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H ave you ever spent time 
browsing the Centers for 
Medicare & Medicaid Services’ 
Physician Compare website 

(bit.ly/3meEZn9)? If not, keep in mind your 
patients might be using this resource, and it 
is good to be aware of what data they might 
be seeing there, as Robert A. Dowling, MD, 
writes in his Practice Matters column this 
month. In the article, Dowling examines urol-
ogists’ Merit-based Incentive Payments System 
(MIPS) performance in 2020. “Although urol-
ogists are doing well with e-prescribing and 
patient portal measures, there are opportu-
nities for urologists to improve in supporting 
electronic referral loops—which may require 
involvement of [electronic health record] 
vendors and work� ow redesign,” Dowling 
observes in the piece. Given that MIPS data 
are accessible to all via Physician Compare, 
urologists would do well to heed Dowling’s 
advice and keep current on their performance 
in this program.

Among our clinical highlights in this issue are 
this month’s cover feature, in which Badar M. 
Mian, MD, writes about a recent paper evaluat-
ing whether systematic prostate biopsy can be 
omitted in some men.1 “Although the psycho-
logical and � nancial bene� ts of avoiding the 
label of ‘prostate cancer’ (especially low-risk) 
for the patient are demonstrable, the risk of 
misclassifying 1 in 4 (or 5) men with potentially 
clinically signi� cant cancers as low-risk must be 
considered carefully,” Mian writes.

Also in clinical coverage, look for 
reports on combination oncolytic immu-
notherapy/pembrolizumab (Keytruda) in 
BCG-unresponsive non–muscle-invasive bladder 
cancer, as well as a comparison of transperineal 
and transrectal approaches to prostate biopsy.

In addition to Practice Matters, our columns 
this month include Coding Q&A, in which 
Jonathan Rubenstein, MD, and Mark Painter 

take on reader questions on several topics, 
including Principal Care Management codes 
when a patient’s care is split between 2 provid-
ers from different specialties. “One person 
should be designated the primary caretaker of 
the patient’s cancer and underlying disease, and 
whomever is speci� cally responsible for over-
all care of the patient should report the codes. 
Reporting of these services should be coordi-
nated between the physicians,” Rubenstein and 
Painter advise.

In Money Matters, Jeff Witz, CFP, provides 
a helpful overview of the Internal Revenue 
Service’s cost-of-living adjustments for 2023. 
“some of the largest cost-of-living adjustments in 
US history. “High in� ation numbers for much of 
2022 led to a historic increase in Social Security 
bene� ts, retirement plan maximum contribu-
tions, and other items such as gifting and health 
savings account contributions,” Witz writes.

Finally, in Speak Out, Karen Nash asks 3 
urologists whether they have noticed a trend in 
patients calling them by their � rst names. Says 
urologist Sarabeth Martin, MD, “I’ve seen an 
actual uptick in [being called by my � rst name]. 
Three years ago, working in southern Kentucky, 
virtually no one called me by my � rst name. I 
have more patients here in northern Montana 
attempting to call me by my � rst name.”

Next month, look for coverage of the recent 
Society of Urologic Oncology Annual Meeting. 
As always, thanks for reading. •
REFERENCE
1. Hugosson J, Månsson M, Wallström J, et al. Prostate 
cancer screening with PSA and MRI followed by targeted 
biopsy only. N Engl J Med. 2022;387(23):2126-2137. 
doi:10.1056/NEJMoa2209454
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UroPipeline     UPDATES ON DRUGS, DEVICES, AND TESTS  by Jason M. Broderick and Kristi Rosa

Kidney cancer imaging  
agent TLX250-CDx succeeds  
in phase 3 trial

The phase 3 ZIRCON trial (NCT03849118) 
exploring the novel PET imaging radiophar-
maceutical TLX250-CDx (89Zr-DFO-girentux-
imab) in clear cell renal cell carcinoma (ccRCC) 
has met its coprimary end points.1

Telix Pharmaceuticals, the developer of 
TLX250-CDx, reported in a news release that 
the primary study end point was met by the 
imaging agent delivering 86% sensitivity and 
87% specificity.

Telix also reported that the key secondary end 
point of detection proficiency in patients with 
ccRCC and tumors less than 4 cm (T1a classifi-
cation) was achieved with 85% sensitivity and 
89% specificity in this patient population.

The prospective, international, open- 
label, single-group assignment ZIRCON trial 
is exploring TLX250-CDx in patients with 
indeterminate renal masses scheduled for 
partial or total nephrectomy. The indetermi-
nant renal mass must be a maximum of 7 cm 
in largest diameter (tumor stage cT1) and the 
nephrectomy must occur within 90 days of the 
administration of TLX250-CDx.2 The efficacy 
of TLX250-CDx is being determined through a 
comparison with histologic results with surgi-
cal resection as the standard of truth.

Three hundred patients received TLX250-
CDx, and the efficacy population for this 
analysis consisted of 284 patients. According to 
the news release, “each patient received a single 
dose of TLX250-CDx and a histological tumor 
sample from surgical resection was used as 
the truth comparator.” TLX250-CDx uses the 
anti-CAIX monoclonal antibody girentuximab 
to target the cell-surface antigen CAIX. The 
antigen is found on more than 90% of ccRCC 
cells but is not found in normal kidney cells. 
CAIX is also expressed in metastatic disease, 
and Telix suggests this might enhance the accu-
racy of staging patients with ccRCC.

REFERENCES
1. Telix announces positive topline results of ZIRCON 
phase III kidney cancer imaging study. News release. 
Telix Pharmaceuticals Limited. November 6, 2022. 
Accessed November 6, 2022. https://prn.to/3UmLSAR
2. 89Zr-TLX250 for PET/CT Imaging of ccRCC- ZIRCON 
Study (89ZR-TLX250). ClinicalTrials.gov. Updated 
November 10, 2022. Accessed November 6, 2022. 
https://clinicaltrials.gov/ct2/show/NCT03849118

Trial of novel imaging agent 64Cu 
SAR-Bombesin hits enrollment 
milestone

Half of the enrollment goal has been met for 
the phase 2 BOP trial exploring the novel 
imaging agent 64Cu SAR-Bombesin in patients 
with prostate cancer.1 64Cu SAR-Bombesin 
targets the gastrin-releasing peptide receptor, 
which is found on prostate tumors as well as 
several other tumors.

The BOP trial (NCT05613842) is specifi-
cally exploring the safety and efficacy of 64Cu 
SAR-Bombesin in 2 groups of patients: men 
with suspected biochemical recurrence of their 
prostate cancer whose PSMA [prostate- 
specific membrane antigen]-PET imaging scans 
are negative or show low PSMA expression, 
and men with metastatic castration-resistant 
prostate cancer who are ineligible to receive 
PSMA therapy.

Overall, the trial has enrolled 15 of the tar-
geted goal of 30 patients.

64Cu SAR-Bombesin is also being explored 
in the multicenter, single-arm, nonran-
domized, open-label phase 2 SABRE trial 
(NCT05407311), which is exploring the 
imaging agent in patients with PSMA-negative 
biochemically recurrent prostate cancer.

“The BOP trial builds on the data Professor 
[Louise] Emmett’s team generated in PS-
MA-negative prostate cancer patients imaged 
under the Therapeutic Goods Administration 
Special Access Scheme, as well as from the pilot 
diagnostic trial investigating SAR-Bombesin 
in breast cancer patients. The data indicates 
potential utility of the product as a theranos-
tic agent. As such, Clarity plans to progress 
the therapy under an Investigational New 
Drug application with the US Food and Drug 
Administration for the commencement of a 
theranostic trial with SAR-Bombesin in the US. 
We believe SAR-Bombesin has the potential to 
provide large patient populations with accurate 
and precise detection and treatment of can-
cers,” Alan Taylor, PhD, executive chairman of 
Clarity Pharmaceuticals, the developer of 64Cu 
SAR-Bombesin, said in the news release.1

REFERENCE
1. 50% recruitment milestone reached for phase 
II BOP prostate cancer trial. News release. Clarity 
Pharmaceuticals. November 2, 2022. Accessed 
November 4, 2022. https://bit.ly/3h9bQJq

FDA updates label for mitomycin 
gel in UTUC

The FDA has updated the label for mitomy-
cin-containing reverse thermal gel (Jelmyto) 
in low-grade upper-tract urothelial cancer 
(LG-UTUC) by extending the in-use period for 
pyelocalyceal solution admixture from 8 hours 
to 96 hours (4 days) following reconstitution 
of the product, according to UroGen, developer 
of the treatment.1

The FDA approved mitomycin gel for LG-
UTUC in April 2020, based on findings from 
the phase 3 OLYMPUS trial (NCT02793128).2 

Long-term data from OLYMPUS presented 
at the 2021 American Urological Association 
Annual Meeting showed that mitomycin gel in-
duced a durable recurrence-free survival benefit 
in patients with LG-UTUC.3

As of March 4, 2021, the median duration 
of response achieved with mitomycin gel 
induction therapy was 28.1 months (95% CI, 
14.6-37.1) in 15 evaluable patients. Eighty 
percent of patients (n = 12) experienced a du-
rable response, defined as having no evidence 
of recurrence or not having to undergo radical 
nephroureterectomy.

Twenty percent of patients (n = 3) did not 
experience a durable response because of disease 
recurrence (13%; n = 2). One patient had to 
undergo radical nephroureterectomy (7%); 
however, notably, this was performed because of 
ureteral stricture rather than disease recurrence.

Patients who experienced recurrence under-
went endoscopic ablation. None of the patients 
with disease recurrence progressed to high-
grade disease. At the time of the last follow-up, 
the disease-specific survival rate was 100%.

REFERENCES
1. FDA authorizes an extension of the in-use period for 
UroGen Pharma’s Jelmyto admixture to 96 hours follow-
ing reconstitution. News release. UroGen Pharma. 
September 28, 2022. Accessed September 29, 2022. 
https://bwnews.pr/3UOGbfL
2. FDA approves first therapy for treatment of low-grade 
upper tract urothelial cancer. News release. FDA. April 
15, 2020. Accessed September 13, 2021. https://bit.
ly/3liG6jn
3. Kleinman N, Pierorazio P, Raman JD, et al. Long-term 
recurrence-free survival following UGN-101 treat-
ment for low-grade upper tract urothelial carcinoma. 
Presented at: 2021 American Urological Association 
Annual Meeting; September 10-13, 2021; virtual. 
Abstract LBA02-10
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HANNAH CLARKE 
Assistant Editor, Urology Times®

S martphones that use Wi-Fi connectivity 
for data transmission have a nega-
tive impact on semen quality in men 

by decreasing sperm motility and viability, 
according to findings from a recent study by 
investigators at Desai Sethi Urology Institute 
at the University of Miami’s Miller School of 
Medicine in Florida.1

The authors examined the effect of close 
contact with wireless spectrum (4G, 5G, and 
Wi-Fi) radiofrequency electromagnetic radiation 
(RF-EMR) on sperm motility and viability, as 
well as whether negative effects can be mitigated 
by introducing a physical barrier or distance.

The study was conducted in 2 parts, with 
investigators collecting semen samples from 
male patients aged 25 to 35 years in both. 
Samples were collected via masturbation 
after an abstinence period of at least 2 days. A 
current-generation Apple iPhone with the most 
recent software was used for all experiments.

The primary end point of the study was the 
effect of continuous RF-EMR exposure on 
sperm parameters, which included total motility, 
progressive motility, and viability. Secondary end 
points were an evaluation of methods for miti-
gating the effects of RF-EMR on semen quality.

In the first phase of the study, investigators 
analyzed the impact of exposure to 4G, 5G, and 
Wi-Fi data transmission on the semen samples 
of 9 men. Semen went through a process of stan-
dard analysis before equivalent volumes of semen 
were divided into each of five 24-well plates. One 
control plate was not exposed to cell phone–
generated radiation and was left in ambient 
conditions, whereas the other plates were either 
exposed to 4G, 5G, cellular network calling for 6 
hours, or Wi-Fi calling via a WhatsApp voice call.

The authors found no negative impact of 4G, 
5G, or cellular network exposure on semen qual-
ity based on the 3 parameters analyzed. Data did 
show a decrease in sperm motility and viability 
for the samples exposed to Wi-Fi. Total motil-
ity was 41% for the Wi-Fi–exposed group and 

50% for the control group (P = .030), progressive 
motility was 38% for the Wi-Fi group and 50% 
for the control group (P = .024), and sperm viabil-
ity was 47% for the Wi-Fi group and 60% for 
the control group (P = .003). 

Given that Wi-Fi was found to have negative 
impacts on semen quality, the authors investi-
gated potential ways to mitigate Wi-Fi’s harmful 
effects. In this second phase of the study, inves-
tigators analyzed the impact of introducing a 
physical barrier and distance from the radiation 
source on semen parameters, and 18 new patients 
were recruited. Semen samples were again 
collected, and they were divided into each of four 
24-well plates with each having equivalent semi-
nal volume.

One plate was not exposed to cellphone-gen-
erated radiation, whereas each of the others was 
exposed to Wi-Fi calling via a WhatsApp voice 
call for 6 hours with varying degrees of exposure 
throughout. The 3 plates received either direct 
exposure (by placing the cell phone directly on 
top of the plate), barrier coverage (involving plac-
ing a hard-shell plastic case on the cell phone), or 
distance separation (involving placing the phone 
without a case at a 4-in distance above the plate).

Direct Wi-Fi exposure led to a decrease in 
all 3 parameters measured as compared with 
the control sample. When a cell phone case was 
in place, total and progressive motility were 
preserved, although sperm viability decreased 
to 42% in comparison with 65% for the control 
group (P = .004). The viability level seen from the 
case-covered cell phone sample was an increase 
when compared with 30% (P < .001) from the 
sample with direct exposure.

Adding a 6-in distance between the sample and 
cell phone exposure resulted in a decrease in total 
motility, from 35% compared with 56% for the 
control sample (P = .022), but was an increase as 
compared with 17% for direct exposure (P < .001). 
Progressive motility also decreased, being 
31% compared with 54% in the control group 
(P = .013), yet was an increase when compared 
with 12% for direct exposure (P < .001). Viability 
in the distance sample also decreased to 40.5%, 

compared with 65% for the control sample 
(P = .002) and increased when compared with 30% 
for direct exposure (P = .001).

In explaining the impact of environmen-
tal factors such as distance from cell towers, the 
authors wrote, “We posit that a greater distance 
from the wireless router results in a need for 
more cell phone power, which may lead to greater 
heat production and result in negative effects on 
sperm motility and viability. Mitigation measures 
such as use of a cell phone case and increasing the 
distance between the cell phone and the sperm 
sample lessened the effects.” •
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In this video, Joshua A. Halpern, MD, MS, discusses 
the background and notable findings from the JAMA 
Internal Medicine study “Guideline-Discordant Care 
Among Direct-to-Consumer Testosterone Therapy 
Platforms,” for which he served as senior author. 
Halpern is an assistant professor of urology at 
Northwestern University Feinberg School of Medicine 
in Chicago, Illinois.
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by BADAR M. MIAN, MD
Mian is professor of surgery 
in the Division of Urology 
at Albany Medical College, 
Albany, New York.

D espite having been the predominant 
mode of population-based screening for 
early detection of prostate cancer for 

nearly 3 decades, the prostate-speci� c antigen 
(PSA) test remains controversial. Several trials 
have demonstrated improvement in prostate 
cancer–related mortality in men undergo-
ing screening and systematic prostate biopsies, 
but this improvement is associated with a high 
rate of overdiagnosis, ie, detection of clinically 
insigni� cant prostate cancer.

The various attempts made to reduce overdi-
agnosis via PSA-related and other serum- and 
urine-based biomarkers have met with mixed 
results. More recently, multiparametric MRI of 
the prostate is being used in men with an elevated 
PSA level in order to improve the accuracy of the 
biopsy procedures. At present, it is widely believed 
that prostate biopsy schemes should include 
targeted as well as systematic biopsy samples to 
avoid missing clinically signi� cant, MRI-invisible 
prostate cancer. The Swedish population-based 
trial GÖTEBORG-2 (ISRCTN94604465) 
was designed to evaluate whether omitting 
systematic biopsy in men with an abnormal 
MRI and performing targeted biopsy of only 
MRI-detected lesions could reduce the risk of 
detecting clinically insigni� cant prostate cancer 
while still detecting clinically signi� cant disease.1

Of the 38,775 men aged between 50 and 60 
invited to undergo PSA testing between September 
2015 and January 2020, 19,780 had a PSA test. 
The reference group (5994 men) included men 
undergoing PSA testing, and if their PSA level 
was at least 3 ng/mL, an MRI of the prostate was 
performed followed by systematic biopsy as well as 
targeted biopsies if a lesion was noted on the MRI.

The experimental group of 11,986 men 
with PSA levels of at least 3 ng/mL under-
went a prostate MRI followed by targeted 
biopsy only of the MRI-detected lesions. Biopsy 
technique included systematic transrectal ultra-
sound-guided biopsies (10 to 12 cores from the 
peripheral zone) and targeted biopsy using visual 
estimation or cognitive fusion (4 cores). The 
primary outcome of interest was the detection 
rate of clinically insigni� cant prostate cancer 
(Gleason score 3+3, Grade Group 1), and the 

secondary outcome was clinically signi� cant 
prostate cancer (Gleason score 3+4 or higher).

In this study, about 7% of participants in both 
groups had PSA levels at least 3 ng/mL, includ-
ing less than 1% who had a PSA level of 10 ng/mL 
or higher. Of the participants who had an elevated 
PSA, 95% underwent MRI. Of those who had 
an indication for biopsy, 86% (348 of 405) in the 
reference group and 90% (300 of 335) in the experi-
mental group underwent biopsy.

On a population level, 66 of 11,986 participants 
in the experimental group (0.6%) and 72 of the 
5,994 participants (1.2%) in the reference group 
were eventually diagnosed with clinically insignif-
icant prostate cancer (relative risk, 0.46; 95% CI, 
0.33 to 0.64; P < .001). Clinically signi� cant cancer 
was detected in 110 participants (0.9%) in the 
experimental group and 68 (1.1%) in the reference 
group (relative risk, 0.81; 95% CI, 0.60 to 1.10).

In the reference group, clinically signi� cant 
cancer was detected by systematic biopsy alone 
(missed by the MRI) in 10 men. If MRI results 
had been disregarded and only systematic biop-
sies performed, clinically signi� cant cancer 
would have been missed in 10 of the 68 men 
(15%). This represents the unique contribution of 
MRI-targeted biopsies in the group. In the exper-
imental cohort, targeted biopsies alone diagnosed 
cancer in 128 participants, with 72 (56%) demon-
strating Gleason score of 3+3. Most of these men 
with low-risk cancer underwent repeat con� r-
matory systematic biopsy, which resulted in 16 
(26%) men being upgraded to Gleason score 
3+4. This represents the missed opportunity of 
MRI-targeted only approach. 

Overall, the percentage of men undergoing 
prostate biopsies (and total cores obtained) was 
signi� cantly lower in the experimental group 

(363/796: 46%) than in the reference group 
(348/405: 86%). However, the incidence of severe 
adverse events after prostate biopsy was simi-
larly low in both groups. Postbiopsy antibiotics 
for urinary tract infection were prescribed to 10 
patients, including 3 (0.03%) in the experimen-
tal group and 7 (0.1%) in the reference group. 
Three participants required hospitalization after 
biopsy: 1 (0.008%) in the experimental group and 
2 (0.04%) in the reference group.

Interestingly, twice as many patients under-
went treatment (instead of active surveillance) for 
low-risk cancer in the experimental group (29%) 
when compared with the reference group (14%). 
In hypothetical cohorts of 10,000 men meeting 
the inclusion criteria in each of the experimen-
tal and the reference groups, the incidence of 
low-risk disease in the MRI-targeted alone exper-
imental approach would yield 60 cases of low-risk 
cancer, and the standard pathway of systematic and 
targeted biopsies would yield 120 cases of low-risk 
disease. Surprisingly, although the low-risk cancer 
detection rates differ signi� cantly, a similar number 
of men with low-risk cancer would be treated
(i.e. over treatment) in each group: 17.4 men in the 
experimental and 16.8 men in the reference group. 

Utilization of screening tools such as PSA test 
requires balancing the tradeoffs of detecting clin-
ically insigni� cant cancers and misdiagnosing 
clinically signi� cant ones. The goal is to avoid 
potential harm from screening, including overdi-
agnosis of otherwise inconsequential cancers, and 
to reduce the rate of overtreatment.

Although the psychological and � nancial bene-
� ts of avoiding the label of “prostate cancer” 
(especially low-risk) for the patient are demonstra-
ble, the risk of misclassifying 1 in 4 (or 5) men with 
potentially clinically signi� cant cancers as low-risk 
must be considered carefully. The surprising � nd-
ing that despite meeting the primary outcome 
of lower detection rate of insigni� cant prostate 
cancer (by 50% in the experimental group), there 
was no decrease in the over treatment of men with 
low-risk prostate cancer. It’s apparent that reduc-
ing overdiagnosis alone may not necessarily reduce 
overtreatment, and that separate and speci� c focus 
on prevention of overtreatment is still needed.•
REFERENCE

1. Hugosson J, Månsson M, Wallström J, et al. Prostate 

cancer screening with PSA and MRI followed by targeted 

biopsy only. N Engl J Med. 2022;387(23):2126-2137. 

doi:10.1056/NEJMoa2209454

“Interestingly, twice as 
many patients underwent 
treatment (instead of active 
surveillance) for low-risk 
cancer in the experimental 
group (29%) when 
compared with the 
reference group (14%).”
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Indication
JEVTANA is a microtubule inhibitor indicated in combination with 
prednisone for treatment of patients with metastatic castration-
resistant prostate cancer (mCRPC) previously treated with a 
docetaxel-containing treatment regimen.

Important Safety Information

WARNING: NEUTROPENIA AND HYPERSENSITIVITY 

Neutropenia: Neutropenic deaths have been reported. Monitor 
for neutropenia with frequent blood cell counts. JEVTANA is 
contraindicated in patients with neutrophil counts of ≤1,500 
cells/mm3. Primary prophylaxis with G-CSF is recommended 
in patients with high-risk clinical features. Consider primary 
prophylaxis with G-CSF in all patients receiving a dose of 
25 mg/m2. 

Severe hypersensitivity: Severe hypersensitivity reactions 
can occur and may include generalized rash/erythema, hypo-
tension and bronchospasm. Severe hypersensitivity reactions 
require immediate discontinuation of the JEVTANA infusion 
and administration of appropriate therapy. Patients should 
receive premedication. JEVTANA is contraindicated in patients 
who have a history of severe hypersensitivity reactions to 
cabazitaxel or to other drugs formulated with polysorbate 80.

CONTRAINDICATIONS
JEVTANA is contraindicated in patients with neutrophil counts of 
≤1,500/mm3, patients with a history of severe hypersensitivity reactions 
to cabazitaxel or to other drugs formulated with polysorbate 80, and 
patients with severe hepatic impairment (total bilirubin >3x upper limit 
of normal (ULN)). 

WARNINGS AND PRECAUTIONS
Bone Marrow Suppression (BMS): BMS manifested as neutropenia, 
anemia, thrombocytopenia and/or pancytopenia may occur. Neutropenic 
deaths have been reported. Monitor blood counts frequently to determine 
if initiation of G-CSF and/or dosage modification is needed. Monitoring 
of complete blood counts is essential on a weekly basis during cycle 1 and 
before each treatment cycle thereafter so that the dose can be adjusted, if 
needed. Caution is recommended in patients with hemoglobin <10 g/dl.
Increased Toxicities in Elderly Patients: Patients ≥65 years of age 
were more likely to experience fatal outcomes not related to disease 
progression and certain adverse reactions, including neutropenia and 
febrile neutropenia. Monitor closely.

Hypersensitivity Reactions: Severe hypersensitivity reactions can 
occur. Premedicate all patients with antihistamines, corticosteroids and 
H

2 antagonists prior to JEVTANA. Observe patients closely, especially 
during the first and second infusions. Discontinue JEVTANA immediately 
if severe hypersensitivity occurs and treat as indicated.

Gastrointestinal (GI) Adverse Reactions: Nausea, vomiting, and 
severe diarrhea may occur. Death related to diarrhea and electrolyte 
imbalance occurred in the randomized clinical trials and mortality related 
to diarrhea has been reported. Intensive measures may be required for 
severe diarrhea and electrolyte imbalance. Rehydrate and treat with 
antiemetics and antidiarrheals as needed. If experiencing grade ≥3 
diarrhea, dosage should be modified.

GI hemorrhage and perforation, ileus, enterocolitis, neutropenic 
enterocolitis, including fatal outcome, have been reported. Risk may 
be increased with neutropenia, age, steroid use, concomitant use of 
NSAIDs, antiplatelet therapy or anticoagulants, and prior history of 
pelvic radiotherapy, adhesions, ulceration and GI bleeding. Abdominal 
pain and tenderness, fever, persistent constipation, diarrhea, with or 
without neutropenia, may be early manifestations of serious GI toxicity 
and should be evaluated and treated promptly. JEVTANA treatment 
delay or discontinuation may be necessary.

Renal Failure: Cases, including those with fatal outcomes, have been 
reported. Identify cause and manage aggressively.

Urinary Disorders including Cystitis: Cystitis, radiation cystitis, and 
hematuria, including that requiring hospitalization, has been reported with 
JEVTANA in patients who previously received pelvic radiation. Cystitis 
from radiation recall may occur late in treatment with JEVTANA. Monitor 
patients who previously received pelvic radiation for signs and symptoms 
of cystitis while on JEVTANA. Interrupt or discontinue JEVTANA in 
patients experiencing severe hemorrhagic cystitis. Medical and/or surgical 
supportive treatment may be required to treat severe hemorrhagic cystitis.

Respiratory Disorders: Interstitial pneumonia/pneumonitis, interstitial 
lung disease and acute respiratory distress syndrome have been reported 
and may be associated with fatal outcome. Patients with underlying lung 
disease may be at higher risk for these events. Acute respiratory distress 
syndrome may occur in the setting of infection. Interrupt JEVTANA if new 
or worsening pulmonary symptoms develop. Closely monitor, promptly 
investigate, and appropriately treat patients receiving JEVTANA. Consider 
discontinuation. The benefit of resuming JEVTANA treatment must be 
carefully evaluated.

Use in Patients with Hepatic Impairment: JEVTANA dose should be 
reduced for patients with mild (total bilirubin >1 to ≤1.5 x ULN or AST 
>1.5 x ULN) and moderate (total bilirubin >1.5 to ≤3.0 x ULN and any 
AST) hepatic impairment, based on tolerability data in these patients. 
Administer JEVTANA 20 mg/m2 for mild hepatic impairment. Administer 
JEVTANA 15 mg/m2 for moderate hepatic impairment. Monitor closely.

Embryo-Fetal Toxicity: JEVTANA can cause fetal harm and loss of 
pregnancy. Advise males with female partners of reproductive potential 
to use effective contraception during treatment and for 3 months after 
the last dose of JEVTANA.

ADVERSE REACTIONS (ARs)
The most common all grades adverse reactions and laboratory abnor-
malities (≥10%) with JEVTANA 20 mg/m² or 25 mg/m² are neutropenia, 
anemia, diarrhea, nausea, fatigue, asthenia, vomiting, hematuria, 
constipation,  decreased appetite, back pain, and abdominal pain.

DRUG INTERACTIONS
Avoid coadministration of JEVTANA with strong CYP3A inhibitors. 
If patients require coadministration of a strong CYP3A inhibitor, 
consider a 25% JEVTANA dose reduction.

USE IN SPECIFIC POPULATIONS
•  Pregnancy: The safety and efficacy of JEVTANA have not been 

established in females. There are no human data on the use of 
JEVTANA in pregnant women to inform the drug-associated risk.

•  Lactation: The safety and efficacy of JEVTANA have not been 
established in females. There is no information available on the 
presence of JEVTANA in human milk, the effects of the drug on 
the breastfed infant, or the effects of the drug on milk production.

•  Females and Males of Reproductive Potential: Advise male 
patients with female partners of reproductive potential to use 
effective contraception during treatment and for 3 months after 
the last dose of JEVTANA.

Please see Brief Summary of full Prescribing Information, 
including Boxed WARNING on following pages.

© 2021 sanofi-aventis U.S. LLC. All rights reserved.         MAT-US-2104856-v1.0-05/2021

mCRPC=metastatic castration-resistant prostate cancer; OS=overall survival; rPFS=radiographic progression-free survival.

1. JEVTANA Prescribing Information. Bridgewater, NJ: sanofi-aventis U.S. LLC.  2. de Wit R, de Bono J, Sternberg CN, et al; for the CARD Investigators. 
Cabazitaxel versus abiraterone or enzalutamide in metastatic prostate cancer. N Engl J Med. 2019;381(26):2506-2518. 

HEAD-TO-HEAD CARD DATA MAY

CHANGE HOW YOU 
SEE JEVTANA

CARD Trial: JEVTANA combined with prednisone demonstrated improved efficacy outcomes when compared with a 
second androgen-signaling-targeted inhibitor (ASTI) (abiraterone or enzalutamide), in mCRPC patients who had previously 
received a docetaxel-containing regimen.1

CARD Trial Design: A randomized, open-label, multicenter trial in patients (N=255) with mCRPC who previously received 
docetaxel and had progressed within 12 months on an androgen-signaling-targeted inhibitor—either abiraterone or 
enzalutamide. These patients were randomized 1:1 to JEVTANA (n=129) or abiraterone or enzalutamide (n=126); patients 
received abiraterone if they were previously treated with enzalutamide, or enzalutamide if they were previously treated 
with abiraterone.1,2

rPFS 
(median 8.0 months [95% CI:
5.7-9.2] with JEVTANA [n=129 vs
3.7 months [95% CI: 2.8-5.1] with
abiraterone or enzalutamide [n=126]; 
HR=0.54; 95% CI: 0.40-0.73; 
P<0.0001).1

relative reduction in risk of death
(median OS, 13.6 months [95% CI: 11.5-17.5] 
with JEVTANA [n=129] vs 11.0 months [95% CI: 
9.2-12.9] with abiraterone or enzalutamide [n=126]; 
HR=0.64; 95% CI: 0.46-0.89; P=0.008).1,2

At the cutoff date, 153 deaths were noted, with 70 (54.3%) in the JEVTANA 
group and 83 (65.9%) in the abiraterone or enzalutamide group.2

2X 36%
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Indication
JEVTANA is a microtubule inhibitor indicated in combination with 
prednisone for treatment of patients with metastatic castration-
resistant prostate cancer (mCRPC) previously treated with a 
docetaxel-containing treatment regimen.

Important Safety Information

WARNING: NEUTROPENIA AND HYPERSENSITIVITY 

Neutropenia: Neutropenic deaths have been reported. Monitor 
for neutropenia with frequent blood cell counts. JEVTANA is 
contraindicated in patients with neutrophil counts of ≤1,500 
cells/mm3. Primary prophylaxis with G-CSF is recommended 
in patients with high-risk clinical features. Consider primary 
prophylaxis with G-CSF in all patients receiving a dose of 
25 mg/m2. 

Severe hypersensitivity: Severe hypersensitivity reactions 
can occur and may include generalized rash/erythema, hypo-
tension and bronchospasm. Severe hypersensitivity reactions 
require immediate discontinuation of the JEVTANA infusion 
and administration of appropriate therapy. Patients should 
receive premedication. JEVTANA is contraindicated in patients 
who have a history of severe hypersensitivity reactions to 
cabazitaxel or to other drugs formulated with polysorbate 80.

CONTRAINDICATIONS
JEVTANA is contraindicated in patients with neutrophil counts of 
≤1,500/mm3, patients with a history of severe hypersensitivity reactions 
to cabazitaxel or to other drugs formulated with polysorbate 80, and 
patients with severe hepatic impairment (total bilirubin >3x upper limit 
of normal (ULN)). 

WARNINGS AND PRECAUTIONS
Bone Marrow Suppression (BMS): BMS manifested as neutropenia, 
anemia, thrombocytopenia and/or pancytopenia may occur. Neutropenic 
deaths have been reported. Monitor blood counts frequently to determine 
if initiation of G-CSF and/or dosage modification is needed. Monitoring 
of complete blood counts is essential on a weekly basis during cycle 1 and 
before each treatment cycle thereafter so that the dose can be adjusted, if 
needed. Caution is recommended in patients with hemoglobin <10 g/dl.
Increased Toxicities in Elderly Patients: Patients ≥65 years of age 
were more likely to experience fatal outcomes not related to disease 
progression and certain adverse reactions, including neutropenia and 
febrile neutropenia. Monitor closely.

Hypersensitivity Reactions: Severe hypersensitivity reactions can 
occur. Premedicate all patients with antihistamines, corticosteroids and 
H

2 antagonists prior to JEVTANA. Observe patients closely, especially 
during the first and second infusions. Discontinue JEVTANA immediately 
if severe hypersensitivity occurs and treat as indicated.

Gastrointestinal (GI) Adverse Reactions: Nausea, vomiting, and 
severe diarrhea may occur. Death related to diarrhea and electrolyte 
imbalance occurred in the randomized clinical trials and mortality related 
to diarrhea has been reported. Intensive measures may be required for 
severe diarrhea and electrolyte imbalance. Rehydrate and treat with 
antiemetics and antidiarrheals as needed. If experiencing grade ≥3 
diarrhea, dosage should be modified.

GI hemorrhage and perforation, ileus, enterocolitis, neutropenic 
enterocolitis, including fatal outcome, have been reported. Risk may 
be increased with neutropenia, age, steroid use, concomitant use of 
NSAIDs, antiplatelet therapy or anticoagulants, and prior history of 
pelvic radiotherapy, adhesions, ulceration and GI bleeding. Abdominal 
pain and tenderness, fever, persistent constipation, diarrhea, with or 
without neutropenia, may be early manifestations of serious GI toxicity 
and should be evaluated and treated promptly. JEVTANA treatment 
delay or discontinuation may be necessary.

Renal Failure: Cases, including those with fatal outcomes, have been 
reported. Identify cause and manage aggressively.

Urinary Disorders including Cystitis: Cystitis, radiation cystitis, and 
hematuria, including that requiring hospitalization, has been reported with 
JEVTANA in patients who previously received pelvic radiation. Cystitis 
from radiation recall may occur late in treatment with JEVTANA. Monitor 
patients who previously received pelvic radiation for signs and symptoms 
of cystitis while on JEVTANA. Interrupt or discontinue JEVTANA in 
patients experiencing severe hemorrhagic cystitis. Medical and/or surgical 
supportive treatment may be required to treat severe hemorrhagic cystitis.

Respiratory Disorders: Interstitial pneumonia/pneumonitis, interstitial 
lung disease and acute respiratory distress syndrome have been reported 
and may be associated with fatal outcome. Patients with underlying lung 
disease may be at higher risk for these events. Acute respiratory distress 
syndrome may occur in the setting of infection. Interrupt JEVTANA if new 
or worsening pulmonary symptoms develop. Closely monitor, promptly 
investigate, and appropriately treat patients receiving JEVTANA. Consider 
discontinuation. The benefit of resuming JEVTANA treatment must be 
carefully evaluated.

Use in Patients with Hepatic Impairment: JEVTANA dose should be 
reduced for patients with mild (total bilirubin >1 to ≤1.5 x ULN or AST 
>1.5 x ULN) and moderate (total bilirubin >1.5 to ≤3.0 x ULN and any 
AST) hepatic impairment, based on tolerability data in these patients. 
Administer JEVTANA 20 mg/m2 for mild hepatic impairment. Administer 
JEVTANA 15 mg/m2 for moderate hepatic impairment. Monitor closely.

Embryo-Fetal Toxicity: JEVTANA can cause fetal harm and loss of 
pregnancy. Advise males with female partners of reproductive potential 
to use effective contraception during treatment and for 3 months after 
the last dose of JEVTANA.

ADVERSE REACTIONS (ARs)
The most common all grades adverse reactions and laboratory abnor-
malities (≥10%) with JEVTANA 20 mg/m² or 25 mg/m² are neutropenia, 
anemia, diarrhea, nausea, fatigue, asthenia, vomiting, hematuria, 
constipation,  decreased appetite, back pain, and abdominal pain.

DRUG INTERACTIONS
Avoid coadministration of JEVTANA with strong CYP3A inhibitors. 
If patients require coadministration of a strong CYP3A inhibitor, 
consider a 25% JEVTANA dose reduction.

USE IN SPECIFIC POPULATIONS
•  Pregnancy: The safety and efficacy of JEVTANA have not been 

established in females. There are no human data on the use of 
JEVTANA in pregnant women to inform the drug-associated risk.

•  Lactation: The safety and efficacy of JEVTANA have not been 
established in females. There is no information available on the 
presence of JEVTANA in human milk, the effects of the drug on 
the breastfed infant, or the effects of the drug on milk production.

•  Females and Males of Reproductive Potential: Advise male 
patients with female partners of reproductive potential to use 
effective contraception during treatment and for 3 months after 
the last dose of JEVTANA.

Please see Brief Summary of full Prescribing Information, 
including Boxed WARNING on following pages.

© 2021 sanofi-aventis U.S. LLC. All rights reserved.         MAT-US-2104856-v1.0-05/2021

mCRPC=metastatic castration-resistant prostate cancer; OS=overall survival; rPFS=radiographic progression-free survival.
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Cabazitaxel versus abiraterone or enzalutamide in metastatic prostate cancer. N Engl J Med. 2019;381(26):2506-2518. 

HEAD-TO-HEAD CARD DATA MAY

CHANGE HOW YOU 
SEE JEVTANA

CARD Trial: JEVTANA combined with prednisone demonstrated improved efficacy outcomes when compared with a 
second androgen-signaling-targeted inhibitor (ASTI) (abiraterone or enzalutamide), in mCRPC patients who had previously 
received a docetaxel-containing regimen.1

CARD Trial Design: A randomized, open-label, multicenter trial in patients (N=255) with mCRPC who previously received 
docetaxel and had progressed within 12 months on an androgen-signaling-targeted inhibitor—either abiraterone or 
enzalutamide. These patients were randomized 1:1 to JEVTANA (n=129) or abiraterone or enzalutamide (n=126); patients 
received abiraterone if they were previously treated with enzalutamide, or enzalutamide if they were previously treated 
with abiraterone.1,2

rPFS 
(median 8.0 months [95% CI:
5.7-9.2] with JEVTANA [n=129 vs
3.7 months [95% CI: 2.8-5.1] with
abiraterone or enzalutamide [n=126]; 
HR=0.54; 95% CI: 0.40-0.73; 
P<0.0001).1

relative reduction in risk of death
(median OS, 13.6 months [95% CI: 11.5-17.5] 
with JEVTANA [n=129] vs 11.0 months [95% CI: 
9.2-12.9] with abiraterone or enzalutamide [n=126]; 
HR=0.64; 95% CI: 0.46-0.89; P=0.008).1,2

At the cutoff date, 153 deaths were noted, with 70 (54.3%) in the JEVTANA 
group and 83 (65.9%) in the abiraterone or enzalutamide group.2

2X 36%
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JEVTANA® Rx Only
(cabazitaxel) injection, for intravenous use

Brief Summary of Prescribing Information

WARNING: NEUTROPENIA AND HYPERSENSITIVITY

Neutropenia: Neutropenic deaths have been reported. Monitor for neu-
tropenia with frequent blood cell counts. JEVTANA is contraindicated in
patients with neutrophil counts of ≤1,500 cells/mm3. Primary prophylaxis
with G-CSF is recommended in patients with high-risk clinical features.
Consider primary prophylaxis with G-CSF in all patients receiving a dose
of 25 mg/m2 [see Contraindications (4) and Warnings and Precautions
(5.1, 5.2)].

Severe hypersensitivity: Severe hypersensitivity reactions can occur and
may include generalized rash/erythema, hypotension and bronchos-
pasm. Severe hypersensitivity reactions require immediate discontinu-
ation of the JEVTANA infusion and administration of appropriate therapy.
Patients should receive premedication. JEVTANA is contraindicated in
patients who have a history of severe hypersensitivity reactions to
cabazitaxel or to other drugs formulated with polysorbate 80 [see
Dosage and Administration (2.1), Contraindications (4), and Warnings
and Precautions (5.3)].

1 INDICATIONS AND USAGE
JEVTANA® is indicated in combination with prednisone for the treatment of patients
with metastatic castration-resistant prostate cancer previously treated with a doc-
etaxel-containing treatment regimen.
2 DOSAGE AND ADMINISTRATION
2.1 Dosing Information
The recommended dose of JEVTANA is based on calculation of the Body Surface
Area (BSA), and is 20 mg/m2 administered as a one-hour intravenous infusion every
three weeks in combination with oral prednisone 10 mg administered daily
throughout JEVTANA treatment.
A dose of 25 mg/m2 can be used in select patients at the discretion of the treating
healthcare provider [see Warnings and Precautions (5.1, 5.2), Adverse Reactions
(6.1), and Clinical studies (14) in the full prescribing information].
Primary prophylaxis with G-CSF is recommended in patients with high-risk clinical
features. Consider primary prophylaxis with G-CSF in all patients receiving a dose
of 25 mg/m2 [see Contraindications (4) and Warnings and Precautions (5.1, 5.2)].
Premedicate at least 30 minutes prior to each dose of JEVTANA with the following
intravenous medications to reduce the risk and/or severity of hypersensitivity [see
Warnings and Precautions (5.3)]:

• antihistamine (dexchlorpheniramine 5 mg, or diphenhydramine 25 mg or
equivalent antihistamine),

• corticosteroid (dexamethasone 8 mg or equivalent steroid),
• H2 antagonist.

Antiemetic prophylaxis is recommended and can be given orally or intravenously as
needed [see Warnings and Precautions (5.3)].
JEVTANA injection single-dose vial requires two dilutions prior to administration [see
Dosage and Administration (2.5)].
2.2 Dose Modifications for Adverse Reactions
Reduce or discontinue JEVTANA dosing for adverse reactions as described in Table
1.

Table 1: Recommended Dosage Modifications for Adverse Reactions in
Patients Treated with JEVTANA

Toxicity Dosage Modification

Prolonged grade ≥3 neutropenia
(greater than 1 week) despite
appropriate medication including
granulocyte-colony stimulating factor
(G-CSF)

Delay treatment until neutrophil count
is >1,500 cells/mm3, then reduce
dosage of JEVTANA by one dose
level. Use G-CSF for secondary
prophylaxis.

Febrile neutropenia or neutropenic
infection

Delay treatment until improvement or
resolution, and until neutrophil count
is >1,500 cells/mm3, then reduce
dosage of JEVTANA by one dose
level. Use G-CSF for secondary
prophylaxis.

Grade ≥3 diarrhea or persisting
diarrhea despite appropriate
medication, fluid and electrolytes
replacement

Delay treatment until improvement or
resolution, then reduce dosage of
JEVTANA by one dose level.

Grade 2 peripheral neuropathy Delay treatment until improvement or
resolution, then reduce dosage of
JEVTANA by one dose level.

Grade ≥3 peripheral neuropathy Discontinue JEVTANA.

Patients at a 20 mg/m2 dose who require dose reduction should decrease dosage
of JEVTANA to 15 mg/m2 [see Adverse Reactions (6.1)].
Patients at a 25 mg/m2 dose who require dose reduction should decrease dosage
of JEVTANA to 20 mg/m2. One additional dose reduction to 15 mg/m2 may be
considered [see Adverse Reactions (6.1)].

2.3 Dose Modifications for Hepatic Impairment
• Mild hepatic impairment (total bilirubin >1 to ≤1.5 × Upper Limit of Normal

(ULN) or AST >1.5 × ULN): Administer JEVTANA at a dose of 20 mg/m2.
• Moderate hepatic impairment (total bilirubin >1.5 to ≤3 × ULN and AST = any):

Administer JEVTANA at a dose of 15 mg/m2 based on tolerability data in these
patients; however, the efficacy of this dose is unknown.

• Severe hepatic impairment (total bilirubin >3 × ULN): JEVTANA is contraindi-
cated in patients with severe hepatic impairment [see Warning and Precautions
(5.8) and Clinical Pharmacology (12.3) in the full prescribing information].

2.4 Dose Modifications for Use with Strong CYP3A Inhibitors
Concomitant drugs that are strong CYP3A inhibitors (e.g., ketoconazole, itracon-
azole, clarithromycin, atazanavir, indinavir, nefazodone, nelfinavir, ritonavir, saqui-
navir, telithromycin, voriconazole) may increase plasma concentrations of cabazi-
taxel. Avoid the coadministration of JEVTANA with these drugs. If patients require
coadministration of a strong CYP3A inhibitor, consider a 25% JEVTANA dose
reduction [see Drug Interactions (7.1) and Clinical Pharmacology (12.3) in the full
prescribing information].
2.5 Preparation and Administration
JEVTANA is a cytotoxic anticancer drug. Follow applicable special handling and
disposal procedures [see References (15) in the full prescribing information]. If
JEVTANA first diluted solution, or second (final) dilution for intravenous infusion
should come into contact with the skin or mucous, immediately and thoroughly wash
with soap and water.
Do not use PVC infusion containers or polyurethane infusions sets for preparation
and administration of JEVTANA infusion solution.
JEVTANA should not be mixed with any other drugs.
Preparation
Read this entire section carefully before mixing and diluting. JEVTANA requires two
dilutions prior to administration. Follow the preparation instructions provided below,
as improper preparation may lead to overdose [see Overdosage (10)].
Note: Both the JEVTANA injection and the diluent vials contain an overfill to
compensate for liquid loss during preparation. This overfill ensures that after dilution
with the entire contents of the accompanying diluent, there is an initial diluted
solution containing 10 mg/mL JEVTANA.
Inspect the JEVTANA injection and supplied diluent vials. The JEVTANA injection
is a clear yellow to brownish-yellow viscous solution.
Step 1 – first dilution
Each vial of JEVTANA (cabazitaxel) 60 mg/1.5 mL must first be mixed with the entire
contents of supplied diluent. Once reconstituted, the resultant solution contains 10
mg/mL of JEVTANA.
When transferring the diluent, direct the needle onto the inside wall of JEVTANA vial
and inject slowly to limit foaming. Remove the syringe and needle and gently mix
the initial diluted solution by repeated inversions for at least 45 seconds to assure
full mixing of the drug and diluent. Do not shake.
Let the solution stand for a few minutes to allow any foam to dissipate, and check
that the solution is homogeneous and contains no visible particulate matter. It is not
required that all foam dissipate prior to continuing the preparation process.
The resulting initial diluted JEVTANA solution (cabazitaxel 10 mg/mL) requires
further dilution before administration. The second dilution should be done immedi-
ately (within 30 minutes) to obtain the final infusion as detailed in Step 2.
Step 2 – second (final) dilution
Withdraw the recommended dose from the JEVTANA solution containing 10 mg/mL
as prepared in Step 1 using a calibrated syringe and further dilute into a sterile 250
mL PVC-free container of either 0.9% sodium chloride solution or 5% dextrose
solution for infusion. If a dose greater than 65 mg of JEVTANA is required, use a
larger volume of the infusion vehicle so that a concentration of 0.26 mg/mL
JEVTANA is not exceeded. The concentration of the JEVTANA final infusion solution
should be between 0.10 mg/mL and 0.26 mg/mL.
Remove the syringe and thoroughly mix the final infusion solution by gently inverting
the bag or bottle.
As the final infusion solution is supersaturated, it may crystallize over time. Do not
use if this occurs and discard.
Fully prepared JEVTANA infusion solution (in either 0.9% sodium chloride solution
or 5% dextrose solution) should be used within 8 hours at ambient temperature
(including the one-hour infusion), or for a total of 24 hours (including the one-hour
infusion) under the refrigerated conditions.
Discard any unused portion.
Administration
Inspect visually for particulate matter, any crystals and discoloration prior to
administration. If the JEVTANA first diluted solution or second (final) infusion solution
is not clear or appears to have precipitation, it should be discarded.
Use an in-line filter of 0.22 micrometer nominal pore size (also referred to as 0.2
micrometer) during administration.
The final JEVTANA infusion solution should be administered intravenously as a
one-hour infusion at room temperature.
4 CONTRAINDICATIONS
JEVTANA is contraindicated in patients with:

• neutrophil counts of ≤1,500/mm3 [see Warnings and Precautions (5.1)]
• history of severe hypersensitivity reactions to cabazitaxel or to other drugs

formulated with polysorbate 80 [see Warnings and Precautions (5.3)]
• severe hepatic impairment (total bilirubin >3 × ULN) [see Warnings and

Precautions (5.8)]
5 WARNINGS AND PRECAUTIONS
5.1 Bone Marrow Suppression
JEVTANA is contraindicated in patients with neutrophils ≤1,500/mm3 [see Con-
traindications (4)]. Closely monitor patients with hemoglobin <10 g/dL.
Bone marrow suppression manifested as neutropenia, anemia, thrombocytopenia
and/or pancytopenia may occur. Neutropenic deaths have been reported.
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TROPIC Trial (JEVTANA 25 mg/m2)
In the TROPIC trial with G-CSF administered only at the investigator’s discretion,
5 patients (1.3%) died from neutropenic infection (sepsis or septic shock); 4 of these
patients died in the first 30 days of treatment. One additional patient’s death was
attributed to neutropenia without a documented infection. Twenty-two (6%) patients
discontinued JEVTANA treatment due to neutropenia, febrile neutropenia, infection,
or sepsis. Grade 3–4 neutropenia occurred in 82% of patients treated with JEVTANA
in the randomized trial [see Adverse Reactions (6.1)].
PROSELICA Trial (comparison of JEVTANA 20 mg/m2 versus 25 mg/m2)
In the PROSELICA trial comparing two doses of JEVTANA, primary prophylaxis with
G-CSF was not allowed, but could be administered after development of neutro-
penia at investigators discretion. Eight patients (1%) on the 20 mg/m2 arm and 15
patients (3%) on the 25 mg/m2 arm died from infection; of these, 4 deaths on the
20 mg/m2 arm and 8 deaths on the 25 mg/m2 arm occurred within the first 30 days
of treatment. Clinically important neutropenia-related events occurred and included
febrile neutropenia (2.1% on 20 mg/m2 arm and 9.2% on 25 mg/m2 arm),
neutropenic infection/sepsis (2.1% on 20 mg/m2 arm and 6.4% on 25 mg/m2 arm),
and neutropenic deaths (0.3% on 20 mg/m2 arm and 0.7% on 25 mg/m2 arm).
Fewer patients receiving JEVTANA 20 mg/m2 were reported to have infectious
adverse reactions. Grade 1–4 infections were experienced by 160 patients (28%)
on the 20 mg/m2 arm and 227 patients (38%) on the 25 mg/m2 arm. Grade 3–4
infections were experienced by 57 patients (10%) on the 20 mg/m2 arm and 120
patients (20%) on the 25 mg/m2 arm. Noninferiority for overall survival was
demonstrated between these two arms [see Adverse Reactions (6.1)].
CARD Trial (JEVTANA 25 mg/m2 + primary prophylaxis G-CSF)
In the CARD trial where JEVTANA 25 mg/m2 was administered with primary
prophylaxis of G-CSF, 1 patient (0.8%) died from sepsis within the first 30 days of
treatment. Grade 1–4 neutropenia-related adverse reactions were experienced in 33
patients (26%). Grade 3–4 neutropenias were experienced by 26 patients (21%).
Clinically important neutropenia-related events occurred and included febrile neu-
tropenia (3.2%), neutropenic infection/sepsis (0.8%) and neutropenic deaths (0.8%)
[see Adverse Reactions (6.1)].
Based on guidelines for the use of G-CSF and the adverse reactions profile of
JEVTANA, primary prophylaxis with G-CSF is recommended in patients with
high-risk clinical features (older patients, poor performance status, previous epi-
sodes of febrile neutropenia, extensive prior radiation ports, poor nutritional status,
or other serious comorbidities) that predispose them to increased complications
from prolonged neutropenia. Consider primary prophylaxis with G-CSF in all patients
receiving JEVTANA 25 mg/m2.
Monitoring of complete blood counts is essential on a weekly basis during cycle 1
and before each treatment cycle thereafter so that the dose can be adjusted, if
needed [see Dosage and Administration (2.2)].
5.2 Increased Toxicities in Elderly Patients
In a randomized trial (TROPIC), 2% of patients (3/131) <65 years of age and 6%
(15/240) ≥65 years of age died of causes other than disease progression within 30
days of the last JEVTANA dose. Patients ≥65 years of age are more likely to
experience certain adverse reactions, including neutropenia and febrile neutropenia.
The incidence of the following grade 3–4 adverse reactions was higher in patients
≥65 years of age compared to younger patients; neutropenia (87% vs 74%), and
febrile neutropenia (8% vs 6%).
In a randomized clinical trial (PROSELICA) comparing two doses of JEVTANA,
deaths due to infection within 30 days of starting JEVTANA occurred in 0.7% (4/580)
patients on the 20 mg/m2 arm and 1.3% (8/595) patients on the 25 mg/m2 arm; all
of these patients were >60 years of age.
In PROSELICA, on the 20 mg/m2 arm, 3% (5/178) of patients <65 years of age and
2% (9/402) ≥65 years of age died of causes other than disease progression within
30 days of the last JEVTANA dose. On the 25 mg/m2 arm, 2% (3/175) patients <65
years of age and 5% (20/420) ≥65 years of age died of causes other than disease
progression within 30 days of the last JEVTANA dose [see Adverse Reactions (6)
and Use in Specific Populations (8.5)].
In CARD, a death due to infection within 30 days of starting JEVTANA occurred in
0.8% (1/126) patient who was >75 years of age. There were 2.4% (3/126) of patients
who died of causes other than disease progression within 30 days of the last
JEVTANA dose; all of these patients were >75 years of age.
5.3 Hypersensitivity Reactions
Hypersensitivity reactions may occur within a few minutes following the initiation of
the infusion of JEVTANA, thus facilities and equipment for the treatment of
hypotension and bronchospasm should be available. Severe hypersensitivity reac-
tions can occur and may include generalized rash/erythema, hypotension and
bronchospasm.
Premedicate all patients prior to the initiation of the infusion of JEVTANA [see
Dosage and Administration (2.1)]. Observe patients closely for hypersensitivity
reactions, especially during the first and second infusions. Severe hypersensitivity
reactions require immediate discontinuation of the JEVTANA infusion and appro-
priate therapy. JEVTANA is contraindicated in patients with a history of severe
hypersensitivity reactions to cabazitaxel or to other drugs formulated with polysor-
bate 80 [see Contraindications (4)].
5.4 Gastrointestinal Adverse Reactions
Nausea, vomiting and severe diarrhea, at times, may occur. Deaths related to
diarrhea and electrolyte imbalance occurred in the randomized clinical trials.
Intensive measures may be required for severe diarrhea and electrolyte imbalance.
Antiemetic prophylaxis is recommended. Treat patients with rehydration, antidiar-
rheal or antiemetic medications as needed. Treatment delay or dosage reduction
may be necessary if patients experience Grade ≥3 diarrhea [see Dosage and
Administration (2.2)].
Gastrointestinal (GI) hemorrhage and perforation, ileus, enterocolitis, neutropenic
enterocolitis, including fatal outcome, have been reported in patients treated with
JEVTANA [see Adverse Reactions (6.2)]. Risk may be increased with neutropenia,
age, steroid use, concomitant use of NSAIDs, antiplatelet therapy or anticoagulants,

and patients with a prior history of pelvic radiotherapy, adhesions, ulceration and GI
bleeding.
Abdominal pain and tenderness, fever, persistent constipation, diarrhea, with or
without neutropenia, may be early manifestations of serious gastrointestinal toxicity
and should be evaluated and treated promptly. JEVTANA treatment delay or
discontinuation may be necessary.
The incidence of gastrointestinal adverse reactions is greater in the patients who
have received prior radiation. In PROSELICA, diarrhea was reported in 41%
(297/732) of patients who had received prior radiation and in 27% (118/443) of
patients without prior radiation. Of the patients who had previously received
radiation, more patients on the 25 mg/m2 arm reported diarrhea, compared to
patients on the 20 mg/m2 arm.
5.5 Renal Failure
In the randomized clinical trial (TROPIC), renal failure of any grade occurred in 4%
of the patients being treated with JEVTANA, including four cases with fatal outcome.
Most cases occurred in association with sepsis, dehydration, or obstructive uropathy
[see Adverse Reactions (6.1)]. Some deaths due to renal failure did not have a clear
etiology. Appropriate measures should be taken to identify causes of renal failure
and treat aggressively.
5.6 Urinary Disorders Including Cystitis
Cystitis, radiation cystitis, and hematuria, including that requiring hospitalization, has
been reported with JEVTANA in patients who previously received pelvic radiation
[see Adverse Reactions (6.2)]. In PROSELICA, cystitis and radiation cystitis were
reported in 1.2% and 1.5% of patients who received prior radiation, respectively.
Hematuria was reported in 19.4% of patients who received prior radiation and in
14.4% of patients who did not receive prior radiation. Cystitis from radiation recall
may occur late in treatment with JEVTANA. Monitor patients who previously
received pelvic radiation for signs and symptoms of cystitis while on JEVTANA.
Interrupt or discontinue JEVTANA in patients experiencing severe hemorrhagic
cystitis. Medical and/or surgical supportive treatment may be required to treat severe
hemorrhagic cystitis.
5.7 Respiratory Disorders
Interstitial pneumonia/pneumonitis, interstitial lung disease and acute respiratory
distress syndrome have been reported and may be associated with fatal outcome
[see Adverse Reactions (6.2)]. Patients with underlying lung disease may be at
higher risk for these events. Acute respiratory distress syndrome may occur in the
setting of infection.
Interrupt JEVTANA if new or worsening pulmonary symptoms develop. Closely
monitor, promptly investigate, and appropriately treat patients receiving JEVTANA.
Consider discontinuation. The benefit of resuming JEVTANA treatment must be
carefully evaluated.
5.8 Use in Patients with Hepatic Impairment
Cabazitaxel is extensively metabolized in the liver.
JEVTANA is contraindicated in patients with severe hepatic impairment (total
bilirubin >3 × ULN) [see Contraindications (4)]. Dose should be reduced for patients
with mild (total bilirubin >1 to ≤1.5 × ULN or AST >1.5 × ULN) and moderate (total
bilirubin >1.5 to ≤3.0 × ULN and any AST) hepatic impairment, based on tolerability
data in these patients [see Dosage and Administration (2.3) and Use in Specific
Populations (8.7)]. Administration of JEVTANA to patients with mild and moderate
hepatic impairment should be undertaken with caution and close monitoring of
safety.
5.9 Embryo-Fetal Toxicity
Based on findings in animal reproduction studies and its mechanism of action,
JEVTANA can cause fetal harm when administered to a pregnant woman [see
Clinical Pharmacology (12.1) in the full prescribing information]. There are no
available data in pregnant women to inform the drug-associated risk. In animal
reproduction studies, intravenous administration of cabazitaxel in pregnant rats
during organogenesis caused embryonic and fetal death at doses lower than the
maximum recommended human dose (approximately 0.06 times the Cmax in
patients at the recommended human dose). Advise males with female partners of
reproductive potential to use effective contraception during treatment and for 3
months after the last dose of JEVTANA [see Use in Specific Populations (8.1, 8.3)].
6 ADVERSE REACTIONS
The following serious adverse reactions are discussed in greater detail in another
section of the label:

• Bone Marrow Suppression [see Warnings and Precautions (5.1)]
• Increased Toxicities in Elderly Patients [see Warnings and Precautions (5.2)]
• Hypersensitivity Reactions [see Warnings and Precautions (5.3)]
• Gastrointestinal Adverse Reactions [see Warnings and Precautions (5.4)]
• Renal Failure [see Warnings and Precautions (5.5)]
• Urinary Disorders Including Cystitis [see Warnings and Precautions (5.6)]
• Respiratory Disorders [see Warnings and Precautions (5.7)]
• Use in Patients with Hepatic Impairment [see Warnings and Precautions (5.8)]

6.1 Clinical Trials Experience
Because clinical trials are conducted under widely varying conditions, the adverse
reaction rates observed cannot be directly compared to rates in other trials and may
not reflect the rates observed in clinical practice.
TROPIC Trial (JEVTANA 25 mg/m2 compared to mitoxantrone)
The safety of JEVTANA in combination with prednisone was evaluated in 371
patients with metastatic castration-resistant prostate cancer treated in the random-
ized TROPIC trial, compared to mitoxantrone plus prednisone.
Deaths due to causes other than disease progression within 30 days of last study
drug dose were reported in 18 (5%) JEVTANA-treated patients and 3 (<1%)
mitoxantrone-treated patients. The most common fatal adverse reactions in
JEVTANA-treated patients were infections (n=5) and renal failure (n=4). The majority
(4 of 5 patients) of fatal infection-related adverse reactions occurred after a single
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dose of JEVTANA. Other fatal adverse reactions in JEVTANA-treated patients
included ventricular fibrillation, cerebral hemorrhage, and dyspnea.
The most common (≥10%) grade 1–4 adverse reactions were anemia, leukopenia,
neutropenia, thrombocytopenia, diarrhea, fatigue, nausea, vomiting, constipation,
asthenia, abdominal pain, hematuria, back pain, anorexia, peripheral neuropathy,
pyrexia, dyspnea, dysgeusia, cough, arthralgia, and alopecia.
The most common (≥5%) grade 3–4 adverse reactions in patients who received
JEVTANA were neutropenia, leukopenia, anemia, febrile neutropenia, diarrhea,
fatigue, and asthenia.
Treatment discontinuations due to adverse reactions occurred in 18% of patients
who received JEVTANA and 8% of patients who received mitoxantrone. The most
common adverse reactions leading to treatment discontinuation in the JEVTANA
group were neutropenia and renal failure. Dose reductions were reported in 12% of
JEVTANA-treated patients and 4% of mitoxantrone-treated patients. Dose delays
were reported in 28% of JEVTANA-treated patients and 15% of mitoxantrone-treated
patients.

Table 2: Adverse Reactions* and Hematologic Abnormalities in ≥5% of
Patients in TROPIC

Adverse Reactions

JEVTANA 25 mg/m2

every 3 weeks with
prednisone 10 mg daily

n=371

Mitoxantrone 12 mg/m2

every 3 weeks with
prednisone 10 mg daily

n=371

Grade 1–4
%

Grade 3–4
%

Grade 1–4
%

Grade 3–4
%

Blood and Lymphatic System Disorders

Anemia† 98 11 82 5

Leukopenia† 96 69 93 42

Neutropenia† 94 82 87 58

Thrombocytopenia† 48 4 43 2

Febrile
Neutropenia

7 7 1 1

Gastrointestinal Disorders

Diarrhea 47 6 11 <1

Nausea 34 2 23 <1

Vomiting 22 2 10 0

Constipation 20 1 15 <1

Abdominal Pain‡ 17 2 6 0

Dyspepsia§ 10 0 2 0

General Disorders and Administration Site Conditions

Fatigue 37 5 27 3

Asthenia 20 5 12 2

Pyrexia 12 1 6 <1

Peripheral Edema 9 <1 9 <1

Mucosal
Inflammation

6 <1 3 <1

Pain 5 1 5 2

Renal and Urinary Tract Disorders

Hematuria 17 2 4 <1

Dysuria 7 0 1 0

Musculoskeletal and Connective Tissue Disorders

Back Pain 16 4 12 3

Arthralgia 11 1 8 1

Muscle Spasms 7 0 3 0

Metabolism and Nutrition Disorders

Anorexia 16 <1 11 <1

Dehydration 5 2 3 <1

Nervous System Disorders

Peripheral
Neuropathy¶

13 <1 3 <1

Dysgeusia 11 0 4 0

Dizziness 8 0 6 <1

Headache 8 0 5 0

Table 2: Adverse Reactions* and Hematologic Abnormalities in ≥5% of
Patients in TROPIC (continued)

Adverse Reactions

JEVTANA 25 mg/m2

every 3 weeks with
prednisone 10 mg daily

n=371

Mitoxantrone 12 mg/m2

every 3 weeks with
prednisone 10 mg daily

n=371

Grade 1–4
%

Grade 3–4
%

Grade 1–4
%

Grade 3–4
%

Respiratory, Thoracic and Mediastinal Disorders

Dyspnea 12 1 4 <1

Cough 11 0 6 0

Skin and Subcutaneous Tissue Disorders

Alopecia 10 0 5 0

Investigations

Weight Decreased 9 0 8 <1

Infections and Infestations

Urinary Tract
Infection#

8 2 3 1

Cardiac Disorders

ArrhythmiaÞ 5 1 2 <1

Vascular Disorders

Hypotension 5 <1 2 <1

*Graded using NCI CTCAE version 3.
†Based on laboratory values, JEVTANA: n=369, mitoxantrone: n=370.
‡Includes abdominal discomfort, abdominal pain lower, abdominal pain upper,

abdominal tenderness, and GI pain.
§Includes gastroesophageal reflux disease and reflux gastritis.
¶Includes peripheral motor neuropathy and peripheral sensory neuropathy.
#Includes urinary tract infection enterococcal and urinary tract infection fungal.
ÞIncludes atrial fibrillation, atrial flutter, atrial tachycardia, atrioventricular block

complete, bradycardia, palpitations, supraventricular tachycardia, tachyarrhythmia,
and tachycardia.

PROSELICA Trial (comparison of two doses of JEVTANA)
In a noninferiority, multicenter, randomized, open-label study (PROSELICA), 1175
patients with metastatic castration-resistant prostate cancer, previously treated with
a docetaxel-containing regimen, were treated with either JEVTANA 25 mg/m2

(n=595) or the 20 mg/m2 (n=580) dose.
Deaths within 30 days of last study drug dose were reported in 22 (3.8%) patients
in the 20 mg/m2 and 32 (5.4%) patients in the 25 mg/m2 arm. The most common
fatal adverse reactions in JEVTANA-treated patients were related to infections, and
these occurred more commonly on the 25 mg/m2 arm (n=15) than on the 20 mg/m2

arm (n=8). Other fatal adverse reactions in JEVTANA-treated patients included
cerebral hemorrhage, respiratory failure, paralytic ileus, diarrhea, acute pulmonary
edema, disseminated intravascular coagulation, renal failure, sudden death, cardiac
arrest, ischemic stroke, diverticular perforation, and cardiorenal syndrome.
Grade 1–4 adverse reactions occurring ≥5% more commonly in patients on the 25
mg/m2 versus 20 mg/m2 arms were leukopenia, neutropenia, thrombocytopenia,
febrile neutropenia, decreased appetite, nausea, diarrhea, asthenia, and hematuria.
Grade 3–4 adverse reactions occurring ≥5% more commonly in patients on the 25
mg/m2 versus 20 mg/m2 arms were leukopenia, neutropenia, and febrile neutro-
penia.
Treatment discontinuations due to adverse reactions occurred in 17% of patients in
the 20 mg/m2 group and 20% of patients in the 25 mg/m2 group. The most common
adverse reactions leading to treatment discontinuation were fatigue and hematuria.
The patients in the 20 mg/m2 group received a median of 6 cycles (median duration
of 18 weeks), while patients in the 25 mg/m2 group received a median of 7 cycles
(median duration of 21 weeks). In the 25 mg/m2 group, 128 patients (22%) had a
dose reduced from 25 to 20 mg/m2, 19 patients (3%) had a dose reduced from 20
to 15 mg/m2 and 1 patient (0.2%) had a dose reduced from 15 to 12 mg/m2. In the
20 mg/m2 group, 58 patients (10%) had a dose reduced from 20 to 15 mg/m2, and
9 patients (2%) had a dose reduced from 15 to 12 mg/m2.
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Table 3: Adverse Reactions* and Hematologic Abnormalities in ≥5% of
Patients in PROSELICA

Adverse Reactions

JEVTANA 20 mg/m2

every 3 weeks with
prednisone 10 mg daily

n=580

JEVTANA 25 mg/m2

every 3 weeks with
prednisone 10 mg daily

n=595

Grade 1–4
%

Grade 3–4
%

Grade 1–4
%

Grade 3–4
%

Blood and Lymphatic System Disorders

Anemia† 99.8 10 99.7 14

Leukopenia† 80 29 95 60

Neutropenia† 67 42 89 73

Thrombocytopenia†

35 3 43 4

Febrile
Neutropenia

2 2 9 9

Gastrointestinal Disorders

Diarrhea 31 1 40 4

Nausea 25 0.7 32 1

Constipation 18 0.3 18 0.7

Vomiting 15 1.2 18 1

Abdominal pain 6 0.5 9 1

Stomatitis 5 0 5 0.3

General Disorders and Administration Site Conditions

Fatigue 25 3 27 4

Asthenia 15 2 20 2

Edema peripheral 7 0.2 9 0.2

Pyrexia 5 0.2 6 0.2

Renal and Urinary Disorders

Hematuria 14 2 21 4

Dysuria 5 0.3 4 0

Metabolism and Nutrition Disorders

Decreased
appetite

13 0.7 19 1

Musculoskeletal and Connective Tissue Disorders

Back pain 11 0.9 14 1

Bone pain 8 2 8 2

Arthralgia 8 0.5 7 0.8

Pain in extremity 5 0.2 7 0.5

Nervous System Disorders

Dysgeusia 7 0 11 0

Peripheral sensory
neuropathy

7 0 11 0.7

Dizziness 4 0 5 0

Headache 5 0.2 4 0.2

Infections and Infestations

Urinary tract
infection‡ 7 2 11 2

Neutropenic
infection§ 3 2 7 6

Respiratory, Thoracic and Mediastinal Disorders

Dyspnea 5 0.9 8 0.7

Cough 6 0 6 0

Investigations

Weight decreased 4 0.2 7 0

Skin and Subcutaneous Tissue Disorders

Alopecia 3 0 6.1 0

Table 3: Adverse Reactions* and Hematologic Abnormalities in ≥5% of
Patients in PROSELICA (continued)

Adverse Reactions

JEVTANA 20 mg/m2

every 3 weeks with
prednisone 10 mg daily

n=580

JEVTANA 25 mg/m2

every 3 weeks with
prednisone 10 mg daily

n=595

Grade 1–4
%

Grade 3–4
%

Grade 1–4
%

Grade 3–4
%

Injury, Poisoning and Procedural Complications

Wrong technique
in drug usage
process

0.3 0 5 0

*Grade from NCI CTCAE version 4.03.
†Based on laboratory values, JEVTANA 20 mg/m2: n=577, JEVTANA 25 mg/m2:
n=590.

‡Includes urinary tract infection staphylococcal, urinary tract infection bacterial,
urinary tract infection fungal, and urosepsis.

§Includes neutropenic sepsis.

CARD Trial (JEVTANA 25 mg/m2 + primary prophylaxis with G-CSF)
The safety of JEVTANA 25 mg/m2 in combination with prednisone/prednisolone and
primary prophylaxis G-CSF was evaluated in a randomized, open-label study
(CARD) in patients with metastatic castration-resistant prostate cancer who pro-
gressed after receiving prior docetaxel-containing regimens and abiraterone acetate
or enzalutamide [see Clinical Studies 14.3 in the full prescribing information]. This
study compared JEVTANA 25 mg/m2 in combination with prednisone/prednisolone
and primary prophylaxis with G-CSF to either abiraterone acetate 1000 mg once
daily plus prednisone/prednisolone 5 mg twice daily or enzalutamide 160 mg once
daily. Among patients receiving JEVTANA, 35% remained on treatment at 6 months
and 4.7% remained on treatment at 12 months.
Serious adverse reactions occurred in 39% of patients receiving JEVTANA. Serious
adverse reactions in ≥3% of patients included neutropenia (6%), infections (4.8%),
and diarrhea, fatigue, pneumonia, and spinal cord compression (3.2% each). Deaths
due to causes other than disease progression were reported in 2.4% of JEVTANA
treated patients. Fatal adverse reactions in JEVTANA-treated patients were septic
shock, urinary tract infection (UTI), and aspiration (0.8% each).
Treatment discontinuations due to adverse drug reactions occurred in 20% of
patients who received JEVTANA and 8% of patients who received abiraterone
acetate plus prednisone/prednisolone or enzalutamide. The adverse reactions
leading to treatment discontinuation in >1% of patients in JEVTANA arm were
nervous system disorders, infections/infestations, and gastrointestinal disorders.
Dose interruptions (alone or in combination with dose reduction) due to an adverse
reaction occurred in 31% of patients receiving JEVTANA. Dose reductions were
reported in 18% of JEVTANA-treated patients. The most frequent adverse reactions
leading to dose interruption of JEVTANA were fatigue (7%) and hypersensitivity
reaction (3.2%); the most frequent adverse reaction leading to reduction of
JEVTANA were neutropenia and peripheral neuropathy (3.9% each).
Table 4 summarizes the adverse reactions and laboratory hematologic abnormalities
in patients in CARD.
The most common (≥10%) adverse reactions were fatigue, diarrhea, musculoskel-
etal pain, nausea, infections, peripheral neuropathy, hematuria, constipation, ab-
dominal pain, decreased appetite, vomiting, dysgeusia, edema peripheral and lower
urinary tract symptoms.
The most common (≥10%) hematologic abnormalities were anemia, lymphopenia,
neutropenia and thrombocytopenia.

Table 4: Adverse Reactions* and Hematologic Abnormalities in ≥5% of
Patients in CARD Trial

Adverse Reactions

JEVTANA 25 mg/m2 +
prednisone/

prednisolone + G-CSF

Abiraterone +
prednisone/

prednisolone or
Enzalutamide

(N=126) (N=124)

Grade 1–4
%

Grade 3–4
%

Grade 1–4
%

Grade 3–4
%

Blood and Lymphatic System Disorders

Anemia† 99 8 95 4.8

Lymphopenia† 72 27 55 17

Neutropenia† 66 45 7 3.2

Thrombocytopenia† 41 3.2 16 1.6

JEVTANA®

(cabazitaxel) injection, for intravenous use

UT0123_010-017_Sanofi-Jetvana.indd   15UT0123_010-017_Sanofi-Jetvana.indd   15 12/20/22   11:20 AM12/20/22   11:20 AM



Table 4: Adverse Reactions* and Hematologic Abnormalities in ≥5% of
Patients in CARD Trial (continued)

Adverse Reactions

JEVTANA 25 mg/m2 +
prednisone/

prednisolone + G-CSF

Abiraterone +
prednisone/

prednisolone or
Enzalutamide

(N=126) (N=124)

Grade 1–4
%

Grade 3–4
%

Grade 1–4
%

Grade 3–4
%

General Disorders and Administration Site Conditions

Fatigue‡ 53 4 36 2.4

Edema peripheral§ 11 0.8 10 1.6

Pyrexia 6 0 7 0

Pain 6 0 6 0.8

Gastrointestinal Disorders

Diarrhea¶ 40 4.8 6 0

Nausea 23 0 23 0.8

Constipation 15 0 11 0

Abdominal pain# 14 1.6 6 0.8

Vomiting 13 0 12 1.6

Stomatitis 8 0 1.6 0

Dyspepsia 4.8 0 2.4 0

Musculoskeletal and Connective Tissue Disorders

Musculoskeletal
painÞ 27 1.6 40 6

Pain in extremity 4.8 0 11 2.4

Bone fractureß 3.2 1.6 8 2.4

Infections and Infestations

Infectionsà 19 4 14 6

Nervous System Disorders

Peripheral
neuropathyè 18 1.6 4.8 0

Dysgeusia 11 0 4 0

Polyneuropathy 6 1.6 0 0

Dizziness 0.8 0 4.8 0

Renal and Urinary Disorders

Hematuriað 16 0.8 6 1.6

Lower urinary tract
symptomsø 10 0 9 0

Acute kidney injuryý 5 2.4 10 4

Metabolism and Nutrition Disorders

Decreased appetite 14 0.8 15 2.4

Hypokalemia 3.2 0 6 0

Neoplasms Benign, Malignant and Unspecified (incl cysts and polyps)

Cancer pain 8 1.6 9 2.4

Cardiac disorders£ 6 0.8 6 3.2

Respiratory, Thoracic and Mediastinal Disorders

Pneumonia¥ 6 1.6 3.2 0.8

Dyspnea 6 0 2.4 0

Skin and Subcutaneous Tissue Disorders

Alopecia 6 0 0 0

Injury, Poisoning and Procedural Complications

Fall 4.8 0 0 0

Vascular Disorders

HypertensionŒ 4 2.4 8 2.4

Table 4: Adverse Reactions* and Hematologic Abnormalities in ≥5% of
Patients in CARD Trial (continued)

Adverse Reactions

JEVTANA 25 mg/m2 +
prednisone/

prednisolone + G-CSF

Abiraterone +
prednisone/

prednisolone or
Enzalutamide

(N=126) (N=124)

Grade 1–4
%

Grade 3–4
%

Grade 1–4
%

Grade 3–4
%

Investigations

Weight decreased 4 0 6 0

Psychiatric Disorders

Insomnia 3.2 0 4.8 0

*Grade from NCI CTC version 4.0.
†Based on laboratory values - % calculated using the number of patients with at

least one event(n) over the number of patients assessed for each parameter during
the on-treatment period.

‡includes asthenia, fatigue, lethargy, malaise.
§includes lymphoedema, edema peripheral, peripheral swelling.
¶includes colitis, diarrhea, diarrhea hemorrhagic, gastroenteritis.
#includes abdominal pain, abdominal pain lower, abdominal pain upper, flank pain,

gastrointestinal pain.
Þincludes arthralgia, back pain, bone pain, musculoskeletal chest pain, musculo-

skeletal discomfort, musculoskeletal pain, myalgia, neck pain, noncardiac chest
pain.

ßincudes femoral neck fracture, pathological fracture, rib fracture, spinal compres-
sion fracture, sternal fracture, thoracic vertebral fracture.

àincludes bacteremia, bacteriuria, cellulitis, device related sepsis, Enterobacter
sepsis, erysipelas, furuncle, influenza, influenza like illness, localized infection, oral
fungal infection, perineal cellulitis, pulmonary sepsis, pyelocaliectasis, pyelone-
phritis, pyelonephritis acute, respiratory tract infection, respiratory tract infection
viral, sepsis, septic shock, subcutaneous abscess, upper respiratory tract infection,
ureteritis, urinary tract infection, urinary tract infection bacterial, urosepsis, viral
infection.

èincludes neuropathy peripheral, paresthesia, peripheral motor neuropathy, periph-
eral sensorimotor neuropathy, peripheral sensory neuropathy.

ðincludes hematuria, cystitis hemorrhagic.
øinclude lower urinary tract symptoms, micturition urgency, nocturia, pollakiuria,

urinary incontinence, urinary retention, dysuria.
ýincludes acute kidney injury, blood creatinine increased, renal failure, renal
impairment.

£includes aortic valve incompetence, aortic valve stenosis, atrial fibrillation, atrial
flutter, atrioventricular block complete, atrioventricular block second degree, bra-
dycardia, sinus bradycardia, tachycardia, cardiac failure, acute coronary syndrome,
angina pectoris.

¥includes lower respiratory tract infection, lung infection, lung infiltration, pneumonia.
Œincludes hypertension, hypertensive crisis.

Clinically relevant ≥ Grade 3 adverse reactions in <5% of patients who received
JEVTANA in combination with prednisone and primary prophylaxis G-CSF: febrile
neutropenia (3.2%), pulmonary embolism (1.6%), and neutropenic infection (0.8%).
Hematuria
In study TROPIC, adverse reactions of hematuria, including those requiring medical
intervention, were more common in JEVTANA-treated patients. The incidence of
grade ≥2 hematuria was 6% in JEVTANA-treated patients and 2% in mitoxantrone-
treated patients. Other factors associated with hematuria were well-balanced
between arms and do not account for the increased rate of hematuria on the
JEVTANA arm.
In study PROSELICA, hematuria of all grades was observed in 18% of patients
overall.
In CARD, hematuria of all grades was observed in 16% of patients receiving
JEVTANA.
Hepatic Laboratory Abnormalities
The incidences of grade 3–4 increased AST, increased ALT, and increased bilirubin
were each ≤1%.
6.2 Postmarketing Experience
The following adverse reactions have been identified from clinical trials and/or
postmarketing surveillance. Because they are reported from a population of
unknown size, precise estimates of frequency cannot be made.
Gastrointestinal: Gastritis, intestinal obstruction.
Respiratory: Interstitial pneumonia/pneumonitis, interstitial lung disease and acute
respiratory distress syndrome.
Renal and urinary disorders: Radiation recall hemorrhagic cystitis.
7 DRUG INTERACTIONS
7.1 CYP3A Inhibitors
Cabazitaxel is primarily metabolized through CYP3A [see Clinical Pharmacology
(12.3) in the full prescribing information]. Strong CYP3A inhibitors (e.g., ketocon-
azole, itraconazole, clarithromycin, atazanavir, indinavir, nefazodone, nelfinavir,
ritonavir, saquinavir, telithromycin, voriconazole) may increase plasma concentra-
tions of cabazitaxel. Avoid the coadministration of JEVTANA with strong CYP3A
inhibitors. If patients require coadministration of a strong CYP3A inhibitor, consider
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a 25% JEVTANA dose reduction [see Dosage and Administration (2.4) and Clinical
Pharmacology (12.3) in the full prescribing information].
8 USE IN SPECIFIC POPULATIONS
8.1 Pregnancy
Risk Summary
The safety and efficacy of JEVTANA have not been established in females. There
are no human data on the use of JEVTANA in pregnant women to inform the
drug-associated risk. In animal reproduction studies, intravenous administration of
cabazitaxel in pregnant rats during organogenesis caused embryonic and fetal
death at doses lower than the maximum recommended human dose [see Data].
Data
Animal data
In an early embryonic developmental toxicity study in rats, cabazitaxel was
administered intravenously for 15 days prior to mating through day 6 of pregnancy,
which resulted in an increase in pre-implantation loss at 0.2 mg/kg/day and an
increase in early resorptions at ≥0.1 mg/kg/day (approximately 0.06 and 0.02 times
the Cmax in patients at the recommended human dose, respectively).
In an embryo-fetal developmental toxicity study in rats, cabazitaxel caused maternal
and embryo-fetal toxicity consisting of increased postimplantation loss, embryole-
thality, and fetal deaths when administered intravenously at a dose of 0.16
mg/kg/day (approximately 0.06 times the Cmax in patients at the recommended
human dose). Decreased mean fetal birthweight associated with delays in skeletal
ossification was observed at doses ≥0.08 mg/kg. Cabazitaxel crossed the placenta
barrier within 24 hours of a single intravenous administration of 0.08 mg/kg to
pregnant rats at gestational day 17. A dose of 0.08 mg/kg in rats resulted in a Cmax

approximately 0.02 times that observed in patients at the recommended human
dose. Administration of cabazitaxel did not result in fetal abnormalities in rats or
rabbits at exposure levels significantly lower than the expected human exposures.
8.2 Lactation
Risk Summary
The safety and efficacy of JEVTANA have not been established in females. There
is no information available on the presence of cabazitaxel in human milk, the effects
of the drug on the breastfed infant, or the effects of the drug on milk production.
Cabazitaxel or cabazitaxel metabolites are excreted in maternal milk of lactating rats
[see Data].
Data
Animal data
In a milk excretion study, radioactivity related to cabazitaxel was detected in the
stomachs of nursing pups within 2 hours of a single intravenous administration of
cabazitaxel to lactating rats at a dose of 0.08 mg/kg (approximately 0.02 times the
Cmax in patients at the recommended human dose). This was detectable 24 hours
post dose. Approximately 1.5% of the dose delivered to the mother was calculated
to be delivered in the maternal milk.
8.3 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 JEVTANA [see Use in Specific Populations (8.1)].
Infertility
Males
Based on animal toxicology studies, JEVTANA may impair human fertility in males
of reproductive potential [see Nonclinical Toxicology (13.1) in the full prescribing
information].
8.4 Pediatric Use
The safety and effectiveness of JEVTANA in pediatric patients have not been
established.
JEVTANA was evaluated in 39 pediatric patients (ages 3 to 18 years) receiving
prophylactic G-CSF. The maximum tolerated dose (MTD) was 30 mg/m2 intrave-
nously over 1 hour on Day 1 of a 21 day cycle in pediatric patients with solid tumors
based on the dose-limiting toxicity (DLT) of febrile neutropenia. No objective
responses were observed in 11 patients with refractory high grade glioma (HGG) or
diffuse intrinsic pontine glioma (DIPG). One patient had a partial response among
the 9 patients with ependymoma.
Infusion related/hypersensitivity reactions were seen in 10 patients (26%). Three
patients experienced serious adverse events of anaphylactic reaction. The incidence
of infusion related/hypersensitivity reactions decreased with steroid premedication.
The most frequent treatment-emergent adverse events were similar to those
reported in adults.
Based on the population pharmacokinetics analysis conducted with data from 31
pediatric patients with cancer (ages 3 to 18 years), the clearances by body surface
area were comparable to those in adults.
8.5 Geriatric Use
In the TROPIC study, of the 371 patients with prostate cancer treated with JEVTANA
every three weeks plus prednisone, 240 patients (64.7%) were 65 years of age and
over, while 70 patients (18.9%) were 75 years of age and over. No overall
differences in effectiveness were observed between patients ≥65 years of age and
younger patients. Elderly patients (≥65 years of age) may be more likely to
experience certain adverse reactions. The incidence of death due to causes other
than disease progression within 30 days of the last cabazitaxel dose were higher
in patients who were 65 years of age or greater compared to younger patients [see
Warnings and Precautions (5.2)]. The incidence of grade 3–4 neutropenia and
febrile neutropenia were higher in patients who were 65 years of age or greater
compared to younger patients. The following grade 1–4 adverse reactions were
reported at rates ≥5% higher in patients 65 years of age or older compared to
younger patients: fatigue (40% vs 30%), neutropenia (97% vs 89%), asthenia (24%
vs 15%), pyrexia (15% vs 8%), dizziness (10% vs 5%), urinary tract infection (10%
vs 3%), and dehydration (7% vs 2%), respectively.
In the PROSELICA study, the grade 1–4 adverse reactions reported at rates of at
least 5% higher in patients 65 years of age or older compared to younger patients

were diarrhea (43% vs 33%), fatigue (30% vs 19%), asthenia (22% vs 13%),
constipation (20% vs 13%), clinical neutropenia (13% vs 6%), febrile neutropenia
(11% vs 5%), and dyspnea (10% vs 3%).
In the CARD study, the grade 1–4 adverse reactions reported at rates of at least
5% higher in patients 65 years of age or older compared to younger patients were
decreased appetite (16% vs 7%), hypertension (5% vs 0), constipation (18% vs 7%),
paresthesia (6% vs 0), stomatitis (10% vs 3%), musculoskeletal pain (5% vs 0),
fatigue (31% vs 23%), asthenia (30% vs 19%), and edema peripheral (11% vs 0).
Based on a population pharmacokinetic analysis, no significant difference was
observed in the pharmacokinetics of cabazitaxel between patients <65 years
(n=100) and older (n=70).
8.6 Renal Impairment
No dose adjustment is necessary in patients with renal impairment not requiring
hemodialysis. Patients presenting with end-stage renal disease (creatinine clear-
ance CLCR <15 mL/min/1.73 m2), should be monitored carefully during treatment
[see Clinical Pharmacology (12.3) in the full prescribing information].
8.7 Hepatic Impairment
Cabazitaxel is extensively metabolized in the liver. Patients with mild hepatic
impairment (total bilirubin >1 to ≤1.5 × ULN or AST >1.5 × ULN) should have
JEVTANA dose of 20 mg/m2. Administration of cabazitaxel to patients with mild
hepatic impairment should be undertaken with caution and close monitoring of
safety [see Clinical Pharmacology (12.3) in the full prescribing information]. The
maximum tolerated dose in patients with moderate hepatic impairment (total bilirubin
>1.5 to ≤3.0 × ULN and AST = any) was 15 mg/m2, however, the efficacy at this
dose level was unknown. JEVTANA is contraindicated in patients with severe
hepatic impairment (total bilirubin >3 × ULN) [see Contraindications (4)].
10 OVERDOSAGE
There is no known antidote for JEVTANA overdose. Overdose has resulted from
improper preparation [see Dosage and Administration (2.5)]. Read the entire section
Dosage and Administration (2) carefully before mixing or diluting. Complications of
overdose include exacerbation of adverse reactions such as bone marrow sup-
pression and gastrointestinal disorders. Overdose has led to fatal outcome.
In case of overdose, the patient should be kept in a specialized unit where vital
signs, chemistry and particular functions can be closely monitored. Patients should
receive therapeutic G-CSF as soon as possible after discovery of overdose. Other
appropriate symptomatic measures should be taken, as needed.
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A critical component of the treatment 
paradigm in metastatic castration-sen-
sitive prostate cancer (mCSPC) is 

deciding between doublet and triplet regimens, 
as the treatment standard has moved beyond 
androgen deprivation therapy (ADT)—alone 
or with docetaxel—for most patients, Alicia 
Morgans, MD, MPH, explained in a presenta-
tion at the LUGPA 2022 Annual Meeting.1

Morgans, who is the medical director of the 
Survivorship Program at Dana-Farber Cancer 
Institute and an associate professor of medi-
cine at Harvard Medical School, both in Boston, 
Massachusetts, said the National Comprehensive 
Cancer Network guidelines have been updated, 
and it is recognized that ADT in combination 
with docetaxel is no longer recommended: “ADT 
alone is really not preferred here; it’s going to be 
a combination of a doublet or a triplet.”

Morgans further explained that the � rst factor 
to consider when selecting the optimal approach 
for each patient is whether they have high- or 
low-volume disease.

“For high-volume patients, I always think 
about [whether] the patient is � t for chemother-

apy. [If they are,] I can give 
them that triplet therapy of 
ADT, docetaxel, and an andro-
gen receptor [AR]-targeting 
agent. If they are not � t, then 
we might just do ADT and 
an AR-signaling inhibitor,” 
Morgans said. “If the patient 

has low-volume disease, we usually err on the 
side of ADT and an AR-signaling inhibitor and 
we have to decide about radiating the prostate. 
This is the decision tree that I think through.”

DOUBLET THERAPY
“The overall survival [OS] bene� t [with a combi-
nation of ADT and an AR-targeted agent over 
ADT alone] was con� rmed in multiple long-
term analyses,” Morgans said.

Long-term data from the phase 3 
LATITUDE trial (NCT01715285), which 
evaluated abiraterone acetate (Zytiga) plus pred-
nisone and ADT (n = 597) vs ADT alone (n = 602) 
in patients with newly diagnosed, high-risk 
mCSPC, revealed a signi� cant improvement in 
OS with the combination.2 The median OS in 
the abiraterone arm was 53.3 months (95% CI, 
48.2–not reached [NR]) vs 36.5 months (95% CI, 
33.5-40.0) in the placebo arm (HR, 0.66; 95% 
CI, 0.56-0.78; P < .0001).

The OS bene� t of adding abiraterone and 
prednisolone to ADT (n = 501) over ADT 
alone (n = 502) in patients with metastatic 
hormone-sensitive disease was also demon-
strated in the phase 3 STAMPEDE trial 
(NCT00268476) and con� rmed with long-term 
data.3 The median OS favored the abiraterone 
combination (HR, 0.60; 95% CI, 0.50-0.71; 
P = .0000000003).

“We know that ADT and abiraterone is going 
to provide a better survival advantage vs ADT 
alone,” Morgans said. “We certainly saw this 
with our other agents, apalutamide [Erleada] and 
enzalutamide [Xtandi], [as well].”

Final data from the phase 3 TITAN trial 
(NCT02489318) showed that at a median 
follow-up of 44.0 months, apalutamide plus ADT 
(n = 525) resulted in a signi� cant 35% reduc-
tion in the risk of death vs placebo plus ADT 
(n = 527).4 The median OS in the investigative 
and control arms was NR (95% CI, NR-NR) 
vs 52.2 months (95% CI, 41.9-NR), respectively 
(HR, 0.65; 95% CI, 0.53-0.79; P < .0001).

The addition of enzalutamide to ADT was 
also found to prolong OS over placebo plus 
ADT in this population.5 Data from the phase 3 
ARCHES trial (NCT02677896) showed that at a 
median follow-up of 44.6 months, enzalutamide/
ADT (n = 574) reduced the risk of death by 34% 
vs placebo/ADT (n = 576; HR, 0.66; 95% CI, 
0.53-0.81; P < .001). Moreover, updated data from 
the phase 3 ENZAMET trial (NCT02446405) 
showed that at a median follow-up of 68 months, 
the median OS with enzalutamide plus testos-
terone suppression (n = 563) was NR (95% CI, 

NR-NR) vs 73.2 months (95% CI, 64.7-NR) 
with a conventional nonsteroidal antiandrogen 
and testosterone suppression (n = 562; HR, 0.70; 
95% CI, 0.58-0.84; P < .0001).6

TRIPLET THERAPY
“So, what about triplet therapy? This is, impor-
tantly, going to be our combination that might 
be a little bit more toxic up front, but does seem 
to provide a bit of a bigger bang for our buck,” 
Morgans said.

When the Advanced Prostate Cancer 
Consensus Conference panel met in 2021, it was 
moving in the direction of ADT, docetaxel, and 
an AR pathway inhibitor for patients with high-
volume disease, according to Morgans.

“Although [their vote] was split a bit...
providers at that time were saying that ADT 
and an AR-targeting agent was really one of 
the preferred ways to go. Importantly, the 
vote happened after data from PEACE-1 
[NCT01957436] came out, but before data from 
ARASENS [NCT02799602] came out. ”

PEACE-1
The phase 3 PEACE-1 trial had a 2 × 2 facto-
rial design and enrolled patients with de novo 
mCSPC with distant metastatic disease. There 
was an on-study requirement of continu-
ous ADT, and those who received ADT up to 
3 months were allowed to participate.7,8 Study 
participants were randomly assigned 1:1:1:1 
to receive standard of care (SOC) comprised 
of docetaxel and ADT (n = 296), SOC plus 
abiraterone (n = 292), SOC plus radiation 
(n = 293), or SOC plus radiation plus abiraterone 
(n = 292). Radiographic progression-free survival 
(rPFS) and OS served as the primary end points.

Data showed that the addition of abiraterone 
to ADT and docetaxel resulted in a signi� cant 
improvement in median rPFS over SOC alone, 
at 4.46 years (interquartile range [IQR], 1.9-NR) 
vs 2.03 years (IQR, 1.09-NR), respectively (HR, 
0.50; 95% CI, 0.34-0.71; P < .0001).

In the overall population, the groups that 
received SOC plus abiraterone also experienced 
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improved OS over the groups that did not receive 
abiraterone, with a median OS of 5.7 years vs
4.7 years, respectively (HR, 0.82; 95.1% CI, 0.69-
0.98; P = .030). Within the population of patients 
who received ADT plus docetaxel, the group that 
received SOC plus abiraterone had a median OS 
of NR vs 4.4 years in the groups that received 
SOC without abiraterone (HR, 0.75; 95.1% CI, 
0.59-0.95; P = .017).

ARASENS
“ARASENS really suggests a similar advan-
tage to this type of approach with a triplet,” 
Morgans said.

The international phase 3 ARASENS trial 
enrolled patients with newly diagnosed meta-
static disease who had an ECOG performance 
status of 0 or 1.9,10 “A majority of patients enrolled 
did have high-volume disease, from what we 
can � gure out from the baseline characteristics 
[shared], although this was not determined prior 
to enrollment, at least in the data that have been 
released,” Morgans added. “A majority [also] 

appear to have de novo metastatic disease.”
Patients were randomly assigned 1:1 to receive 

ADT plus docetaxel for 6 cycles and darolut-
amide at 600 mg twice daily (n = 651) vs ADT 
plus docetaxel for 6 cycles plus placebo (n = 655). 
The primary end point of the trial was OS, 
and key secondary end points comprise time 
to metastatic castration-resistant disease, time 
to initiation of subsequent anticancer treat-
ment, time to symptomatic skeletal-related event 
(SSE)-free survival, time to � rst SSE, and time 
to pain progression.

At a data cutoff date of October 25, 2021, the 
darolutamide regimen signi� cantly reduced risk 
of death by 32.5% vs the control regimen. The 
median OS in the investigative arm was not eval-
uable (NE) vs 48.9 months (95% CI, 44.4-NE) 
in the control arm (HR, 0.68; 95% CI, 0.57-0.80;
P < .001). Time to castration-resistant disease was 
longer in the darolutamide arm vs the placebo 
arm (HR for disease progression, 0.36; 95% CI, 
0.30-0.42; P < .001). The darolutamide regimen 
also had prolonged time to pain progression vs 

the placebo regimen (HR for disease progres-
sion, 0.79; 95% CI, 0.66-0.95; P = .01).

TAKE-HOME MESSAGE
“ADT intensi� cation for patients with mCSPC 
is the SOC; ADT alone is not enough. For 
treatment of patients with de novo, high-vol-
ume disease who are � t for docetaxel, this is the 
opportunity to use a triplet of ADT, docetaxel 
for 6 cycles, and either abiraterone, darolut-
amide, or enzalutamide as our partner, and we 
[should] continue that for maintenance. If a 
patient is un� t for docetaxel, they should receive 
ADT plus an AR-targeting agent,” Morgans 
concluded. “For patients with low-volume 
disease, there is not suf� cient evidence to really 
push a docetaxel triplet, although we can offer it 
to motivated patients. ADT and [an] AR-targeted 
agent plus radiation to the prostate is really what 
I would recommend in that setting.” •
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In this interview, John Myrga, MD, discusses 
the � ndings of his recent study presented at 
the Northeastern Section of the American 

Urological Association Annual Meeting that 
looked at 2 approaches to prostate biopsy. The 
study compared a transperineal approach with 
a transrectal approach, � nding that although 
pain differed during the procedures, they were 
comparable immediately after.1 Myrga is a urol-
ogy resident at the University of Pittsburgh 
Medical Center in Pennsylvania.

Q. Please describe the background for the 
study.
MYRGA: A lot of urologists out there continue 
to do transrectal biopsies as their primary 
method of prostate biopsy. However, a lot of 
recent data have come out that transperineal 
biopsies are likely safer, with lower sepsis rates, 
[and] offer better access to certain areas of the 
prostate. One of the big things that’s been a 

limitation for introducing 
transperineal biopsies into the 
community setting has been 
a concern for patient pain 
and patient pain outcomes. 
A lot of people will have to 
do these under sedation, and 
some people must even do 

these in the OR [operating room] because of 
the reported increase in pain with transperineal 
biopsies as compared with transrectal biopsies. 
So, we wanted to show our experience using 
an of� ce-based transperineal biopsy with local 
numbing medication via lidocaine to look at our 
patient population and see what their levels of 
pain, fear, and anxiety are when they come [in 
for] an of� ce-based transperineal biopsy.

Q. What were some of your notable fi nd-
ings? Were any of those surprising to you and 
your coauthors?
MYRGA: We ended up having 287 patients 
total, and about 50 of them were transrec-
tal biopsies and about 240 were transperineal, 
just to get an idea of how our study compared. 
What we did � nd was in line with the literature 

that a transperineal biopsy, right during the 
time of biopsy, has higher levels of patient-
reported pain. That was signi� cantly higher at 
about 3.5 out of 10 on a visual analogue scale for 
transperineal compared with a 1.7 out of 10 for 
transrectal population. What was interesting 
for us is when you then interviewed [patients] 
immediately following the biopsy, those levels 
go back down. Transperineal is 0.6 out of 10, 
and transrectal is 0.4 out of 10. So yes, these 
transperineal biopsies are more painful right in 
the moment, but immediately following that, 
these patients are comfortable. That’s important 
to note, and it’s important to counsel patients 
that this might be more painful in the moment, 
but once that numbing medication sets in and 
you’re in the chair right after the procedure, we 
can call these equivalent.

Also, interestingly to me, when we look at 
levels of embarrassment and anxiety, these were 
also a bit higher in the transperineal vs the tran-
srectal population. [Those are] 2 interesting 
areas; I thought they would kind of be equiva-
lent, as they really are similar approaches. But 
that’s something we can think about as we’re 
putting this in an of� ce-based setting. Patients 
are still anxious and a little bit fearful about this 
transperineal approach compared with transrec-
tal. We can do a better job counseling, or maybe 
we can do something better during the biopsy to 
make our patients feel more comfortable.

Q. Is any further research on this topic 
planned? If so, what will that focus on?
MYRGA: We have a lot more to [investigate] 
in this setting, because we really want to expand 

the use of transperineal biopsies so people can 
be out of the OR and not have sedation for these. 
Even with our department, we’re looking at 
other methods and ways we can alleviate pain 
and distract patients, whether that be techniques 
for relaxation, how we inject our numbing medi-
cations, or how we counsel patients for these 
procedures. A lot of that is left to be done….
When we try to shift these from a sedation OR 
procedure to the of� ce to make our patients feel 
more comfortable, that’s something that we’re 
still working on here. We have some interesting 
ideas coming along.

Q. Based on your fi ndings, are you likely 
to change anything about your own clinical 
practice? Why or why not?
MYRGA: As a urology resident coming 
through training, seeing a lot of this change 
has been very interesting. As a lot of us do, we 
train different places with different techniques. 
Having done a lot of transrectal biopsies at other 
sites and doing transperineal biopsies work-
ing with my attending [physicians] here, you see 
the bene� ts for these patients. Once you see 1 or 
2 patients who come in septic after a transrec-
tal biopsy, you see how that changes their course 
and their perception of getting what was sold to 
them as a simple biopsy. This would make me 
more likely, when I go to the practice down the 
road, to want to do transperineal biopsies with 
all these adjuvant things, whether that be the 
lidocaine or stress and relaxation techniques. 
From what I’ve seen…patients do tolerate this 
well. It’s something I’d like to implement in my 
practice and hope to work on these other ways to 
make it more comfortable, less anxiety provok-
ing, and less embarrassing for patients.

Q. What is the take-home message for 
practicing urologists?
MYRGA: Transperineal biopsies, although 
they may be more painful in the moment, long 
term for our patients as well as short term, right 
after the procedure, they’re not noticing signi� -
cantly more pain compared to transrectal biopsy 
patients. This really gives evidence for a push 

MYRGA

Pain a� er transperineal biopsy appears 
manageable for patients
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“Interestingly to me, when we 
look at levels of embarrassment 
and anxiety, these were also a 
bit higher in the transperineal 
vs the transrectal population.”
John Myrga, MD
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that we should continue to promote transperineal biopsies, which as we 
know have a lower rate of sepsis and allow us to get better access to certain 
areas of the prostate in the outpatient setting. That’s an important takeaway 
from this, and we can counsel our patients appropriately on that as well.

Q. Is there anything else that you would like to add?
MYRGA: The next steps are important here. There are a lot of technol-
ogies and techniques that we can use for patients in this setting. When 
we think about all the other of� ce-based procedures we do, such as tran-
srectal biopsies and vasectomies that are done in clinic…technology can 
play a big role in these. Whether that be simple as a patient selecting 
their own music, to using augmented reality and TV as visual media to 
distract patients…that has a big role in making more patients comfortable 
in of� ce-based procedures. Especially around the country as OR time and 
procedure time is going down, it’s getting tougher to get these patients 
scheduled in that setting. Another interesting point to consider is there’s 
a need to push these into an of� ce-based procedure. And our patients like 
it; they like to go home the same day and to drive themselves to and from 
the appointments. •
REFERENCE
1. Myrga J, Erpenbeck S, Sharbaugh D, Yu M, Jacobs B, Benjamin D. Patient reported 
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JASON M. BRODERICK AND 
KRISTIE L. KAHL

U pdated results from the phase 2 
CORE-001 trial shared during the 
2022 Society for Immunotherapy of 

Cancer Annual Meeting continued to show 
promising antitumor activity for the combi-
nation of the novel oncolytic immunotherapy 
CG0070 and pembrolizumab (Keytruda) 
in patients with BCG-unresponsive non–
muscle-invasive bladder cancer (NMIBC).1

At 3 months, 28 (88%) of 32 evaluable 
patients achieved a complete response (CR). 
Among patients evaluable for CR at longer 
intervals, 88% (23/26), 86% (18/21), and 73% 
(11/15) maintained a CR through 6, 9, and
12 months, respectively. 

Safety data for the trial, which were reported 
previously at the American Association for 
Cancer Research Annual Meeting 2022, showed 
that there were no grade 3 to 5 adverse events 
(AEs) and no new safety signals for the 2 treat-
ments compared with prior monotherapy 
studies of each agent.2

Any-grade AEs in CORE1 (NCT04387461) 
included pollakiuria (n = 6), bladder spasm
(n = 4), dysuria (n = 4), fatigue (n = 4), nocturia 
(n = 3), chills (n = 2), hematuria (n = 2), mictu-
rition urgency (n = 2), polyuria (n = 2), as well 
as arthralgia, autoimmune thyroiditis, blood 
thyroid-stimulating hormone increase, device 
leakage, diarrhea, headache, hot � ush, hypergly-
cemia, hypothyroidism, in� uenza-like illness, 
joint stiffness, malaise, musculoskeletal stiff-
ness, myalgia, penile hemorrhage, pruritus, 
pyrexia, urinary tract infection, and urinary 
tract pain (n = 1, each).

CG0070 is a selective oncolytic adenovi-
rus that has been engineered to preferentially 
replicate in tumor cells. As an oncolytic immu-
notherapy, CG0070 has a 2-pronged attack 
or mechanism of action: It infects the tumor 
cell, replicates, and kills the tumor cells and, in 
return, infects other tumor cells along the line; 
and it has a mechanism of action stimulating 

the antitumor immune response with the 
GM-CSF cassette, priming and activating the 
T cell for tumor self-destruction.

“There is a critical unmet need for ef� cacious 
bladder-sparing therapies for patients with 
BCG-unresponsive bladder cancer,” Roger Li, 
MD, lead study investigator and genitourinary 
oncologist at Mof� tt Cancer Center in Tampa, 

Florida, said in a news release. 
“CG0070 has continued to 
show very promising results, 
more than doubling CR rates 
previously seen with immune 
checkpoint inhibitors. With 
a unique dual mechanism of 

action that � rst engages an immune response 
and then ampli� es that response with immune 
checkpoint blockade, this novel combination 
of CG0070 with pembrolizumab could poten-
tially change the outlook for patients with 
BCG-unresponsive bladder cancer.”

CORE-001 STUDY
The open-label, single-arm phase 2 CORE-001 
trial has completed its targeted enrollment of 35 
patients. Key entry criteria included those with 
NMIBC unresponsive to BCG disease;

5 + 2 BCG minimum prior exposure; relapse 
with cisplatin within the last 12 months of BCG 
treatment; carcinoma in situ with or without Ta/
T1 tissue diagnosis within 10 weeks of � rst study 
treatment; were ineligible or refused cystectomy; 
and could undergo mandatory bladder mapping 
at 12 months and central pathology review at 
screening and for response assessment.

Reinduction for nonprogressing patients at 
month 3 was allowed. Patients were excluded if 
they previously received pembrolizumab or other 
anti–PD-L1 therapy; had ongoing, active gross 
hematuria; and prior adenovirus serotype 5 ther-
apeutic exposure.

The primary end point of the trial was CR at 
12 months, and secondary end points included 
safety, CR at any time, progression-free survival, 
cystectomy-free survival, duration of response, 
and immune correlates on all patients.

CG0070 is being evaluated as a monother-
apy in the open-label, phase 3 BOND-003 trial 
(NCT04452591), with a target enrollment of 
110 patients with NMIBC. The primary end 
point is CR at any time. •
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Oncolytic immunotherapy and 
pembrolizumab show promise in NMIBC
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“With a unique dual 
mechanism of action that 
first engages an immune 
response and then amplifies 
that response with immune 
checkpoint blockade, this 
novel combination of CG0070 
with pembrolizumab could 
potentially change the 
outlook for patients with 
BCG-unresponsive bladder 
cancer.”
Roger Li, MD
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PROSTATE CANCER     Case-Based Roundtable

U  rology Times®’ Case-Based Roundtable program 
encompasses peer-to-peer discussion of clinical 
cases. This case discussion involves a man aged 73 

years with a history of chronic prostatitis. His prostate-spe-
ci� c antigen (PSA) level is 6.3 ng/mL. A biopsy reveals 
Grade Group 4 and a Gleason score of 8, with perineural 
invasion. MRI demonstrates a 0.8-cm lesion, and a nuclear 
medicine bone scan indicates focal radiotracer uptake in the 
lateral left ninth rib. CT scan � nds a non–aggressive-ap-
pearing reticular density in the left ninth rib that is most 
compatible with a benign � bro-osseous lesion.

BRISBANE: Would you order a PSMA [prostate-spe-
cifi c membrane antigen] scan for this patient? I would 
have. You’re going to see these—and not infre-
quently—as you start to order these [PSMA]-PET 
[positron emission tomography] tests. It just brings 
up a little bit of a diagnostic dilemma. I’ve been using 
PSMA PET for several months now and I still call my 
nuclear medicine colleagues and just say, “Walk me 
through this,” and, “What’s your level of suspicion 
here?” I fi nd that very helpful.

BERGNER: In this case, depending on his perfor-
mance status, I would hesitate [to do] a PSMA at this 
point because I’m not sure it’s going to change my treat-
ment. If his performance status is good, a patient like this 
would tend to be treated with androgen deprivation, plus a 
novel hormonal therapy and probably radiation therapy as 
well. How is [PSMA] going to change what you’re going to 
recommend treatment-wise?

BRISBANE: I think that’s a good question. He’s 73. 
Obviously, not all 73-year-olds are equivalent. Your 
point is well taken; maybe he should get radiation. 
If he has oligometastatic disease, it doesn’t matter; 
STAMPEDE [NCT00268476] data say he should get radi-
ation plus some [androgen deprivation therapy] plus 
or minus abiraterone [Zytiga]. But you are going to 
fi nd this scenario several times where you have pros-
tate cancer in the localized setting that doesn’t seem to 
warrant that you might have metastatic disease, but we 
know the specifi city is quite high. When you start order-
ing PSMA, you’re going to fi nd this not infrequently.

FALCONER: I used to see that patient a lot back when 
we were just doing bone scans, and it was so confusing. You 
would have no extracapsular disease, no lymphadenopa-
thy on the CT scan but just these little isolated rib lesions. 
You didn’t know [whether] they were trauma. It was very 
confusing about what to do with that patient. I think PSMA 
answers some of that for us. It really tells us which patients 
we can just consider [as having] localized disease. Before, it 
was very dif� cult to [treat] these patients or know where you 
were going to go with them down the road.

LAVELY: Let’s say you didn’t have the bone scan or 
the CT. You’re presented with this case: man [aged 73 
years], he’s in good health, active, performance score 
of 0. PSA is 6.3. His Gleason score is 8. But it’s a lesion 
that’s 0.8 cm in size. Everything else is the same, but 
you don’t have the bone scan and you don’t have the 
CT. Does PSMA help stratify for that patient? Because 
we’re talking about the possibility of the paradigm shi�  
away from conventional imaging [ie, CT and bone scan]. 
He meets the criteria with a Gleason score of 8, even 
though he’s got a sub-cm lesion. Is he someone that a 
PSMA-PET CT helps you stratify one way vs another?

COOK: Yes, a PSMA-PET CT would absolutely help to 
stratify this patient. Given his high-risk cancer, he would 
be a candidate for local treatment with surgery or radiation 
therapy, in the absence of metastatic disease. •

Man, aged 73 years, presents 
with Gleason score of 8, PSA of 
6.3 ng/mL
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“I’ve been using PSMA PET for several 
months now and I still call my nuclear 
medicine colleagues and just say, 
‘Walk me through this,’ and, ‘What’s 
your level of suspicion here?’ I find 
that very helpful.”
Wayne G. Brisbane, MD
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CLARIFY WITH PYLARIFY®

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

*Compared to standard anatomic images.11

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

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

Not actual patients.

When assessing patients with suspected prostate cancer 
metastasis who are candidates for initial definitive
therapy or suspected recurrence based on elevated PSA,
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INDICATION
PYLARIFY® (piflufolastat F 18) Injection is a radioactive diagnostic agent 
indicated for positron emission tomography (PET) of prostate-specific 
membrane antigen (PSMA) positive lesions in men with prostate cancer:

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

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

Hypersensitivity Reactions

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

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

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

Contraindications
None.

Warnings and Precautions
Risk of Image Misinterpretation

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

IMPORTANT SAFETY INFORMATION
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FOR INTRAVENOUS USE

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

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

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

specific antigen (PSA) level.

CONTRAINDICATIONS
None

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

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

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

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

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

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

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

Adverse Reaction   n (%)

Headache 13 (2%)

Dysgeusia 10 (2%)

Fatigue   7 (1%)

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

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

PATIENT COUNSELING INFORMATION
Adequate Hydration
Instruct patients to drink a sufficient amount of water to ensure 
adequate hydration before their PET study and urge them to drink 
and urinate as often as possible during the first hours following the 
administration of PYLARIFY, in order to reduce radiation exposure 
[see Dosage and Administration and Warnings and Precautions].
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Androgen deprivation therapy (ADT) and other therapies targeting 
the androgen pathway, such as androgen receptor antagonists, 
may result in changes in uptake of PYLARIFY in prostate cancer. The 
effect of these therapies on performance of PYLARIFY PET has not 
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In the event of an overdose of PYLARIFY, reduce the radiation 
absorbed dose to the patient where possible by increasing the 
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estimate of the radiation effective dose administered to the patient 
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Instruct patients to drink a sufficient amount of water to ensure 
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processes and in normal tissues. Clinical correlation, which may 
include histopathological evaluation of the suspected prostate 
cancer site, is recommended.

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

Radiation Risks
Diagnostic radiopharmaceuticals, including PYLARIFY, expose 
patients to radiation [see Dosage and Administration]. Radiation 
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Q. When billing Principal Care Management (PCM) 
codes, what is the appropriate billing when a patient’s 
care is split between 2 providers from diff erent special-
ties? An example would be a patient with advanced 
prostate or bladder cancer, with the urologist monitor-
ing urinary issues and a medical oncologist monitoring 
chemotherapy-related issues, but both working for the 
same hospital or organization. Who would bill and get 
credit for the PCM code?
A. PCM codes were created because specialty care practitioners 
often treat patients with a single high-risk disease and do not 
meet criteria for reporting other types of care services requiring 
management of multiple conditions. A serious, chronic condi-
tion is de� ned by a patient having a diagnosis that is expected to 
last at least 3 months to a year or until death and that: 

• May have led to recent hospitalization or has signi� cant 
potential to do so,

• Places patient at signi� cant risk of death, or
• Must be actively managed to prevent acute exacerbation, 

decompensation, or functional decline
PCM codes require the practitioner to develop a 

disease-speci� c care plan, to obtain a patient’s verbal or writ-
ten consent, and to educate the patient on PCM. Patients 
require uninterrupted (24 h/d, 7 d/wk) access to a dedicated 
care team member. A minimum of 30 min/mo is needed to 
submit a claim for reimbursement.

There are 4 Current Procedural Terminology (CPT) codes 
associated with PCM, based upon the � rst 30 minutes vs addi-
tional 30 minutes per calendar month of care, and based upon 
the work being performed by a physician or other quali� ed 
health care professional who can bill for such services or by clini-
cal staff. The codes are as follows:

• 99424 (Principal care management services, for a single 
high-risk disease, with the following required elements: 1 
complex chronic condition expected to last at least 3 months 
and that places the patient at signi� cant risk of hospital-
ization, acute exacerbation/decompensation, functional 
decline, or death; the condition requires development, 
monitoring, or revision of disease-speci� c care plan; the 
condition requires frequent adjustments in the medica-
tion regimen and/or the management of the condition is 
unusually complex due to comorbidities; ongoing communi-
cation and care coordination between relevant practitioners 
furnishing care; � rst 30 minutes provided personally by 

a physician or other quali� ed health care professional per 
calendar month)

• 99425 (Principal care management services, for a single 
high-risk disease…each additional 30 minutes provided 
personally by a physician or other quali� ed health care 
professional, per calendar month [list separately in addition 
to code for primary procedure])

• 99426 (Principal care management services, for a single 
high-risk disease…� rst 30 minutes of clinical staff time 
directed by physician or other quali� ed health care profes-
sional, per calendar month)

• 99427 (Principal care management services, for a single 
high-risk disease...each additional 30 minutes of clinical staff 
time directed by a physician or other quali� ed health care 
professional per calendar month [list separately in addition 
to code for primary procedure])

The case described above states that the urologist is following 
the patient for urinary issues whereas the oncologist is moni-
toring chemotherapy-related issues. Even when it comes to 
monitoring patients for chemotherapy, it is important that one 
meets these criteria. Based on your question, it seems that the 
PCM would be of the patient’s cancer, with urinary and chemo-
therapy possibly being part of the care plan.

Based on the diagnosis of advanced prostate cancer or blad-
der cancer, it is possible that your urologist, as the primary care 
provider, has developed the plan of care that includes chemo-
therapy for the disease state. As noted in the description, the 
billing physician must be the one who provides the develop-
ment, monitoring, and revision of the care plan and is responsible 
for adjustment of care either directly or through coordination 
with other health care professionals. Documentation will need to 
support these aspects of the services provided, including any coor-
dination of care.
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Based on the diagnosis of advanced 
prostate cancer or bladder cancer, it is 
possible that your urologist, as the 
primary care provider, has developed the 
plan of care that includes chemotherapy 
for the disease state.
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If, on the other hand, it is possible that the primary care of the prostate or 
bladder cancer is primarily under the oncologist due to the disease state, it 
may be more appropriate for the oncologist to be the primary manager of the 
disease state even though your urologist did so previously.

One person should be designated the primary caretaker of the patient’s 
cancer and underlying disease, and whomever is speci� cally responsible for 
overall care of the patient should report the codes. Reporting of these services 
should be coordinated between the physicians.

Q. Our urologic oncology surgeons went to a coding conference and 
were advised to report CPT code 38572 when performing an exten-
sive laparoscopic lymphadenectomy during robotic cystectomy or 
robotic prostatectomy, rather than CPT code 38571. An example of 
the documentation is, “The common iliac, external iliac, and obtura-
tor lymph nodes were dissected free, as well as the node of Cloquet.” 
(Note: There is no documentation indicating that para-aortic lymph 
nodes are biopsied or excised.) Our physicians believe that, because 
they o� en treat patients with advanced and/or complicated cancers, 
the work-relative value units (wRVUs) associated with CPT code 38572 
more accurately represent the work performed than those of CPT code 
38571. What are your thoughts?
A. To answer this question appropriately, one must look at the descrip-
tors and work off the CPT codes in question: CPT code 38571 (laparoscopy, 
surgical; with bilateral total pelvic lymphadenectomy) and CPT code 38572 
(laparoscopy, surgical; with bilateral total pelvic lymphadenectomy and 
periaortic lymph node sampling [biopsy], single or multiple).

Let us start with CPT code 38571, which describes the laparoscopic removal 
of all of the pelvic lymph nodes bilaterally. This CPT code has 12 wRVUs 
assigned. To report CPT code 38571, a bilateral total pelvic lymphadenectomy 
is performed, which entails removing the entire lymph node–bearing tissue 
in the pelvis including the external iliac, internal iliac, and obturator (hypo-
gastric) lymph nodes. The boundaries of the lymph node dissection typically 
include the genitofemoral nerve laterally, the circum� ex iliac vein or Cloquet 
node inferiorly, the bladder medially, the bifurcation of the common iliac artery 
superiorly, and the � oor of the obturator fossa deep. If removing less tissue 
laparoscopically than what is described here, such as a limited packet or only 
removal of the lymph nodes from 1 side of the pelvis rather than both, it would 
be appropriate to append the code with Modi� er 52 (reduced services).

In contrast, although CPT code 38572 has the same basic descriptor as CPT
code 38571, this code additionally describes “periaortic lymph node sampling 
(biopsy), single or multiple.” The wRVU for this code is 15.6, which is higher 
due to the more extensive lymph node dissection being performed. The addi-
tional work typically includes identi� cation of the ureter, aorta, and inferior 
vena cava; ligating vascular and lymphatic channels adjacent to the lymph 
nodes; mobilizing the lymph node(s) away from nerves and vascular structures; 
and removing the additional nodes.

The typical course of action is to report the CPT code that de� nes the proce-
dure performed. It would not be appropriate to report or choose a CPT code 
for a procedure that was not performed, nor to choose a higher-reimbursed 
code merely because one believes they deserve more wRVUs or payment. In 
the situation discussed, it appears that your surgeons did not receive the full 
picture of the codes discussed and are essentially asking you to choose a high-
er-paying code than that for the work performed. It would be inappropriate to 

report CPT code 38572 if the work of CPT code 38571 is performed, no matter 
how one feels. If an individual case or procedure is so signi� cantly time-con-
suming and dif� cult but still is best described by an existing CPT code, one 
could consider appending the procedure with Modi� er 22. •

QUESTIONS?

Send coding and reimbursement questions to Jonathan Rubenstein, MD, 
and Mark Painter c/o Urology Times®, at UTeditors@mjhlifesciences.com. 

Questions of general interest will be chosen for publication. The information in 
this column is designed to be authoritative, and every effort has been made
to ensure its accuracy at the time it was written. However, readers are 
encouraged to check with their individual carrier or private payers for updates 
and to confirm that this information conforms to their specific rules.
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Eligible clinicians are in the sixth performance year of 
the Quality Payment Program (QPP), and most partici-
pate through the Merit-based Incentive Payment System 

(MIPS). Common concerns about MIPS include perceptions 
that MIPS measures are more appropriate for primary care 
than specialty practices, that MIPS does not improve patient 
care, that the positive fee schedule adjustments have been 
modest, and that the program creates a signi� cant administra-
tive burden for participants.1 Some urology stakeholders have 
proposed legislative reforms that would more appropriately 
reward high performers in the program.2 The COVID-19
pandemic has had a direct impact on MIPS performance 
through policies invoked in 2020 and 2021 because of “extreme 
and uncontrollable circumstances”—most notably automatic 
reweighting of the Cost category and options for reweight-
ing the Quality category. This has made it potentially easier 

to achieve high scores. Although the Centers for Medicare 
& Medicaid Services (CMS) provides individual feedback to 
participants, it is not clear to most how they perform compared 
to their specialty peers. CMS recently published provider-level 
data for the MIPS 2020 performance year3 (most recent 
year available) that re� ects actual performance by clinicians, 
groups, and specialties. This article will examine urologists’ 
QPP (MIPS) performance in 2020 relative to other eligible 
clinicians and how this might be relevant for the future.

There were 704,331 individual clinicians in 86 specialties 
with a � nal MIPS score reported by CMS in 2020 (down from 
719,244 in 2019). The mean � nal MIPS composite score for the 
entire pool of clinicians was 90.1. The data include 6321 individ-
ual clinicians identi� ed as urologists (down from 6672 in 2019) 
with a mean � nal score of 89.0. There were 4966 (78.6%) urolo-
gists who achieved a score of 85 or greater and quali� ed for the 
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TA B L E  1 . FINAL 2020 MIPS SCORE (MEAN*) BY SPECIALTY OF INDIVIDUAL CLINICIAN 

Specialty # NPIs fi nal 
score

Quality 
category

PI 
category IA category Complex 

patient bonus
Final MIPS 

score % Exceptional

Nurse practitioner 74,551 92.2 75.8 39.1 4.2 91.5 84.50%

Internal medicine 48,819 93.8 76.8 39.3 3.8 89.8 82.80%

Physician assistant 44,717 92.5 76.4 39.3 4.0 92.2 86.60%

Family practice 42,058 94.3 76.4 39.3 3.9 91.5 86.60%

Obstetrics/gynecology 14,539 93.4 76.2 39.3 4.1 92.8 87.90%

Orthopedic surgery 14,120 91.3 75.6 39.4 3.2 85.9 72.70%

Cardiovascular disease (cardiology) 13,255 94.6 78.4 39.7 4.0 91.7 86.20%

Ophthalmology 12,449 93.3 79.6 39.3 2.4 84.5 71.40%

General surgery 12,276 93.8 77.2 39.4 4.2 91.9 87.10%

Neurology 9887 93.3 76.7 39.5 4.0 89.7 81.80%

Gastroenterology 9358 91.7 77.7 39.3 3.8 88.4 80.40%

Pulmonary disease 7048 93.8 78.0 39.5 4.1 90.4 84.00%

Urology 6321 92.8 80.4 39.7 3.4 89.0 78.60%

All specialties 704,331 91.8 76.5 39.1 3.9 90.1 82.00%

IA, Improvement Activity; MIPS, Merit-based Incentive Payment System; NPI, National Provider Identifi er; PI, Promoting Interoperability.
*Some clinicians have more than 1 score. The maximum score was chosen for these metrics.
Adapted from Doctors and Clinicians Quality Payment Program PY 2020 Clinician Public Reporting: Overall MIPS Performance fi le and National Downloadable fi le by Robert A. 
Dowling, MD
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exceptional pool vs 82.0% of all clinicians; these 
numbers are significantly lower than 2019, when 
the bar for exceptional performance was lower 
(75). At the other end of the performance spec-
trum, only 1.7% of all clinicians scored below 
the final score threshold for negative fee schedule 
adjustments (MIPS score of 45), including 26 urol-
ogists (0.4%). The performance metrics of some 
high-volume specialties are included in Table 1.

MIPS clinicians may report data as individuals, 
groups, via advanced payment model (APM) scor-
ing, or combinations of these. Table 2 shows the 
breakdown of reporting sources for those urol-
ogists who earned a MIPS final score in 2020. 
Urologists subject to MIPS APM scoring had a 
much higher mean final score (97.1) than those 

eligible for group scores (87.6) or individuals (76.0), 
according to CMS data.

CMS also publishes measure level data in 
each of the categories. Table 3a shows the top 20 
measures in the MIPS Quality Category reported 
by groups in all specialties. Urologists continued to 
use the same “generic” measures as other special-
ties in 2020 and underperformed other specialties 
in 13 of 20 Quality measures. To answer the 
concern that Quality measures are not relevant 
to specialties, CMS has introduced specialty sets 
that include, but are not limited to, specialty-rel-
evant measures. In 2020, the Urology Specialty 
Set contained 20 measures. Table 3b shows the 
measures that were [group] reported in this set for 
all specialties and for urology. By 2020, urologists 

PRACTICE MATTERS     Business

TA B L E  2 .  METHOD BY WHICH UROLOGISTS 
ACHIEVED SCORES, MIPS 2020

Scoring/reporting # NPI Final score

Group 3617 87.6

APM 2368 97.1

Individual 1044 76.0

APM and group 505 97.6

APM and 
individual

120 97.4

Group and 
individual

98 89.1

Any 6321 89.0

APM, alternative payment model; MIPS, Merit-based Incentive 
Payment System; NPI, National Provider Identifier.
Adapted from Doctors and Clinicians Quality Payment Program 
PY 2020 Clinician Public Reporting: Overall MIPS Performance file 
and National Downloadable file by Robert A. Dowling, MD 
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TA B L E  3 A .  QUALITY CATEGORY PERFORMANCE GROUP REPORTING 2020: TOP MEASURES 

Quality measure # Clinicians with 
final score

Mean 
performance 

rate

# Urology 
clinicians with final 

score

Mean 
performance 
rate urology

Published on 
Care Compare

Documentation of current medications in the medical record 191,778 86.1 2423 83.9 y

Controlling high blood pressure 172,324 60.2 2306 61.3 n

Colorectal cancer screening 148,223 52.1 2198 50.4 y

Diabetes: HbA1c poor control (> 9%) 168,838 51.3 2144 43.4 n

Pneumococcal vaccination status for older adults 153,653 59.9 2082 61.7 y

Preventive care and screening: tobacco use, screening and cessation 
intervention 159,599 70.2 2077 68.9 y

Preventive care and screening: influenza immunization 166,013 52.4 2037 48.4 y

Falls: screening for future fall risk 160,554 47.9 1997 48.4 y

Preventive care and screening: BMI screening and follow-up plan 151,931 68.2 1989 57.5 y

Use of high-risk medications in the elderly (inverse measure) 145,029 5.2 1964 9.4 y

Breast cancer screening 150,125 50.1 1921 50.1 y

Diabetes: medical attention for nephropathy 118,680 80.3 1762 82.9 y

Cervical cancer screening 121,174 32.6 1518 39.7 n

Weight assessment and counseling for nutrition and physical activity for 
children and adolescents 102,636 37.7 1254 42.2 n

Chlamydia screening for women 100,055 34.0 1237 32.7 n

Appropriate treatment for children with URI 106,682 88.6 1221 88.2 n

Statin therapy for the prevention and treatment of cardiovascular disease 95,653 70.4 1209 69.9 y

Closing the referral loop: receipt of specialist report 93,365 37.6 1155 24.5 y

Diabetes: eye exam 93,636 62.7 1120 30.4 y

Urinary incontinence: assessment of presence or absence of urinary 
incontinence in women 65 years and older 36,522 67.6 915 68.2 y

BMI, body mass index; HbA1c, hemoglobin A1c; URI, upper respiratory infection.
Adapted from Doctors and Clinicians Quality Payment Program PY 2020 Group Public Reporting: Measures file by Robert A. Dowling, MD
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had not yet adopted many specialty- 
specific measures—perhaps because electronic 
health records (EHRs) and/or qualified clini-
cal data registries had not yet been configured to 
report successfully on those measures.

In the Promoting Interoperability category, 
urologists outperformed their peers in other 
specialties on e-prescribing and Provide Patients 
Electronic Access to Their Health Information, 
and underperformed relative to peers on 
Supporting Electronic Referral Loops (Table 4).  
The top improvement activity measures chosen by 
urologists were 1) Provide 24/7 access to MIPS-
eligible clinicians or groups who have real-time 
access to patient’s medical record, 2) Engagement 
of patients through implementation of improve-
ments in patient portal, and 3) Use of decision 
support and standardized treatment protocols. 
CMS did not publish measure-level data in the 
Cost category for 2020 performance year because 
of the automatic reweighting.

MIPS performance information is avail-
able on individual providers on the Physician 
Compare website (bit.ly/3meEZn9). In general, 
patients can view which improvement activities a 
physician attested to, and detailed performance 
on the Promoting Interoperability measures. 
Performance on a subset of Quality measures that 
meet certain standards is also displayed on the 
physician profile page (see tables 3a and 3b). The 
performance is displayed as a “star rating,” a value 
from 1 to 5 that is mapped to the actual perfor-
mance score for that measure.

What does this mean for you and your prac-
tice? First, almost all clinicians in performance 
year 2020—like 2019—will have avoided a nega-
tive fee schedule adjustment (in 2022). The bar 
was lower in 2020 because of COVID-19–related 
adjustments in the program that allowed reweight-
ing of categories. Almost 4 in 5 urologists qualified 
for exceptional performance in 2020, but this was a 
smaller amount than in 2019 even with the favor-
able category reweighting. As expected, it is getting 
more difficult to score well in MIPS and with 
inclusion of the Cost category making up 30% of 
the final score, bigger fee schedule adjustments may 
be seen in future years. Second, individual measure 
data provide a benchmark in the specialty for urol-
ogists to compare with other urologists and other 
specialties. Although urologists are doing well with 
e-prescribing and patient portal measures, there are 
opportunities for urologists to improve in support-
ing electronic referral loops—which may require 

involvement of EHR vendors and workflow rede-
sign. True urology-specific quality measures were 
not mature in 2020 and will probably inhabit the 
realm of qualified clinical data registries (QCDR) 
in the future. If you have not done so, you should 
move toward using a QCDR for Quality measure 
reporting instead of relying on your EHR vendor 
for Quality measure updates. Finally, as the QPP 
matures, there is more information available to 
patients who are increasingly using tools like 
Physician Compare to evaluate their choices; if and 

when urology-specific measures become a reality, 
this information could be published and influence 
patient choices. The trend is sure to continue as 
we march slowly but relentlessly to “value-based 
care.” Urologists should view their own data on 
Physician Compare to understand the full arc 
of MIPS data, its current limitations, how it is 
displayed to the public, and how their patients may 
interpret this information. •
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TA B L E  4 .  PROMOTING INTEROPERABILITY CATEGORY PERFORMANCE GROUP REPORTING 2020

Measure
# Clinicians 

with final 
score

Mean 
performance 

rate

# Urology 
clinicians 
with final 

score

Mean 
performance 
rate urology

Published 
on Care 

Compare

Provide patients electronic access to their 
health information

268,745 80.7 3834 86.9 y

e-prescribing 267,350 90.4 3829 93.4 y

Support electronic referral loops by sending 
health information

240,106 33.2 3129 27.4 y

Support electronic referral loops by 
receiving and incorporating health 
information

219,914 51.1 2961 43.3 y

Adapted from Doctors and Clinicians Quality Payment Program PY 2020 Group Public Reporting: Measures file by Robert A. Dowling, MD 

TA B L E  3 B .  QUALITY CATEGORY PERFORMANCE GROUP REPORTING 2020 UROLOGY SPECIALTY SET MEASURES

Measure

# 
Clinicians 
with final 

score

Mean 
performance 

rate

# Urology 
clinicians 
with final 

score

Mean 
performance 
rate urology

Published 
on Care 

Compare

Documentation of current medications in the 
medical record

191,778 86.1 2423 83.9 y

Preventive care and screening: tobacco use: 
screening and cessation intervention

159,599 70.2 2077 68.9 y

Preventive care and screening: BMI 
screening and follow-up plan

151,931 68.2 1989 57.5 y

Diabetes: medical attention for nephropathy 118,680 80.3 1762 82.9 y

Closing the referral loop: receipt of specialist 
report

93,365 37.6 1155 24.5 y

Urinary incontinence: assessment of 
presence or absence of urinary incontinence 
in women 65 years and older

36,522 67.6 915 68.2 y

Advance care plan 64,297 73.9 822 70.6 y

Biopsy follow-up 35,749 79.2 587 53.5 y

Preventive care and screening: unhealthy 
alcohol use: screening and brief counseling

41,151 70.9 534 71.9 y

Urinary incontinence: plan of care for urinary 
incontinence in women 65 years and older

1575 80.1 357 76.7 y

Perioperative care: VTE prophylaxis (when 
indicated in all patients)

2616 83.6 31 100 y

Patient-centered surgical risk assessment and 
communication

588 47.7 0 – y

BMI, body mass index; VTE, venous thromboembolism.
Adapted from Doctors and Clinicians Quality Payment Program PY 2020 Group Public Reporting: Measures file by Robert A. Dowling, MD 

For references visit bit.ly/3vaUHmy
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MONEY MATTERS     Business

T he Internal Revenue Service recently announced 
some of the largest cost-of-living adjustments in US 
history. High in� ation numbers for much of 2022 led 

to a historic increase in Social Security bene� ts, retirement 
plan maximum contributions, and other items such as gift-
ing and health savings account contributions. The signi� cant 
changes in these areas may require you to adjust how much 
you contribute to certain accounts and how you may approach 
your budget and tax strategies. To assist with this, here are the 
notable cost-of-living adjustments beginning in 2023.

Social Security. Bene� ciaries will receive an 8.7% 
increase in their bene� ts.

Social Security wage base. The maximum amount of 
earned income on which employees must pay Social Security 
taxes was increased from $147,000 in 2022 to $160,200 in 2023.

Tax brackets. The tax rates remain the same, but the 
income brackets were increased. 

Capital gains rates and income brackets. The capi-
tal gains rates remain the same, but the income bracket that 
determines the rate increased. 

Maximum contribution amounts for 401(k), 403(b), 
457(b), and thri�  savings plans. The maximum amount 
that can be contributed to these accounts was increased to 
$22,500, up from $20,500 in 2022. The “catch-up” contribu-
tion amount for employees 50 years and older during 2023 
increased from $6500 in 2022 to $7500 in 2023.

Traditional and Roth individual retirement account 
(IRA) maximum contribution amounts. The maximum 
amount that can be contributed to these accounts was 
increased to $6500, up from $6000 in 2022. The “catch-up” 
contribution remained $1000, so the maximum contribution 
amount for those 50 years and older is $7500.

Traditional IRA deduction income limits. For those 
covered by a workplace retirement plan (like a 401[k]), the 
phaseout range for being able to deduct traditional IRA 
contributions begins at a modi� ed adjusted gross income 
(MAGI) of $73,000 and ends at $83,000 for single individu-
als. For married � ling jointly, the phaseout range increased to 
between $116,000 and $136,000. If an IRA contributor is not 
covered by a workplace retirement plan but their spouse is, 

the MAGI phaseout range climbs to between $218,000 and 
$228,000. For a married individual � ling a separate return 
who is covered by a workplace retirement plan, the phaseout 
range remains between $0 and $10,000.

Roth IRA contribution income limits. For individuals 
who � le their taxes as single or head of household, the Roth 
IRA MAGI phaseout increased to between $138,000 and 
$153,000. For married couples � ling their taxes jointly, the 
phaseout range begins at $218,000 and ends at $228,000. For 
married couples � ling their taxes separately, the phaseout 
range remains at between $0 and $10,000.

Savings Incentive Match Plan for Employees (SIMPLE) 
IRA maximum contribution amount. The amount an 
employee contributes from their salary to a SIMPLE IRA 
cannot exceed $15,500 in 2023, up from $14,000 in 2022.

Simplifi ed Employee Pension Plan IRA maximum contri-
bution amount. The maximum Simpli� ed Employee Pension 
Plan IRA contribution amount was increased to $66,000 with 
maximum countable compensation increased to $330,000.

Standard deduction. The 2023 standard deduction for 
single taxpayers and married � ling separately increased $900 
to $13,850. The new 2023 standard deduction for a married 
couple � ling jointly will be $27,700. Taxpayers 65 years or 
older and married can add an additional $1500 to their stan-
dard deduction for 2023. This increases to $1850 if you are 
unmarried or a surviving spouse.

Alternative minimum tax exemptions and phase-
out ranges. The exemption amounts for 2023 increased to 
$81,300 for singles and $126,500 for joint � lers. The in� a-
tion-adjusted phaseout ranges for 2023 increased to $578,150 
to $903,350 for single � lers and $1,156,300 to $1,662,300 
married joint � lers. The amounts for joint � lers are double 
those for married couples � ling separately.

Gi�  tax exclusion amount. The annual exclusion for 
gifts increases from $16,000 in 2022 to $17,000 in 2023.

Estate tax exclusion. The basic estate tax exclusion 
for inheritances increased from $12,060,000 in 2022 to 
$12,920,000 in 2023.

As you plan for tax year 2023, we encourage you to speak 
with your certi� ed public accountant. •

Internal Revenue Service releases list 
of cost-of-living adjustments for 2023

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

JEFF WITZ, CFP

Witz is educational 
program director 

at MEDIQUS Asset 
Advisors, Inc in Chicago, 

Illinois. He welcomes 
readers’ questions and 

can be reached at 
800-883-8555 or 

witz@mediqus.com.
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200 North LaSalle Street - Suite 2300 - Chicago, Illinois 60601
312-419-3733 - Toll Free 800-883-8555 - Fax 312-332-4908 - www.mediqus.com
Investment advisory services offered through MEDIQUS Asset Advisors, Inc. Securities offered through Ausdal Financial Partners, Inc.  Member FINRA/SIPC · 5187 Utica Ridge Rd · Davenport, IA 52807 · 563-326-2064 · MEDIQUS Asset Advisors and Aus-
dal Financial Partners, Inc. are independently owned and operated.

Effective June 21, 2005, newly issued Internal Revenue Service regulations require that certain types of written advice include a disclaimer. To the extent the preceding message contains written advice relating to a Federal tax issue, the written advice is not 
intended or written to be used, and it cannot be used by the recipient or any other taxpayer, for the purposes of avoiding Federal tax penalties, and was not written to support the promotion or marketing of the transaction or matters discussed herein. The 
information contained in this report is for informational purposes only. Any calculations have been made using techniques we consider reliable but are not guaranteed. Please contact your tax advisor to review this information and to consult with them 
regarding any questions you may have with respect to this communication. MEDIQUS Asset Advisors, Inc. does not provide tax, legal or accounting advice. This material has been prepared for informational purposes only, and is not intended to provide, 
and should not be relied on for, tax, legal or accounting advice. You should consult your own tax, legal and accounting advisors before engaging in any transaction.
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RICHARD PAYERCHIN
Payerchin is an associate editor for Medical 
Economics®.

M edical bills are confusing to patients, 
but there are ways to clarify the costs 
of health care.

A new survey by automation and arti� cial intel-
ligence developer AKASA found 38% of patients 
said their medical bills were somewhat confusing 
or extremely confusing. Another 37% of patients 
said they were neutral, 14% said they leaned 
toward medical bills not being confusing, and 
11% said medical bills were not confusing at all.

“These results show that medical billing is still 
a black box to patients,” Amy Raymond, AKASA 
vice president of revenue cycle operations, said in 
a news release.1 “The onus is on health care orga-
nizations—both providers and insurers—to make 
medical billing less painful for patients, who may 
fear going into debt and avoid seeking out care.”

The online survey sought responses from 2026 
patients in March 2022, and they ranked their 
greatest frustrations “about the � nancial experi-
ence after seeking medical care”:

• 29% said being able to understand what 
they’re being billed for

• 27% said uncertainty if they can pay the bill
• 24% said not getting bills until weeks after 

they received the service
• 20% said uncertainty if the � nal bill will be 

consistent with the estimate of responsibility
“The rise of high-deductible health plans, the 

uncertainty of what’s being billed, the complex-
ities of in- and out-of-network charges, and how 
much patients are on the hook for makes under-
standing and managing medical bills challenging 
for many families,” Raymond said. “Additionally, 
as errors in medical bills persist, patients should 
be diligent in reviewing their bills to ensure 
they’re getting an accurate bill. I strongly encour-
age individuals to ask questions of their providers 
or insurance company before paying a bill.”

Based on the survey, patients agreed with some 
methods that doctors or insurers could use to 
clarify the expenses:

• 27% said a call before the procedure from 
the physician’s of� ce or hospital staff to 
walk through what’s expected in terms of 
payment and discuss payment plans offered

• 12% said an online calculator to help deter-
mine cost ranges for care or procedures

• 11% said an email from the insurance 
company to walk through the bill after care 
or services are rendered

• 9% said a call from the insurance company 
to walk through the bill after care or 
services are rendered

• 9% said access to live online customer 
service through their insurer’s websites

• 8% said a call from the physician’s of� ce or 
hospital staff to walk through the bill after 
care or services are rendered

However, 24% said none of those methods 
would help. Raymond suggested automation as 
a “critical tool” to save time for revenue cycle 
specialists who can become patient advocates and 
offer � nancial counseling. •
REFERENCE
1. Nearly 40% of Americans confused by medical bills. 
News release. AKASA. December 16, 2022. Accessed 
December 19, 2022. https://bit.ly/3G1l6cu

Medical bills cause 
confusion for almost 40% 
of patients

Medical World News 
Behind the Science™:
Behind meaningful 
mornings
People are o� en asked the question, 
what keeps you up at night? For this 
video, we did the opposite, asking
5 urologists what, from a professional 
standpoint, makes them excited to get 
up each morning.

+ To watch the video, go to bit.ly/3hDOk7S

“The onus is on health care 
organizations—both providers 
and insurers—to make medical 
billing less painful for patients, 
who may fear going into debt 
and avoid seeking out care.”
Amy Raymond
AKASA Vice President of Revenue Cycle Operations

Wellbeing Checkup™:
Coff ee bean sparking 
creativity
In this video, Lawrence Steinman, MD, 
shares his inspiration for getting up in the 
morning to work and the secret to 
keeping a spark of creativity throughout 
the workday.

+ To watch the video, go to bit.ly/3BP0lhY
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Build the team you need

Contact me today to place your ad.
Joanna Shippoli | (440) 570-4625

jshippoli@mjhlifesciences.com

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

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

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

loan assistance and moving expenses. 

JOIN ONE OF THE FASTEST GROWING GROUPS IN THE COUNTRY!

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

Site visits are being scheduled!  

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

HIRING
BC/BE UROLOGISTS

CENTRAL NEW YORK

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

WE OFFER:

• Predictable work schedules

• Full-time APP support

• Competitive salary

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

• Malpractice and tail coverage

• Travel stipen

PRACTICE LOCATIONS INCLUDE:

• UnityPoint Health in Rock Island, IL/Bettendorf, IA  bit.ly/3itwQv2

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

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

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

NATIONAL

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

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

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

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

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

GENERAL UROLOGIST SURGEON

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

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

NEW YORK
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I’m called many things, probably most 
often referred to as Dr Scarpato, but 

sometimes Dr Kristen, Kristen, or Doc. I can’t 
necessarily say I’m being called Kristen with 
increased regularity, but I guess in fairness I 
commonly introduce myself as Kristen Scarpato, so 
maybe patients see that as an invitation to use my 
� rst name. Even so, most patients call me Doctor.

If I noticed a big change and felt 
like many patients were calling 
me Kristen, I would say I might 
start introducing myself more as 
Dr Scarpato.

I don’t mind if patients call me 
Kristen. There are many ways to 

demonstrate respect for each other and as long 
as there’s mutual respect between the patient 
and the physician, I’m not necessarily bothered.

That said, it’s problematic if I notice a patient 
calling me Kristen and called my male colleague 
exclusively Doctor. Then I would have a prob-
lem. If this trend differentially impacts 1 group, 
that might be re� ective of a deeper issue and 
of a bias, and that would bother me. Because 
as a woman, I’m more often mistaken for the 
nonphysician member of the team than my male 
colleagues. That’s frustrating and disappointing. 

So although I say I’m Kristen Scarpato, I also 
say, ‘I am a urologist’ or ‘I am the urologic oncol-
ogist who’s going to be caring for you.’ I do make 
it clear that I am a physician as part of that.”

Kristen Scarpato, MD, MPH
Nashville, Tennessee

I’ve seen an actual uptick in that.
Three years ago, working in southern 

Kentucky, virtually no one called me by my � rst 
name. I have more patients here in northern 
Montana attempting to call me by my � rst name. 
Usually, they get my � rst name wrong because 
it’s 2 names put together. So I direct them back 
to calling me Dr Martin in a professional setting.

I do that different ways. If they call me Sara, 
I tell them that’s not my name—just call me 
Dr Martin. Others say, ‘It’s nice to meet you, 
Sarabeth.’ I tell them I like to be called Dr Martin 
in the of� ce. No one seems to get offended, and 
they call me Dr Martin when asked.

Honestly, I � nd the trend disrespectful, but 
that’s just how I was raised. I still call my patients 
Mr and Mrs, but I grew up in the South and 
that’s what I was taught. 

I’m seeing an older population as well. They 
think I’m younger than I am, so I tell them, 
‘Thank you, I’ll take that as a compliment.’ As for 
my younger patients, they may prefer � rst names 
because it makes them feel more connected. But 
I direct them to call me Dr Martin in the clinic 
or hospital. I haven’t had a patient complain. It’s 
really all about the delivery.

I have male partners who don’t mind being 
called by their � rst name, but as a female, I still 
want to be called Dr Martin. I worked hard for 
that title. It is a professional setting, so that’s how 
I want to be addressed.”

Sarabeth Martin, MD
Kalispell, Montana

I’m seeing more people calling me by my 
� rst name, but I’m not usually offended 

unless I feel it’s a sign of disrespect. Usually, it isn’t. 
If an older person calls me by my � rst name, 

I’m not offended because I don’t take it as a sign 
of disrespect. If a younger person does it, maybe 
I would be offended because that can be a sign of 
disrespect. But really, it’s not a big increase. I can 
only remember maybe once or twice when I had 
to tell the patient, ‘Please call me Doctor.’

If somebody calls me Eddie, I usually just 
ignore it because it doesn’t play a role in my care 
for them. I’m a urologist. I’m here to help them. 
If they feel they need to call me by my � rst 
name, that’s � ne. It doesn’t play any role in the 
care I provide.

If I introduce myself as Dr Zoltan and the 
patient then calls me by my � rst name, that’s 
disrespectful. If the patient asks, ‘Do you mind if 
I call you by your � rst name?’ I would say yes, I 
mind. In the of� ce, absolutely, I should be called 
by my profession.

Over the past few years, there’s been a trend 
toward less respect for all professions. I don’t 
� nd it triggering for me. It doesn’t take away my 
license and it doesn’t take away my skill. If it’s 
not disrespectful, I’m OK with it.”

Edward Zoltan, MD, FACS
Brooklyn, New York

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

Urologists opine about the recent trend of 
patients calling physicians by their fi rst names

SCARPATO
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In this video, Moben Mirza, MD, FACS, residency 
program director and professor, Department of Urology, 
University of Kansas, Kansas City, explains some of the 
criticisms of the urology residency matching process 
and shares ideas for improving the system.

Residency program director discusses 
improving urology matching process Using your 

phone’s camera, 
hover over the QR 
code and scan. 
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A 24-hour streaming program

Season 8 is streaming now! 
www.medicalworldnews.com
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Urology Times® is proud to partner with multiple Strategic Alliance Partners 
across the country. Our partnerships can increase exposure to leading 
treatment options designed to improve patient outcomes and provide 
further support.

POWERFUL TOGETHER 

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