of interest to:  
Clayton Tebbetts at Clayton.Tebbetts@hhchealth.org

WYOMING

Growing private practice seeking a   

full-time, board certified general 

Urologist. We have low call volume,  

4.5 day work week and short 

partnership track. Located in 

Cheyenne, Wyoming, we’re a short 

drive to Denver, CO and the Rocky 

Mountains for your choice of the city 

life or outdoor activities. 

For inquiries or to apply, call 307-459-3939 

or email elizabeth@cheyenneurological.com.

mailto:Clayton.Tebbetts@hhchealth.org
mailto:elizabeth@cheyenneurological.com
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The Department of Surgery at the University of Vermont College of Medicine and its affiliated medical centers, the University of Vermont 

Medical Center and Vermont Children’s Hospital, is seeking a Pediatric Urologic Surgeon.  The University of Vermont Medical Center and 

Vermont Children’s Hospital, along with the university, offers a full spectrum of pediatric medical and surgical specialties.  The institution 

has a Level III NICU, a fully staffed PICU, and serves as the regional adult and pediatric regional trauma center.  The Division of Urology 

holds a long-standing reputation as a premier urologic surgery practice for the surrounding communities’ pediatric and adult patients 

with urologic care needs and enjoys an excellent relationship with the Department of Pediatrics. With a highly respected residency 

training program with a robust compliment of dynamic faculty across the network hospitals, the Division seeks applications from 

individuals seeking an academic career in a collegial and collaborative setting.

Applicants must be BE/BC in Urology and Pediatric Urology, eligible for licensure in the State of Vermont, and eligible to work in the 

United States.  They must have experience in the teaching of medical students and surgical residents, and the clinical and research 

activities of an academic division of Pediatric Surgery. 

This is a full-time, 12-month salaried faculty appointment in the Clinical Scholar Pathway at the rank of Assistant or Associate Professor 

and carries with it attending staff privileges at University of Vermont Medical Center, a level 1 trauma center that serves as a tertiary care 

facility serving Vermont and northern New York State.  Salary is competitive and commensurate with ability and experience. 

Burlington, is located on the eastern shore of Lake Champlain between the Adirondack and Green Mountains, is consistently ranked one 

of the top places to live and work. Numerous recreational and cultural opportunities across four seasons are available, with Vermont 

considered to be an outstanding environment to practice medicine.

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. Applications from women, veterans, individuals with 

disabilities and people from diverse racial, ethnic, and cultural backgrounds are encouraged.

Interested individuals should apply online at https://www.uvmjobs.com/postings/30302 (position number 00024730).  

Inquiries may be directed to Mark Plante, MD, FRCS(C), FACS, Division Chief, via Kathryn Raymond Kathryn.Raymond@uvmhealth.org.

PEDIATRIC UROLOGIST

FOR PRODUCTS & SERVICES
RECRUITMENT PLEASE CONTACT:

JOANNA SHIPPOLI at 

800-225-4569 x 2615 or 

E-mail: joanna.shippoli@ubm.com

Recruitment
VERMONT

https://www.uvmjobs.com/postings/30302
mailto:Kathryn.Raymond@uvmhealth.org
mailto:joanna.shippoli@ubm.com
https://www.uvmjobs.com/postings/30302
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Mr. Gatty, a former 
congressional aide, covers 
news from Washington for 
Urology Times. 

BOB GATTY

Washington and You

A
s the new Congress, with the House 
of Representatives now controlled 
by Democrats, opens up shop this 
month, physicians—urologists 

included—will be looking for action on several key 
initiatives important to their practices and patients.

But the action doesn’t stop on Capitol Hill as 
the regulatory agencies, including the Depart-
ment of Health and Human Services (HHS) and 
the Centers for Medicare & Medicaid Services 
(CMS), are in the midst of making important 
decisions that could have lasting impact on med-
icine and physicians’ practices.

Push for USPSTF reform bill continues

On Capitol Hill, urology interests continue their 
fight for patient access to, and Medicare coverage 
of, PSA screening. That effort has led to a drive to 
reform the U.S. Preventive Services Task Force, 
whose 2012 recommendations resulted in a sharp 
decline in screening rates, according to one study 
(Nat Rev Urol 2017; 14: 26–37).

Thus, the major urology organizations con-
tinue to seek enactment of legislation that would 
reform the USPSTF, giving specialists increased 
influence on task force recommendations. Chief 
sponsor of that legislation was Rep. Marsha 
Blackburn (R-TN), who was elected to the Sen-
ate in November.

“We’re now searching for a new sponsor in 
the House of Representatives,” said Mark Edney, 
MD, president of the American Association of 
Clinical Urologists (AACU). “We expect to have 
Sen. Blackburn’s continued support.”

USPSTF reform is also a priority for the AUA 
and LUGPA, both of which have lobbied exten-
sively to win the bill’s passage.

Dr. Edney also said AACU strongly supports 
legislation introduced last February to require a 
study by the National Academy of Medicine on 
the use of genetic and genomic testing to improve 
health care.

The bill, if reintroduced in 2019, would direct 
HHS to enter into an agreement with the Nation-
al Academy of Medicine to recommend how the 
federal government can support the use of genetic 
and genomic testing to allow for better delivery 
of precision medicine.

“AACU supports the use of tissue-based molec-
ular testing as a component of risk stratification 
in prostate cancer treatment decision-making,” a 
statement by the AACU explains.

Another major congressional initiative for 
urology is reform of the Stark antikickback laws, 
enacted some 30 years ago, which Dr. Edney and 
others contend now stand in the way of the drive 
toward value-based care. Thus, there is strong 
support within urology for the Medicare Care 
Coordination Improvement Act, introduced last 
year by Sens. Rob Portman (R-OH) and Michael 
Bennet (D-CO), which would give the HHS sec-
retary the option to allow exceptions for alterna-
tive payment models, an important component 
of value-based care.

“We’re seeking to update and reform the law 
to accurately reflect the health care delivery sys-
tem as it is today,” said Deepak A. Kapoor, MD, 
chairman of health policy at LUGPA.

“Stark is a two-edged sword,” he contended. 
“It prevents you from distributing money based 
on volume or value of service. But, we are seeking 
to move to a value-based care model where we 

reward value over volume, and that is prohibited 
by Stark, the language of which is inconsistent 
with the shift to value-based care.”

‘Breathtaking changes’ in payment 

policies

On the regulatory front, Dr. Kapoor said that 
under the Trump administration, CMS is “making 
breathtaking changes,” particularly with respect to 
payment policies.

“Independent physician practices received a 
major victory with the the expansion of site neu-
trality, which substantially leveled the playing 
field and allows independent physicians to com-
pete,” he said. However, he said LUGPA “will 
continue our emphasis on expanding the notion 
that it is inappropriate for the patient to pay more 
for the same service simply because of the address 
where the service is provided. Medicare should 
pay the same amount regardless of where the 
service is provided.”

Meanwhile, the AUA and other members of 
the Alliance of Specialty Medicine wrote to HHS 
to express concerns over its proposed 340B drug 
pricing plan.

HHS is seeking to create a new payment mod-
el called the International Pricing Index, under 
which certain drugs like cancer treatments 
administered by doctors would be reimbursed at 
rates similar to those charged by European coun-
tries instead of using the current rate structure.

Physician participation will be mandatory for 
physicians in randomly selected geographic areas 
with a goal of capturing half of Medicare’s Part 
B spending. The objective is to reduce Medicare 
spending on included drugs by 30%.

While LUGPA was not a signatory to the Alli-
ance’s letter to HHS, Dr. Kapoor said the orga-
nization agrees with its intent.

“Rather than physicians acquiring Part B drugs 
directly, they will put mandatory for-profit mid-
dlemen in place who can control access to the 
drugs,” he said.

“They are going to institute pricing models 
that could devastate the development of new 
drugs,” he warned.

The Alliance, in its letter, objected to partici-
pation in the demonstration program being man-
datory and expressed strong concerns about the 
use of middleman-brokers from whom physicians 
will obtain the drugs.

“They are incentivized not to use the most 
appropriate therapy, but the cheaper therapy,” Dr. 
Kapoor warned. “You need to have both sides of 
the equation. You can’t just be focused on cost. 
You also need to focus on the needs of the patient. 
This policy as written could be extremely disrup-
tive. We are going to be working closely with 
other stakeholders to make sure CMS hears these 
concerns.”UT

Organized urology has 
varied agenda for 2019
Priorities include USPSTF, Stark legislation reform

FAST FACTS

Health policy issues on organized urology’s radar 

in 2019 include:

Q legislation to reform the U.S. Preventive Services 

Task Force

Q a bill by the National Academy of Medicine on 

the use of genetic and genomic testing to improve 

health care

Q reform of Stark antikickback laws

“We are seeking to move to a 
value-based care model where 
we reward value over volume, 
and that is prohibited by Stark 
[legislation], the language of 
which is inconsistent with the 
shift to value-based care.”

DEEPAK A. KAPOOR, MD
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S
uppose you are a patient wak-
ing up from a robot-assisted 
laparoscopic prostatectomy 
(RALP). You were counseled 

ahead of time by your surgeon about 
what to expect regarding pain, recovery 
time, and urinary symptoms, among oth-
ers. As the effects of anesthesia wear off, 
you note significant discomfort in your 
shoulders and arms. Ultimately, a diag-
nosis of compartment syndrome is made 
and you require an additional surgery to 
relieve this.

However, there is residual damage 
and you are left with a deficit in use of 
your left arm and hand. You might ask: 
How did this happen; the surgeon was 
nowhere near my arms and shoulders? 
How could prostate surgery leave me 
unable to use my left arm fully?

This is just one example of many 
past and pending malpractice actions 
across the country that center around 
the positioning of patients during 
 surgery.

In another case, a male patient had a 
RALP that took over 8 hours and he was 
in steep Trendelenburg the whole time. 
The patient developed compartment 
syndrome in the right arm and shoulder 
with residual deficits.

In a third case, a patient underwent 
a radical retropubic prostatectomy 
lasting just under 5 hours. The patient 
woke up with extreme back pain. 
Imaging and nerve studies confirmed 
damage to the back and pelvic areas. 
The patient was rendered disabled and 
unable to work.

In a fourth case, a female patient 
underwent nephrectomy in the later-
al decubitus position and developed 
signif icant brachial plexus injury 
from improper placement of the chest 
pad.

Intraoperative positioning injuries 
can include nerve injuries, soft-tis-
sue pressure injuries, compartment 
syndromes, and ocular deficits (bit.

ly/patientpositioning). The incidence 
of these injuries as a whole is not well 
documented, as literature mostly 
focuses on case studies, retrospective 
reviews, or billing and claims data 
(bit.ly/patientpositioning). However, a 
recent paper found that robot-assist-
ed surgeries had a 6.6% injury rate, 
suggesting that this type of surgery 
may incur further risk (bit.ly/patient-
positionstudy).

Good documentation, expert 

review needed for defense

A patient’s success on a claim of inju-
ry based on intraoperative positioning 
would likely be based on a negligence 
theory, or potentially a lack of informed 
consent theory. For either of these 
claims, good clinical documentation and 
expert review will be needed for a solid 
defense. Assessing each patient’s risk of a 
positioning-related injury should ideally 
begin preoperatively when risks, bene-
fits, and alternatives to surgery are being 
discussed.

Risk factors such as age, diabe-
tes, hypertension, nutritional status, 
extremes in weight, and expected length 
of procedure would be known in advance 
and able to be discussed at a preopera-
tive visit and documented in the record. 
In an older closed claims review, poor 
patient-physician communication was a 
factor in cases that resulted in an indem-

nity payment (BJU Int 2011; 108:477-8).
Intraoperative attentiveness to 

patient positioning is also import-
ant to preventing injuries. Use of the 
proper equipment and materials for 
preventing a patient from shifting on 
the table, routinized monitoring by 
nursing and anesthesia, and employ-
ment of second time-outs for cases 
expected to be lengthy are all ways the 
entire operative team can help ensure 
proper patient positioning during any 
surgical procedure (bit.ly/patientposi-
tionstudy).

In the event that a case is elective and 
not time sensitive, a patient’s condi-
tion may be able to be optimized in the 
interim to avoid positional injuries even 
further. Efforts at improving nutrition-
al status, increasing diabetes regimen 
compliance, and idealizing weight can 
be good preventive aids and motiva-
tional factors for patients in achieving 
the surgery they desire (bit.ly/patientpo-
sitionstudy).

One final case for thought: A patient 
is consented for a prostatectomy and told 
it would take approximately 2-3 hours 
to complete. The surgeon does not dis-
close that he will be doing the procedure 
robotically, and with a proctor present 
due to his level of inexperience. The sur-
gery actually lasts close to 8 hours and 
afterwards the patient’s hands and arms 
are swollen and bruised, with numbness 
and tingling.

The patient sues the surgeon, the 
anesthesiologist, and the nursing staff 
in the OR for various failures in care and 
treatment. Ultimately, the plaintiff-pa-
tient failed to prove causation at trial, but 
the 6 years of legal proceedings, trial, 
and appeals undeniably take a toll on all 
involved.

Patient positioning in the operating 
room is everyone’s responsibility. The 
surgeon, anesthesiologist, and nurses 
all have a duty to contribute to estab-
lishing the optimal surgical exposure 
in a position that protects the patient’s 
airway, anatomic structures, and 
hemodynamic stability as much as pos-
sible. Documentation of risk factors in 
the record and mitigation of any in 
advance can help set expectations for 
the patient. Use of best practices and 
conscientious documentation are 
always desirable in crafting a merito-
rious defense should the case become 
a legal action.UT

Positional injuries pose 
medicolegal risks
Assess and discuss risk factors for injury preoperatively

BRIANNE GOODWIN, 
JD, RN

Ms. Goodwin is manager of 

clinical risk and patient safety 

at Cambridge Health Alliance, 

Cambridge, MA.

A patient’s success on a 
claim of injury based on 
intraoperative positioning 
would likely be based 
on a negligence theory, 
or potentially a lack of 
informed consent theory.

http://bit.ly/patientpositioning
http://bit.ly/patientpositioning
http://bit.ly/patientpositionstudy
http://bit.ly/patientpositioning
http://bit.ly/patientpositionstudy
http://bit.ly/patientpositionstudy


The UroLift System procedure is FDA-cleared for the treatment of symptoms due to urinary 
outflow obstruction secondary to BPH, including lateral and median lobe hyperplasia, in men  
45 years of age or older. Results and patient experience may vary. Most common adverse events 
reported include hematuria, dysuria, micturition urgency, pelvic pain, and urge incontinence. 
Most symptoms were mild to moderate in severity and resolved within 2 to 4 weeks after the 
procedure. Consult the Instructions for Use (IFU) for more information.

©2018 NeoTract, Inc. All rights reserved. MAC00901-01 Rev A

*Dr. Walter is UroLift faculty and a paid consultant for NeoTract|Teleflex
1. LIFT study showed an IPSS reduction of 47% at 1 year.  Roehrborn, J Urology 2013  2. Roehrborn, J 
Urology 2013  3. No instances of new, sustained erectile or ejaculatory dysfunction McVary, J Sex Med 2014  
4. Shore, Can J Urol 2014  6. Roehrborn et al. Can J Urol 2017

I  am a urologist.
I  am a patient.

Rapid relief and recovery in days, not months2,4

Lowest catheter rate of the leading BPH procedures4

 The only BPH treatment with no new, sustained erectile 
or ejaculatory dysfunction2,3

The only BPH procedure that does not destroy tissue

Proven durability through 5 years5

25 Peer-reviewed publications, 2 randomized studies

Simple, typically, one time, in-office treatment

MAIN REASONS I CHOSE THE UROLIFT® SYSTEM 

AND RECOMMEND IT TO MY PATIENTS

Check out the data at UroLift.com

To learn more about My Story, visit www.info.UroLift.com/UT

“ “
My IPSS went from 23 to 3, and I’m  
thoroughly satisfied with the results.

Peter J. Walter, M.D., F.A.C.S.* Western New York Urology Associates and  

UROLIFT® SYSTEM PATIENT

PRE-PROCEDURE POST-PROCEDURE

UroLift® Implant

Actual Size  

(Images courtesy of Dr. Peter Chin, 
Wollongong, NSW, Australia)

1

http://www.info.UroLift.com/UT
https://Urolift.com
https://Urolift.com
http://Teleflex.link/HOL-UroTimes


StoneSmart™

The forum to advance the science of endourology

Visit

UrologyTimes.com/StoneSmart

Join the 

discussion.

Watch 

the video.

Managing Patients 
with Cystinuria
Kay Thomas, MBBS, MD, FRCS(Urol) 
Matthew Bultitude, MBBS, MSc, FRCS(Urol)
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BPH 
CARE

FILLING 
THE GAP IN

A PROMOTIONAL SUPPLEMENT TO
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http://urologytimes.modernmedicine.com/
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Improving the BPH Care Pathway: 
The Prostatic Urethral Lift Procedure using the UroLift® System

Participants:
Moderator: Claus G. Roehrborn, MD

Professor and Chair, Department of Urology, 

UT Southwestern Medical Center

Disclosures: Investigator and consultant for 

NeoTract|Telefl ex

Gregg Eure, MD

Partner and founding member of Urology of 

Virginia; Associate Professor of Urology at 

Eastern Virginia Medical School

Disclosures: Investigator, faculty, trainer and 

consultant with NeoTract|Telefl ex. He consults 

and does research for many BPH companies.

Steven N Gange MD FACS

Partner and Director of Education, 

Summit Urology Group, Salt Lake City UT

Disclosures: NeoTract|Telefl ex: Investigator, 

Consultant, Faculty. NxThera/Bost Sci: Investigator. 

Nymox: Investigator

Thomas J Mueller, MD, FACS

Partner, New Jersey Urology; Clinical Associate 

Professor of Urology, Rowan University; Program 

Director, Urology Residency, Rowan University, SOM

Disclosures: NeoTract|Telefl ex consultant and 

faculty

David Sussman DO, FACOS

Clinical Assoc. Prof., Dept of Surgery, Div of Urology, 

Rowan University, Partner New Jersey Urology

Disclosures: Consultant Allergan, NeoTract|Telefl ex, 

Avadel, Taris, Urovant

Peter J. Walter, M.D., F.A.C.S.

Western New York Urology Associates

Disclosures: NeoTract|Telefl ex consultant 

and faculty

Introduction
In August 2018 a panel was convened of experienced providers of the 

Prostatic Urethral Lift (PUL) using the UroLift® System for the 

treatment of Benign Prostatic Hyperplasia (BPH). Claus G. Roehrborn 

MD, Chair of Urology, UTSW, presided over the panel to explore both 

the current status of the UroLift System within the standard of care 

for BPH and the broader issue of improving the care pathway for BPH.

The UroLift System for BPH now has been clinically studied for 

over 12 years, which is chronicled in over 25 peer-reviewed 

publications, including 2 randomized multicenter studies, fi ve year 

durability data and 7 open label studies.1 Results across these 

numerous studies in different clinical settings, healthcare systems, 

and patient demographics have consistently shown rapid and 

durable relief from lower urinary tract symptoms (LUTS) and a 

unique preservation of both erectile and ejaculatory function.2 In 

May 2018, the AUA updated its BPH Guidelines, which include a 

recommendation that urologists should consider the Prostatic 

Urethral Lift (PUL) for the treatment of certain men with LUTS 

presumed secondary to BPH. 

L.I.F.T. Study 5-year Durability
The Prostatic Urethral Lift using the UroLift System is currently the 

only BPH procedure that does not require thermal energy or 

removal of prostate tissue. Small transprostatic implants are 

deployed within the prostate to mechanically open the prostatic 

fossa, rather than relying on an extended healing response to 

achieve deobstruction. For this reason, post-operative urinary 

catheterization requirement has been the lowest reported for the 

leading BPH procedures. In a clinical study, approximately 20% 

patients require a post-operative catheter for less than a day on 

average which contrasts to thermal ablation alternatives that can 

require catheters for over 3 days on average in approximately 90% 

of patients.[Shore et al., McVary et al.] Clinical data has shown 

average return to preoperative activity of 5 days with under 3 days 

of work missed on average, the fastest recovery reported for any 

BPH procedure.[Shore] Signifi cant improvement in LUTS has been 

proven by 2 weeks with mild to moderate adverse effects typically 

resolving within 2–4 weeks.[Roehrborn 2013] Five year data has 

shown durability of symptomatic, fl ow and quality of life 

improvements with an average surgical retreatment rate of 2% to 

3% per year.[Roehrborn 2017] The Prostatic Urethral Lift is the only 

BPH procedure that has been shown to not induce new onset, 

sustained erectile or ejaculatory dysfunction.[McVary, JSM 2014; 

McVary, JSM 2016]

PRE POST

http://www.UroLift.com/physicians/results
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Today’s BPH Care Pathway
DR. ROEHRBORN: Traditionally, we’ve managed patients who 

have LUTS presumed secondary to BPH (going forward called in 

short BPH) with watchful waiting, medical therapy, less invasive 

procedures, and myriad surgical procedures. Let’s touch upon 

each and look for areas we might fi nd improvement

Watchful Waiting: 
Is this an active part of our practices?

DR. ROEHRBORN: With as many as 35% men on watchful 

waiting, is this active management or is it basically passing 

the patient back to the primary care doctor?

DR. GANGE: I actually think it’s a misnomer. I think we’re not 

watching these patients very carefully at all. Many such men 

receive a diagnosis of BPH by their primary care physician (PCPs) or 

urologist, but decline intervention and then don’t return for the 

suggested follow up care—they may still be labeled as Watchful 

Waiting. We know from other specialties that men will often wait 

as long as possible to seek and receive health care. Meanwhile we 

have come to appreciate that delaying appropriate BPH care can 

lead to either progression of LUTS and associated signs and 

symptoms, or to detrusor deterioration.

DR. WALTER: My experience in general is that by the time a BPH 

patient reaches our urology practices, his disease process may 

already be fairly advanced, and he may require more active 

management.

DR. ROEHRBORN: There are a couple of papers out there 

suggesting lifestyle advice and fl uid management are effi cacious 

in managing symptoms, but it’s diffi cult to go from studies that 

are done with a specifi c purpose to the real world daily practice. 

This intense counselling during the visit may take signifi cant time.

DR. WALTER: Certainly if a brief medical history shows that the 

patient has a high daily fl uid consumption or is consuming several 

pots of coffee each day, it’s important to recognize and discuss 

this. If not well counseled on behavioral strategies, patient 

outcomes from medical or interventional therapy can be compro-

mised if that patient is habitually irritating his bladder excessively.

Medical Therapy: 
What have we learned over the years?

Recent Focus on Concerns
DR. ROEHRBORN: In the 1990’s, therapeutic targets were 

identifi ed and lots of BPH drugs were developed. Numerous large 

scale trials showed the drugs to be safe and effective. But now 

with 20 plus years of medical management, we see the literature 

focus more on the adverse effects that have come to light: 

bothersome disturbance of ejaculatory function and libido, fl oppy 

iris syndrome, even depression, suicidal tendencies and increased 

risk of stroke and dementia.3 What role does this information 

play in the choice of medical management, the duration of 

medical management or the avoidance of medical man-

agement for that matter?

DR. GANGE: Prior to the 1990s, TURP was “King” and was the 

most commonly performed surgery in the US. Drugs displaced 

TURP as the go-to approach to BPH management. Urologists and 

most PCPs are already aware of medication side effects such as 

dizziness, hypotension, asthenia, ejaculatory dysfunction and 

intraoperative fl oppy iris syndrome or IFIS with alpha blockers, and 

impaired libido and erectile dysfunction (and ejaculatory issues) 

with 5-ARIs.3 PDE-5 inhibition is safe and has some effi cacy, but it 

is not in widespread use for BPH management. Taking the 

proverbial 30,000 feet view, I think one could ask if all of this is 

really worth a 5–6 point IPSS reduction.

DR. EURE: I think a big part of our role as the urologist is 

educating the patients, and part of that education is the adverse 

side effects of any therapeutic option. My group was a site for a 

lot of the 5ARI research and I really have curtailed my use of these 

drugs, especially with men who are still sexually active and want 

to avoid those side effects. We might think this is only younger 

men, but I have plenty of older patients for whom preserving 

sexual function is very important. It’s part of my education process 

with them and that has changed how I use that class of drugs.

DR. MUELLER: Regarding alpha blockers, I tend to utilize 

silodosin to the greatest extent possible because I fi nd it very 

effective. That being said, it also has the highest incidence of 

retrograde ejaculation likely due to its stronger selectivity. If 

patient satisfaction is impacted by the sexual dysfunction, and a 

fair number are, I will shift to Tamsulosin or Alfuzosin and initiate 

the discussion on minimally invasive options. With the UroLift 

System, I personally see this option as a direct choice versus 

medication, and of the 300 or so men who I have treated with the 

UroLift System, I’d say that more men are selecting intervention 

over continued medical therapy as an earlier treatment option.

DR. ROEHRBORN: I do think in this case Alfuzosin is another 

option, since it has been shown to have less effect on ejaculatory 

function, and fewer cardiovascular issues as well. Though I do 

agree that minimally invasive treatment is an appropriate early 

option as well.

DR. GANGE: I’d like to take a moment to emphasize the growing 

evidence suggesting signifi cant emerging BPH drug side effects. In 

the case of alpha blockers, there are now reports of higher risk of 

stroke and dementia. Additionally, reports regarding 5-ARI side 

effects point to alterations in glucose and lipid metabolism, as 

well as depression and self-harm.3 These are certainly complica-

tions I want nothing to do with, and even though, as you point 

out Claus, these are population studies, not randomized con-

trolled studies, the evidence is certainly concerning. Although in 

some cases the jury is still out, I do feel compelled to mention 

these potential harms to my patients, and drug side effect 

concerns become a compelling reason that patients might elect 

low risk procedural intervention like PUL with the UroLift System.

Effects of Poor Compliance
DR. ROEHRBORN: Another important aspect to medical therapy 

is the low level of consistent patient compliance—this has been 

shown in a number of population studies. This is the patient that 

presents with symptoms; we prescribe medication and he takes it, 

but then doesn’t refi ll. We’ve treated him episodically, but have we 

served him well? Over time, will noncompliant patients 

potentially undergo irreversible bladder damage after 

which even a surgical approach may not be effective?

DR. GANGE: This is an excellent point. One way to try to address 

this is to see my new BPH patients back relatively soon; not 6 

months or a year, but at 4–6 weeks. This way I can reinforce the 

need for compliance and importantly, address adverse effects 

that might compel him to stop taking the medication. I fi nd this 

habit of more timely follow up can capture a patient who might 

otherwise walk off undertreated, and this can also allow for 

earlier anatomical assessment of men who may do better with 

intervention. 
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DR. EURE: I do think in general the trend over the past 20 years 

of medical management has led to intervening on patients who 

are further down the disease process with larger prostates and 

maybe symptoms that cannot be suffi ciently addressed even with 

more invasive procedures. Preservation of bladder health needs to 

be more of a focus.

DR. WALTER: I think I might have a unique perspective here. I 

personally was dealing with BPH and had no desire to initiate a 

lifelong journey of medication usage and dealing with side effects, 

and the common later issues of drug to drug interaction. I elected 

to undergo a UroLift System treatment over two years ago and 

really have been delighted by the therapeutic effect, overall experi-

ence and importantly, not being dependent on long term 

medication. I wonder if we, as a specialty, should be asking 

ourselves not, “What drug should I add to this man’s daily 

intake?” but instead, “Do I have a good option that can REMOVE a 

medication from this patient’s drug regimen and free him from 

current or future side effects?” I feel that I absolutely made the 

right decision, especially in light of recent evidence showing that 

alpha blockers such as Tamsulosin can increase the risk of 

dementia or stroke (1,2) and that 5-ARI such as fi nasteride and 

Dutasteride can increase the risk of dementia, suicidality, and even 

certain metabolic derangements (3,4). As urologists, we have the 

unique opportunity to deprescribe, decreasing the polypharmacy 

debacle rather than exacerbating it.

Improving BPH Care

AUA BPH Guidelines 2018: Prostate imaging to 
determine optimal care

DR. ROEHRBORN: The newly-released AUA Guidelines now 

recommend imaging the prostate prior to prostate surgery. Let me 

explain why I advocated for this on the panel with an example. I 

do an MRI for elevated PSA and see a 100 gram prostate with 

signifi cant intravesical protrusion. Prior to imaging, I was very 

close to sending this patient off with an alpha blocker, and we 

know that patient is unlikely to do well on an alpha blocker. In 

fact, thinking back on the MTOPS study, I wonder if imaging were 

a standard work-up, might we have been able to actually delineate 

responders and non-responders based on anatomy. What are 

your opinions of imaging the prostate earlier in the 

treatment paradigm?

DR. WALTER: I have a strong opinion on this. I’ve always had a very 

low threshold to perform diagnostic cystoscopy. If I receive a referral 

from a primary care physician and I just place that patient on an 

alpha blocker or a 5ARI, what have I done to distinguish my skillset 

from that of a primary care physician or even a nurse practitioner 

for that matter? As urologists, we’re surgeons, we have specialized 

skills, we can identify problems better, so why don’t we? I want to 

know the patient’s individual prostate anatomy, the size and shape 

of his prostate, and whether there is an obstructing median lobe. I 

can perform a fl exible cystoscopy in about two minutes in the 

offi ce. It’s very well tolerated; and it gives signifi cant useful 

information. It’s also a very helpful educational tool for the patient. 

He can view his personal prostate anatomy. He can see what I’m 

talking about when I tell him he appears obstructed. Importantly, I 

can educate him about his bladder health by demonstrating any 

trabeculations, cellules, or diverticular formation. 

DR. GANGE: The Committee responsible for creating the 2018 

BPH Guidelines have, in my opinion, potentially advanced the 

science and improved the quality of Urological care for these 

patients by recognizing the value of anatomical assessment in BPH 

care. As you mentioned, Peter, this really allows for more precise 

and customized BPH intervention.

DR. EURE: I agree that it helps you better advise a patient as to 

what their treatment options are and to some extent what option 

may work better than another. If I can see that my patient is 

anatomically a good candidate for a minimally invasive option like 

the UroLift System and maybe not the most likely to respond to 

medications, I’m going to be better informed when discussing 

treatment options with my patient. And of course if I see a 150 g 

prostate, we are going to be discussing more invasive approaches.

DR. ROEHRBORN: Let’s discuss the use of cystoscopy to perhaps 

understand how far along the disease process a patient is; by this I 

mean recording trabeculation, the cellules that develop, the 

diverticula. I am trying myself to code bladder trabeculation in the 

patient’s record. I’m trying to grade it in my own mind and record 

it. I think this may be the next frontier, where we need to be 

better in quantitating secondary changes that are our signs of 

progression of bladder decompensation. Do you document it or 

describe physical bladder changes in some quantitative 

way? 

DR. WALTER: I use very general terms, I’ll say mildly, moderately, 

severely. But I do feel a PI-RADS type rating system with graphical 

metrics would really help standardize this important information. I 

think we likely all agree that tracking bladder decay must be 

important.

DR. SUSSMAN: I do wish there were more extensive data on 

bladder decompensation; we have never defi ned when a patient 

truly passes the “point of no return” and will not respond 

adequately to BPH procedures. Recent population studies have 

shown that 20% to 40% men are on a BPH medication within fi ve 

years of what we call defi nitive surgery, TURP. I believe that points 

to us intervening too late; it points to addressing prostate 

obstruction only after a level of irreversible bladder damage. We 

should be intervening earlier on these men to better preserve their 

Clinicians should consider 
assessment of prostate size and 
shape via abdominal or transrectal 
ultrasound, or cystoscopy, or by 
preexisting cross-sectional imaging 
(i.e. magnetic resonance imaging 
[MRI]/ computed tomography [CT]) 
prior to surgical intervention for 
LUTS attributed to BPH.)

Surgical Management of Lower Urinary Tract Symptoms Attributed to Benign 

Prostatic Hyperplasia (AUA 2018)

“Should [we] be asking ourselves not, 
‘What drug should I ADD to this 
man’s daily intake?’ but instead, 
‘Do I have a good option that can 
REMOVE a medication from this 
patient’s drug regimen and free him 
from current or future side effects?’”

http://www.UroLift.com/physicians/results
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future health. I also encourage performing a trus/cysto (i.e. 

UroCuff™ or urodynamics as tools to establish obstruction) to 

confi rm proper patient selection and determine which patients 

should consider the UroLift System and stop medications. 

Earlier Intervention to 
preserve future health
DR. ROEHRBORN: A study at the VA comparing watchful waiting 

to TURP showed that patients who were originally on watchful 

waiting and then crossed over due to worsening of symptoms and 

got a TURP had poorer outcomes than those who underwent 

TURP at randomization. It’s as though a window of effi ciency or 

effectiveness was missed. Is that a fear that you all have, that 

sometimes we’re coming in too late with our surgical 

treatment?

DR. EURE: I think this is a very important topic and concept and I 

have changed my practice in recent years. The traditional 

treatment distribution within the BPH population is alarming, 

where 97% of men with moderate to severe symptoms are either 

on watchful waiting or medical therapy, with less than 3% 

undergoing intervention.4 We’ve tried to shift that curve, and I 

would say our residents really look at it the same way or try to 

change that concept in their patient’s minds. With less invasive 

options, we can now move that treatment paradigm earlier in the 

disease process. I believe the patient gets the benefi t of the 

positive outcomes longer, avoids bladder deterioration and many 

of the long-term side effects. Over the years we’ve developed less 

and less invasive options, and this is where the UroLift System 

comes in; it has less side effects and less exposure to the things 

patients fear. It is helping us shift the curve to better care, I believe, 

and most of our patients are highly satisfi ed with the results and 

the rapid relief delivered by the UroLift System procedure.

DR. WALTER: I agree with Gregg. It’s been a series of shifting 

paradigms. In the early years of our careers, TURP was the main 

solution. Then, we tended to place nearly everyone on medica-

tions. Now, we have a truly minimally invasive option that works 

better than medication, avoids the potentially toxic side effects of 

medication, and avoids the risks of invasive surgery. In my practice 

the UroLift System has been such a valuable addition, fi lling that 

gap in the treatment paradigm. Now the paradigm has shifted 

from a choice between medication or surgery, to a choice 

between medication or the UroLift System. If neither is appropri-

ate, we can still of course offer more invasive surgery.

DR. GANGE: While we lack longitudinal clinical studies to support 

the need for earlier intervention to prevent detrusor failure, I came 

across a paper recently that nicely describes the cascade from BOO 

causing “mechanical stretch stress” which activates mechanosen-

sitive cells in the bladder wall leading to alterations in gene expres-

sion and protein synthesis, affecting bladder wall thickness and 

contractility (Mirone, Eur Urol 2007; 51: 57–66). This feels like a 

process we should try to interrupt.

DR. SUSSMAN: The idea of intervening earlier is not a new one, 

but to be honest, we haven’t had an option that many patients 

would really elect earlier in disease progression. If a patient is 

looking at new sexual dysfunction, or extended catheterization 

and many weeks of diffi culty before experiencing relief, this is 

simply not going to change the paradigm; they won’t elect it. The 

key, in my opinion, to the UroLift System is that it is now a tool we 

can employ to shift the paradigm, and deliver better care. 

DR. MUELLER: This is one of the most salient points about the 

UroLift System. All these other points are very important, but the 

UroLift System just works better. Since we have tracked our IPSS 

Scores, we are able to compare symptoms between active 

surveillance, medicines and proposed procedures. Due to the 

UroLift System’s near 2X symptoms improvement over medi-

cines, along with its strong safety profi le, I can say with 

confi dence that this is a superior option to its BPH alternatives. 

That’s very, very enticing to patients. This level of confi dence far 

exceeds the alternatives available to LUTS patients. And the 

signifi cance of this option reaches the largest proportion of my 

LUTS patients. Moreover, it allows us as practitioners to be 

proactive in the care of our patient’s symptoms and advocate for 

their bladder health. 

Redefi ning “Minimally Invasive”
DR. ROEHRBORN: I see these paradigm shifts as a pendulum 

swings, from TURP to medications, and back. I feel we need to 

fi gure out a way to make the pendulum swing more towards the 

middle, where everything has its place. Earlier treatment with 

minimally invasive treatments must have attraction to the patient, 

otherwise they wouldn’t choose it. Taking a tablet still to the 

patient feels like relatively harmless and they can always stop it 

and it’s not a major expense up front. So what does it take to 

make a minimally invasive treatment palatable to the 

patient? 

DR. EURE: I think one of the biggest appeals for patients is no 

sexual side effects. Not having retrograde ejaculation is important 

to them. In the past I wouldn’t have thought that was as big a 

deal or as a signifi cant deterrent, but when that knowledge is out 

there, patients are coming out of the woodwork seeking the 
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UroLift System as the treatment they’ve been sitting on the 

sidelines waiting for.

DR. ROEHRBORN: Many of my patients ask me, “When can I go 

back to work?” I tell them with the UroLift System, even though 

the studies suggest it is 3 to 5 days to normal activities,1 I’m fairly 

liberal about it and I let them go back right away. And to me, 

that’s oftentimes a very important point to them. 

DR. EURE: The low chance that they’ll have to have a catheter 

afterwards is huge. Again, for us having a catheter in a patient for 

a day or two is not a big deal, but for many patients it certainly is. 

The quick recovery and the minimal side effect profi le makes it, I 

think, much more appealing for patients to think about the 

intervention option versus taking another pill.

DR. GANGE: I agree; minimally invasive BPH management boils 

down to the perceived overall patient experience. We’ve focused 

so long on peak fl ow or even IPSS outcomes, but what patients 

want is quality care delivered tolerably and with few side effects. 

Another key part of this, in my opinion, is also where and how we 

deliver the intervention. When I tell my patients that the UroLift 

System is a simple in-offi ce procedure, it feels less serious to them 

and I think that takes their pulse rate down just a little bit. I tell 

them we’re talking about something that’s not a whole lot more 

uncomfortable than their screening procedures. When describing 

this, I not only relate my experiences but also reference the VAS 

pain scores reported in the LOCAL Trial (3/10 for fl exible cysto, 

5/10 for the UroLift System, when both were conducted under 

local anesthesia).5

DR. SUSSMAN: The key to earlier treatment is an option that 

men will elect, and there are defi nitely criteria to that option. I 

think we now have a new defi nition for “minimally invasive BPH”. 

I’d state these criteria as: < 2 hour offi ce visit; able to avoid a 

catheter; no risk to sexual function; and rapid recovery and relief 

within days.

DR. ROEHRBORN: Where do each of you generally conduct 

your UroLift System procedures and under which 

anesthesia?

DR. GANGE: I do offi ce almost exclusively and just topical 

anesthesia, adding a short acting benzodiazepine for men who 

request it or who seem to struggle a bit with fl exible cysto and 

TRUS. Of the nearly 500 UroLift System procedures I’ve per-

formed, under 2% have been conducted in an operating room, 

and those were unique situations. 

DR. EURE: I have done many in the offi ce, but we have an 

excellent surgery center that is connected to my offi ce. I have 

great support and anesthesia assistance there, so I use the 

outpatient surgery center.

DR. MUELLER: All of my cases have been done in the offi ce and I 

would say 90% of them are done with propofol, with sedation. 

I’m trying to do more locals, but I think that my patient populous 

expects sedation. In New Jersey, we have the ability to do so in the 

offi ce.

DR. WALTER: We perform 100% of our UroLift System cases in 

the offi ce setting. About 75% have been performed under pure 

topical local anesthesia like Steve does. In the other 25% we have 

utilized IV propofol. We’ve recently begun to offer nitrous oxide, 

not just for UroLift System procedure cases, but for other 

procedures as well. There are plenty of dental procedures that can 

be done with just Novocain, but to maximize the patient 

experience dentists employ nitrous oxide. I think there is much we 

can learn about optimal offi ce treatment from that specialty as we 

strive to offer the premier patient experience.

Treating the Obstructive Median Lobe
DR. ROEHRBORN: A new indication for the UroLift System is for 

the obstructive median lobe. Gregg, you participated in the 

MedLift study. Please share a bit about your experience in the trial 

and also in your practice. Who has begun treating median 

lobes with the UroLift System, and if so how is it working?

DR. EURE: One thing I learned, the signifi cant middle lobe is less 

common than what you would think. We really had a hard time 

fi nding patients with the kind of obstructive middle lobe, that 

when you look in was really the main cause of their obstruction. 

The estimate is maybe 15% of BPH patients have some type of 

middle lobe obstruction, but we found that really only about 5% 

have an obstructive middle lobe requiring treatment. I had a hard 

time recruiting patients, fi nally did get fi ve together and my results 

pretty much matched the outcome of the trial. They actually did 

well, even better than previous-reported trials, and part of that 

may have been because you really signifi cantly deobstruct by 

mechanically moving more tissue out of the way. Another reason 

for the greater effectiveness may be that all of the investigators 

had a signifi cant amount of experience doing the UroLift System 

procedure. It is interesting that the LIFT study and most of the 

publications detail the results of everyone’s fi rst several procedures.

DR. MUELLER: I’ve started treating obstructive median lobes 

with the expected good results. I will say it does require a 

profi ciency with the technique before attempting. The hardest 

part of the UroLift System procedure is working close to, but not 

too close to, the bladder neck. Because the middle lobe is, by 

defi nition, at the bladder neck, this requires a good feel for where 

you are when you deploy. Having said that, I haven’t had to 

remove any misplaced implants and outcomes have been 

impressive.

DR. ROEHRBORN: A question I have is when you are manipulat-

ing the middle lobe, are you ever just itching to take the resecto-

scope and resect that intravesical lobe?

DR. EURE: Of course. Though for me it would be a GreenLight 

Laser. What keeps me from that is that this patient probably 

would not have elected treatment if it were a more invasive 

option. His objectives align with this new minimally invasive value 

proposition that the UroLift System uniquely holds. If that were 

not the case, then yes, vaporizing or resecting the median lobe is 

clearly effective at addressing the obstruction, as long as the 

safety profi le is also acceptable.

DR. GANGE: We learned from the LIFT screening population that 

these obstructive middle lobes are uncommon (accounting for 5% 

in that group). I’ve thus far chosen limited middle lobe resections 

for these patients and have been impressed with the degree of 

improvement and better side effect profi le experienced compared 

to formal TURP. Thanks to the pioneering work of Peter Chinn, and 

then Gregg and the other MedLift investigators I’m currently 

making plans to treat my fi rst middle lobe patients with the 

UroLift System.

Concluding Remarks
DR. ROEHRBORN: In concluding this roundtable, here are key 

takeaway messages: 

❯ While medical therapy is the dominant treatment in BPH, we 

acknowledge that there is growing evidence for potential side 

effects, some of which are somewhat alarming, and we 

acknowledge that poor compliance can lead to insuffi cient 

treatment. For these men, a BPH procedure will likely be 

important in preserving their future health and bladder 

condition.

http://www.UroLift.com/physicians/results
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❯ The new BPH Guidelines encourage us to use more imaging, 

to use anatomical information in establishing the best 

treatment path. We can use this to evaluate the prostate size 

and shape to determine the potential utility of medication or 

weigh the different interventional options, and also to 

evaluate the condition of the detrusor. 

❯ Perhaps with imaging data more available we will, in the 

future, be able to determine treatment needs based on 

condition of the bladder, rather than simply symptoms and 

bother. A provocative thought is whether symptoms and 

bother might be too far down the disease progression to 

determine treatment, and imaging might lead us to prevent 

the progression.

❯ Instinctively we know that treating obstruction prior to 

irreversible bladder decay is important, and we are unanimous 

in feeling that the Prostatic Urethral Lift using the UroLift 

System gives us a unique option to facilitate treating BPH 

earlier. This is because it holds key features that patients 

desire, namely, absence of new onset, sustained erectile or 

ejaculatory dysfunctions,2 offi ce-based, minimal anesthesia, 

quick recovery, and also very important, no catheter. 
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Although the prevalence 
of patients who have an 
obstructive median lobe 
is limited, the number of 
patients previously 
falling out of the 
treatment care pathway 
for the UroLift® System 
has been signifi cant.

Now, patients who have 
an obstructive median 
lobe and those as young 
as 45 are eligible to 
receive treatment with 
the UroLift System for 
their BPH symptoms.

In the MedLift Study, the UroLift System 
demonstrated a 55.1% improvement in patient 
symptoms, while preserving sexual function at 
12 months.

Improvements were observed across all 
patients regardless of median lobe severity as 
measured by intravesical prostatic protrusion 
(IPP).

The UroLift System was evaluated in a post-market study and was found 
to deliver a high level of physician satisfaction regardless if the patient 
had an obstructive median lobe or not.

Most urologists reported that there was a learning curve with treating 
an obstructive median lobe that should be considered and that one 
additional implant is typically required for median lobe treatment. 

Overall physician satisfaction was very high because urologists could see 
an immediate effect with deobstructing the prostatic urethra and rapid 
relief in patient symptoms.

MedLift and LIFT study
UroLift System physician survey

NeoTract | Telefl ex internal estimate based on physician surveys and LIFT study



Most common adverse events reported include hematuria, dysuria, micturition urgency, 
pelvic pain, and urge incontinence. Most symptoms were mild to moderate in severity 
and resolved within two to four weeks after the procedure.

©2018 NeoTract, Inc. All rights reserved. MAC00842-01 Rev B

1. No instances of new, sustained erectile or ejaculatory dysfunction McVary, J Sex Med 2014
2. Roehrbom, J Urology 2013  3. Shore, Can J Urol 2014  

THE PROSTATIC URETHRAL LIFT (UROLIFT® SYSTEM) IS 

NOW RECOMMENDED 
BY THE AUA GUIDELINES 

FOR THE TREATMENT OF MEN WITH BPH

PRE-PROCEDURE POST-PROCEDURE

AUA GUIDELINE HIGHLIGHTS:

•  Urologists “should consider” PUL (UroLift® System)  
for the treatment of men with BPH.

•  Patients “should be made aware that surgical treatment can  

cause ejaculatory dysfunction (EjD) and may worsen ED.” 

•  “In men so concerned about new onset of ED and/or EjD,  

PUL likely does not pose additional risk.”

•  “Perhaps a significant portion of men with bladder outlet  

obstruction who have stopped medical therapy can be  

treated prior to impending bladder dysfunction.”

UROLIFT® SYSTEM – THE EVIDENCE-BASED CHOICE

•  25 peer-reviewed clinical papers, including 5 year durability, 
2 randomized controlled studies and 8 additional studies

• Rapid relief and recovery in days, not months2,3

• Lowest catheter rate of the leading BPH procedures3

 •  The only BPH treatment with no new, sustained erectile 
or ejaculatory dysfunction1,2

For more information, visit www.UroLift.com/physicians/results

UroLift® Implant

Actual Size  
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