




treatment patterns and associated outcomes for patients with 
early-stage disease included in Medicare’s U.S. Surveillance, 
Epidemiology, and End Results (SEER) database. Researchers 
observed that half of patients with intermediate- and high-risk 
disease did not receive BCG treatment according to guidelines, 
despite evidence that it improves outcomes.

Dr. Steinberg is a nationally recognized expert in the surgical 
management of bladder cancer and currently leads several large 
clinical trials investigating new medications and treatment 
procedures. His research includes examining the critical need 
for new agents for patients who are not responsive to BCG 
therapy or develop resistance to it. For example, one ongoing 
phase III study is evaluating the immune checkpoint inhibitor 
pembrolizumab in combination with BCG to potentially improve 
outcomes and prevent disease recurrence. 

The majority of patients diagnosed with bladder cancer 
have early-stage non-muscle-invasive disease that often 

can be successfully treated. However, these cancers have 
a high recurrence rate compared with other solid tumors, 

and about 20 percent of recurrences progress to more 
serious muscle-invasive disease.

Many Older Patients Not Getting 
Recommended Treatment for 

Early-Stage Bladder Cancer

A retrospective study led by NYU Langone 
urologists highlights the need for better 
education on appropriate use of Bacillus 
Calmette-Guérin to improve outcomes for 
patients with bladder cancer. 
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FEWER THAN ONE QUARTER OF ELIGIBLE 
OLDER PATIENTS RECEIVE BACILLUS 
CALMETTE-GUÉRIN

Transurethral resection of bladder tumor followed by Bacillus 
Calmette-Guérin (BCG)—a type of intravesical immunotherapy—
is the gold standard of treatment for early-stage bladder cancer, 
recommended by U.S. and European clinical guidelines. However, 
studies suggest that fewer than one quarter of eligible older 
patients receive BCG in practice.



WIDE VARIATION IN USE OF BCG

�e recent study by Dr. Steinberg and colleagues 
reveals wide variations in BCG treatment intensity. 
Many eligible patients did not receive BCG at all, 
and among those who did, it was often inadequate, 
stopping short of ongoing maintenance therapy. 
Conversely, some patients with low-risk disease 
received the treatment despite a lack of 
guideline support.

�e retrospective analysis included 
39,532 patients over age 65 with early-stage (0–1) 
urothelial bladder carcinoma diagnosed between 
2000 and 2012, according to �ndings published 
in July 2020, in Urology. Of the 41 percent 
who received BCG treatment, only 28.4 percent 
received adequate therapy. However, at the 
12-month point, adequate BCG treatment was 
associated with decreased risks of recurrence 
and of cancer-speci�c and all-cause mortality in 
patients with intermediate- and high-risk disease.

Although the analysis was not equipped to 
identify the reasons for such variation, investigators 
speculated that physicians might be reluctant to 
give BCG to patients with a high comorbidity 
burden or other, unknown contraindications. �ey 
observed that inadequately treated patients tended 
to be less healthy than those who received 
su�cient treatment.

“�ere seems to be a mismatch in treatment 
intensity based on disease risk, with many 
patients receiving too much or too little care,” says 
Dr. Steinberg. “Overuse of BCG in patients with 
low-grade disease is also concerning, considering 
that BCG is in short supply worldwide.”

Practice patterns may also vary according to 
location, as the study spanned both academic and 
community care settings, the authors noted. In 
addition, the analysis does not capture other 
factors that may have contributed to variability, 

such as patient refusal of treatment or adverse 
events that triggered an interruption in treatment.

�at said, the study highlights the need for 
education on appropriate use of BCG, says 
Dr. Steinberg. In particular, it emphasizes the 
importance of maintenance therapy, which was not 





prostate cancer has a low level of mutation,” says 
Dr. Lepor. “It appears that prostate-speci�c antigen 
screening is as reliable in transplant candidates as 
in the general population and that most patients 
can be safely screened and managed under the 
usual standards of care.”

PROSTATE CANCER SCREENING 
AND DETECTION 

Current guidelines from the American Society 
of Transplantation recommend prostate cancer 
screening for all male transplant candidates 
or recipients age 50 or older with a life expectancy 
of at least 10 years—the same as for the general 
population. �e recommendation is based on studies 
showing that while transplant is associated with 
higher rates of certain malignancies—particularly 
bladder and kidney cancer and melanoma—it does 
not appear to a�ect development of prostate cancer.

At NYU Langone, PSA screening is mandatory 
for transplant candidates according to current 
guidelines. However, research indicates that 
screening is inconsistent nationwide, according 
to the review. One study found that PSA screening 
recommendations were followed for only 64 percent 
of patients at a high-volume transplant center, 
and another survey of major U.S. transplant 
centers found that only 79 percent had established 
guidelines for PSA screening.

“Prostate cancer screening saves lives, especially 
in men who have clinically signi�cant cancers,” 
notes Dr. Lepor. “NYU Langone has pioneered the 
use of biomarkers, MRI, and MRI-guided biopsy 
to improve the sensitivity and speci�city of PSA 
screening for the detection of signi�cant disease. 
It’s best to identify prostate cancers before kidney 
transplant in particular, as kidney transplant can 
increase the technical challenges of a radical 
prostatectomy.”

PSA level appears to be a reliable indicator of 
risk, even for men with end-stage kidney disease 
(ESKD) and liver failure, researchers found. 
However, certain factors should be taken into 
account for transplant patients.

Clinicians treating men with ESKD should 
consider measuring PSA before hemodialysis, which 
can result in elevated values, the authors suggest. 
�ey also note that PSA testing may not be reliable 
in men with severe liver failure as the liver 
metabolizes PSA and values are often lower in 
patients with cirrhosis compared with the general 
population. As a precaution, they recommend 
testing before and after liver transplant.

For men with concerning PSA levels, along 
with other risk factors such as family history, 
NYU Langone urologists routinely order multi-
parametric MRI (mpMRI), which has been shown 

to detect aggressive disease more reliably than 
systemic biopsy.

In the presence of elevated biomarkers, patients 
with a PI-RADS (Prostate Imaging Reporting and 
Data System) score of 2 or higher should receive 
mpMRI fusion target biopsy with a bilateral 
systemic biopsy, the authors state. Transperineal 
saturation biopsy is recommended for those with 
a PI-RADS score of 1 and a PSA velocity and 
biomarkers highly suspicious for aggressive cancer.

PROSTATE CANCER TREATMENT 
CONSIDERATIONS 

In general, clinicians can safely manage transplant 
patients with diagnosed prostate cancer similarly 
to the general population, using shared decision-
making to guide treatment decisions and taking 
into account life expectancy, comorbidities, 
complications, and impact on quality of life.

However, controversy persists around the 
timing of transplants following prostate cancer 
treatment, notes Robert Montgomery, MD, DPhil, 
the H. Leon Pachter, MD, Professor of Surgery, 
and newly appointed chair of the Department of 
Surgery. Current kidney transplant guidelines 
suggest waiting two years, but that timing has been 
challenged by Kidney Disease Improving Global 
Outcomes guidelines, which recommend 
proceeding immediately after successful treatment.

“Most recommendations for delaying transplant 
are based on small studies and do not show an 
association between having prostate cancer and 
increased mortality,” says Dr. Montgomery. 
“However, prolonging wait times for transplant 
could adversely impact survival.”

At NYU Langone, urologists recommend 
immediate transplant following de�nitive 
treatment for low- to intermediate-risk prostate 
cancer and waiting one year in the case of higher-
risk disease if PSA is undetectable.

If prostate cancer is diagnosed after transplant, 
evidence supports performing open or laparoscopic 
radical prostatectomy. Large studies involving 
patients diagnosed following kidney transplants 
indicate that PSA scores, severity of disease, and 
postsurgical complications are on par with those in 
the general population, the review found, although 
special care must be taken to avoid damage to 
transplanted organs from surgery and radiation.

“Overall, we found that while precautions should 
always be taken in this vulnerable population, 
most transplant patients can be successfully 
managed under general guidelines,” says Dr. Lepor. 
“Screening, detection, or treatment should not be 
in�uenced by the impact of immunosuppression 
on the biology of the disease.”    

It appears that prostate-
speci�c antigen screening 
is as reliable in transplant 
candidates as in the 
general population and that 
most patients can be safely 
screened and managed 
under the usual standards 
of care.”

—Herbert Lepor, MD

Clinical Trials and Research Studies

At NYU Langone Health, our doctors and 
researchers perform clinical trials and 
research studies with the aim of translating 
findings into new, more effective treatments.

To learn more information about clinical trials, visit 

clinicaltrials.med.nyu.edu
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OPTIMIZING QUALITY OF LIFE 
FOR MEN WITH LOCALIZED 
PROSTATE CANCER

Partial-gland cryoablation (PGCA)—destroying 
cancerous tissue within the prostate while sparing 
surrounding normal tissue—has signi�cant 
quality -of-life advantages for men with localized 
prostate cancer. Compared with radical 
prostatectomy, the procedure is associated with 
faster recovery, fewer complications, and lower 
cost. However, controversy remains about how best 
to monitor patients for new or recurring disease.

In a recent study, researchers at NYU Langone’s 
Department of Urology and Perlmutter Cancer 
Center sought to assess the usefulness of prostate-
speci�c antigen (PSA) testing, MRI, and biopsy in 
detecting in-�eld disease six months after PGCA. 
�eir results suggest that early follow-up isn’t 
justi�ed in the overwhelming majority of cases. 
In the study cohort of 70 patients with prostate 
cancer, signi�cant disease was detected in only 1, 
and neither PSA nor MRI was a reliable predictor 
of persistence.

“Based on our data, six months may be too 
soon to identify disease persistence,” says lead 
author James S. Wysock, MD, a urologic 
oncologist at the Smilow Comprehensive Prostate 

James S. Wysock, MD 

Cancer Center and assistant professor in the 
Department of Urology at NYU Langone. “It’s 
possible that PSA and MRI may prove to be 
more useful predictors at longer follow-up if the 
detection rates of prostate cancer increase.”

BIOPSY REVEALS LOW RATE 
OF DISEASE AT SIX MONTHS

In a recent study published in Prostate Cancer 
and Prostatic Diseases, researchers analyzed 
outcomes for 70 men who underwent PSA testing, 
MRI, and prostate biopsy at NYU Langone 
6 months after PGCA, the standard protocol 
recommended by expert consensus statements. 
Five patients (7.1 percent) showed disease 
persistence according to biopsy results; of these, 
4 cases were considered low risk (Gleason grade 
group 1) and clinically insigni�cant.

“We are monitoring our PGCA outcomes with 
a robust treatment registry and are encouraged 
that the six-month biopsy results demonstrate a 
remarkably low rate of cancer in the ablation zone, 
bolstering our con�dence in the accuracy of our 
ability to target and treat the disease,” says 
Dr. Wysock.

�e results are not necessarily generalizable to 
all patients as favorable outcomes following PGCA 
are associated with treatment at high-volume 
centers with extensive experience and expertise in 
treating prostate cancer. However, the �ndings 
suggest that biopsies at six months are unnecessary 
and should not be performed automatically.

PSA AND MRI UNRELIABLE 
PREDICTORS OF CANCER 
PERSISTENCE AT SIX MONTHS 
AFTER PROSTATE BIOPSY

Investigators also ascertained the usefulness of 
measuring PSA and MRI and found that neither 
reliably predicted localized cancer persistence. 
None of the patients in the study showed an 

increase in PSA, and changes in PSA did not 
correlate with cancer detection. Similarly, MRI 
scan results did not necessarily correlate with 
disease detection on biopsy.

Over the six-month follow-up period, changes 
in PSA were highly variable, researchers reported. 
Of 6 men who experienced declines of less than 
25 percent in PSA, only 1 had prostate cancer, 
suggesting that modest changes in PSA do not 
correspond with higher rates of disease at 
6 months. Of 7 MRI scans with suspicious results, 
only 1 was associated with cancer, while 4 out of 
63 non-suspicious scans showed cancer.

�e authors noted that low rates of persistent 
disease at six months are not necessarily predictive 
of disease control at two years. In a previous 
study, 25 percent and 22 percent of men showed 



Surgeons at NYU Langone use robotic 
surgery platforms to improve 
visualization and maneuverability while 
performing complex procedures such as 
vaginoplasty, ensuring their patients 
receive the highest-quality gender-
a�rming care. 

MULTIDISCIPLINARY TEAM 
TAILORS GENDER-AFFIRMING 
PROCEDURES TO THE INDIVIDUAL 

NYU Langone’s multidisciplinary transgender 
program takes a personalized approach to care of 
patients with gender dysphoria, centered on the 
individual patient’s objectives, life circumstances, 
and comorbidities. Highly trained faculty tailor 
gender-a�rming procedures to meet the individual 
goals and expectations of each person.

Robotic surgery eases some of the technical 
challenges of gender-a�rming surgery, allowing 
surgeons greater visibility and reach within the 
con�nes of the pelvic cavity. NYU Langone is one 
of only a few such surgery programs in the 
country that uses a robotic platform for complex 
procedures such as vaginoplasty, or reconstruction 
of the vagina, in eligible transgender women.

Many transgender women are interested 
in vaginoplasty, and demand has risen in 
recent years, according to an article led by 
Rachel Bluebond-Langner, MD, the Laura and 
Isaac Perlmutter Associate Professor of 
Reconstructive Plastic Surgery in the Hansjörg 
Wyss Department of Plastic Surgery, and 

Lee C. Zhao, MD, associate professor in the 
Department of Urology and the Hansjörg Wyss 
Department of Plastic Surgery, published online 
July, 2020, in 



NEW STUDY TESTS MRI-TARGETED 
PROSTATE BIOPSY STRATEGY OF 
NATIONAL TRIAL

Use of MRI in men for whom there is clinical 
suspicion of prostate cancer, followed by MRI-
targeted prostate biopsy, has been shown to 
improve detection of clinically signi



detection did not di�er between MRI-targeted and 
systematic biopsy, but also that the combination 
of both signi�cantly improved detection of higher-
risk cancers.

“�ere is no question that MRI-targeted 
biopsy has dramatically improved our detection 
pathways. �rough a combination of MRI and 
markers, we are able to greatly improve our ability 
to distinguish clinically signi�cant cancers,” 
says urologic oncologist Stacy Loeb, MD, a 
professor in the Departments of Urology and 
Population Health at NYU Langone and a member 
of Perlmutter Cancer Center.

�e NYU Langone study �ndings additionally 
suggest that cancer identi�ed on systematic but 
not MRI-targeted biopsy is in many cases re�ective 
of biopsy targeting error, which may be related to 

either technique or learning curve, says co-author 
Andrew B. Rosenkrantz, MD, professor of 
radiology and urology and director of prostate 
imaging at NYU Langone.

“�e negative predictive value of MRI for 
clinically signi�cant prostate cancer varies with 
biopsy intensity, disease prevalence, and 
radiologist experience,” says Dr. Rosenkrantz. 
“Our results, when applying the PRECISION 
strategy, are heavily in�uenced by radiology and 
biopsy experience. At NYU Langone, we have 
observed a negative predictive value of 98 percent.”

Ultimately, the �ndings point to a diagnostic 
dilemma for urologists, notes Dr. Taneja. “By 
applying the PRECISION biopsy strategy, we avoid 
detection of low-grade cancers, which is desirable, 
but we risk missing a smaller subset of clinically 

signi�cant cancers, which is undesirable,” 
he explains. “Because the missed clinically 
signi�cant cancers are small and generally 
lower risk, this may be a reasonable trade-o� 
to avoid overdetection.”      

Disclosures: Samir Taneja, MD, receives 
consulting fees from Trod Medical, Francis 
Medical, INSIGHTEC, and Janssen; is a 
scienti�c investigator for MDxHealth; and 
receives royalties from Elsevier.
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