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Overview

The purpose of this document is to describe the guidelines Mass General Brigham Health Plan uses to determine
medical necessity for prostatic urethral lift (Urolift®).

Coverage Guidelines

Mass General Brigham Health Plan covers prostatic urethral lift in members with moderate-to-severe lower
urinary tract obstruction (defined by American Urological Association [AUA] symptom score >7) due to benign
prostatic hyperplasia (BPH) when ALL the following are met:

e The member has a diagnosis of BPH, and symptoms are caused by enlargement of the median and/or
lateral prostate lobes; and

e The member has persistent or progressive lower urinary tract symptoms despite medical therapy
(alphal-adrenergic antagonists for at least 3 months, or 5 alpha-reductase inhibitors for at least 6
months, or combination medication therapy maximally titrated), OR is unable to tolerate medical
therapy; and

e Prostate gland volume is <100 cc; and

e Prostate anatomy demonstrates bladder neck without evidence of a stricture.

Exclusions

Mass General Brigham Health Plan does not provide coverage for prostatic urethral lift in the following
instances:

e The member has a contact dermatitis nickel allergy; or

e The member has prostate-specific antigen level 23 ng/mL and has not had appropriate testing to
exclude diagnosis of prostate cancer; or

The member has had a recent urinary tract infection or prostatitis; or

e The member has a urethral condition that may prevent insertion of delivery system into the bladder.

Medicare Variation

Mass General Brigham Health Plan uses guidance from the Centers for Medicare and Medicaid Services (CMS)
for medical necessity determinations for its Medicare Advantage plan members. National Coverage
Determinations (NCDs), Local Coverage Determinations (LCDs), Local Coverage Articles (LCAs), and
documentation included in the Medicare manuals are the basis for medical necessity determinations. When
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there is no guidance from CMS for the requested service, Mass General Brigham Health Plan’s medical policies
are used for medical necessity determinations. At the time of Mass General Brigham Health Plan’s most recent
policy review, Medicare had no NCDs or LCDs for prostatic urethral lift.

MassHealth Variation

Mass General Brigham Health Plan uses guidance from MassHealth for medical necessity determinations for its
Mass General Brigham ACO members. When there is no guidance from MassHealth for the requested service,
Mass General Brigham Health Plan’s medical policies are used for medical necessity determinations. At the time
of Mass General Brigham Health Plan’s most recent policy review, MassHealth had no medical necessity
criteria for prostatic urethral lift.

OneCare and SCO Variation

Mass General Brigham Health Plan uses guidance from CMS for medical necessity determinations for its
OneCare and SCO plan members. NCDs, LCDs, LCAs, and documentation included in the Medicare manuals are
the basis for medical necessity determinations. When there is no guidance from CMS for the requested service,
Mass General Brigham Health Plan uses medical necessity guidelines from MassHealth. When there is no
guidance from CMS or from MassHealth, Mass General Brigham Health Plan’s medical policies are used for
medical necessity determinations.

Definitions

Prostatic Urethral Lift (PUL): The prostatic urethral lift (Urolift®) mechanically opens the prostatic urethra with
implants that are placed transurethrally under cystoscopic visualization, thereby separating the encroaching
prostatic lobes. The PUL is introduced into the urethra and used to compress the prostate tissue, thereby
increasing the urethral lumen and reducing obstruction to urine flow. It is a minimally invasive, short endoscopic
procedure that can be done under local, general, or regional anesthesia.

Benign Prostatic Hyperplasia (BPH): Benign prostatic hyperplasia (BPH) is a common disorder among older
individuals that results from hyperplastic nodules in the periurethral or transitional zone of the prostate. BPH
prevalence increases with age and is present in more than 80% of individuals ages 70 to 79.

Codes

The following codes are included below for informational purposes only; inclusion of a code does not
constitute or imply coverage.

Authorized CPT/HCPCS Codes Code Description

Cystourethroscopy, with insertion of permanent adjustable
52441 transprostatic implant; single implant

Cystourethroscopy, with insertion of permanent adjustable
transprostatic implant; each additional permanent adjustable
transprostatic implant (List separately in addition to code for primary
52442 procedure) Maximum 6 units

Cystourethroscopy, with insertion of transprostatic implant; one to
C9739 three implants

Cystourethroscopy, with insertion of transprostatic implant; four or
C9740 more implants

Summary of Evidence
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The Prostatic Urethral Lift (PUL) procedure has been studied across numerous clinical trials and real-world
settings, involving thousands of patients. These studies, including large randomized controlled trials and long-
term follow-up investigations, have demonstrated its efficacy and safety in treating symptoms of benign
prostatic hyperplasia (BPH). The L.L.F.T. study (Roehrborn et al., 2013 and 2017), a multicenter, randomized,
sham-controlled, blinded trial, demonstrated significant improvements in lower urinary tract symptoms (LUTS),
urinary flow, and quality of life over 12 months that were sustained to 5 years, with no incident erectile or
ejaculatory dysfunction, establishing the foundation for PUL's clinical use. In this study, lateral lobe obstruction
only was treated, and men with median lobe obstruction were excluded. The single-arm MedLift study (Rukstalis
et al., 2019) expanded on this by focusing on patients with obstructive median lobes (OML), a group excluded
from earlier research, and found comparable improvements in urinary symptoms, quality of life, and urinary
flow to those without OML. The BPH6 study (Sonksen et al., 2015) randomized patients to PUL or transurethral
resection of the prostate (TURP), and demonstrated that PUL offered faster recovery, superior preservation of
sexual function, and fewer adverse effects, though TURP achieved slightly greater symptom relief at 12 months.
Real-world evidence, such as the Retrospective Multicenter Study by Eure et al., 2019 confirmed the durability
of PUL's benefits over two years in patients with OML, aligning with findings from controlled trials. Meta-
analyses (e.g., Jing et al., 2020; Xiang et al., 2020) further validated these results by synthesizing data across
multiple studies, demonstrating significant and sustained improvements in LUTS, quality of life, and Qmax up to
24 months.

While PUL generally demonstrates durable symptom relief, a small percentage of patients may require
retreatment due to recurrent symptoms or incomplete initial response. Some patients may experience
persistent mild to moderate urinary symptoms despite successful PUL procedures. The success of PUL may vary
depending on factors such as prostate size, the presence of specific anatomical variations, and individual patient
characteristics. Ongoing research focuses on refining PUL techniques, including advancements in implant design
and delivery systems, to potentially improve outcomes and expand the applicability of the procedure. Continued
long-term follow-up studies are investigating the long-term durability of PUL's benefits and identifying potential
predictors of long-term success. While TURP remains the gold standard for treatment of BPH, PUL provides a
minimally invasive alternative with rapid recovery, fewer complications, and a strong preservation of sexual
health, making it particularly appealing to patients prioritizing these outcomes. The robust evidence base-
spanning randomized trials, real-world studies, and meta-analyses-supports PUL as an effective and well-
tolerated option for managing benign prostatic hyperplasia (BPH). Based on the studies cited above and
consistent with practice guidelines from the AUA (Sandhu et al. 2023), MGB Health Plan considers PUL to be
medically necessary and well-supported by high-quality evidence for individuals with obstructive symptomes,
with prostate volumes of 30-80mL, and without an obstructive median lobe. Although the quality of evidence is
lower for individuals with larger prostates and with obstructive median lobes, MGB Health plan considers the
evidence adequate to support medical necessity for individuals with obstructive symptoms, prostate volumes up
to 100mL, and with an obstructive median lobe.

Effective

January 2026: Ad hoc update. Updated prior authorization table and added variation for OneCare and SCO
members. Fixed code disclaimer.

March 2025: Annual update. Summary of evidence added. References updated.

December 2024: Ad hoc update. Taken off prior authorization. MassHealth variation language added. Clarified
Medicare variation. Fixed typo in medical necessity criteria.

March 2024: Annual update. References updated.

March 2023: Annual update. Medicare Advantage added to table. Medicare variation language added.
References updated.
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March 2022: Annual update. Under Coverage Guidelines; changed prostate gland volume from <80 to <100.
Exclusions were updated to remove member does not have prostate-specific antigen level 23 ng/mL. Added
exclusion that member has had appropriate testing to exclude diagnosis of prostate cancer. References updated.
March 2021: Annual update. References updated.

December 2020: Ad hoc update. Code update.

April 2020: Annual update. References updated.

April 2019: Annual update. Under Coverage Guidelines, revised medical therapy to clarify requirement; 3
months for alphal-adrenergic antagonists or 5 alpha-reductase inhibitors for at least 6 months. Removed
guideline that member is a poor candidate for other surgical procedures for BPH using general anesthesia.
Revised exclusion regarding urinary tract infection/prostatitis removing the one-year requirement.
September 2018: Effective date.
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