Applied Health Economics and Health Policy
https://doi.org/10.1007/540258-022-00735-y

REVIEW ARTICLE t‘)

Check for
updates

UroLift for Treating Lower Urinary Tract Symptoms of Benign Prostatic
Hyperplasia: A NICE Medical Technology Guidance Update

Laura Knight' - Megan Dale'© . Andrew Cleves' - Charlotte Pelekanou? - Rhys Morris’

Accepted: 11 April 2022
© The Author(s) 2022

Abstract

Lower urinary tract symptoms (LUTS) commonly occur as a consequence of benign prostatic hyperplasia (BPH), also known
as prostate enlargement. Treatments for this can involve electrosurgical removal of a section of the prostate via transurethral
resection of the prostate (TURP), Holmium laser enucleation of the prostate (HoLEP), or prostatic urethral lift using the
UroLift system. The UroLift system implants to pull excess prostatic tissue away so that it does not narrow or block the
urethra. In this way, the device is designed to relieve symptoms of urinary outflow obstruction without cutting or removing
tissue. National guidance recommending the use of UroLift in the UK NHS was first issued in 2015 by the National Insti-
tute for Health and Care Excellence (NICE MTG26). We now report on the process to update the economic evaluation of
UroLift, leading to updated NICE guidance published in May 2021 (NICE MTGS58). The conclusions of the available clini-
cal evidence were mixed and suggested that whilst UroLift improves symptoms over time, this improvement is smaller than
that of TURP for symptom severity (IPSS) and urological outcomes. However, UroLift appears to be superior to Rezum for
symptom severity and measures of erectile dysfunction and ejaculatory dysfunction. The updated economic model estimated
that using UroLift as a day-case procedure for people with prostate of volume 30-80 mL creates a saving of £981 per person
compared with bipolar TURP, £1242 compared with monopolar TURP, and £1230 compared with HoLEP.

Key Points for Decision Makers

Since the publication of NICE MTG26, a larger body
of clinical evidence has emerged, with 5-year follow-
up, and with direct comparisons with TURP and other
surgical procedures. The clinical benefits of UroLift are
sustained; it is not as efficacious as TURP but is recom-
mended by NICE as a less invasive option with fewer
complications for people of age over 50 years with pros-
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1 Introduction

The aim of medical technologies guidance (MTG) issued by
the UK National Institute for Health and Care Excellence
(NICE) is to support adoption of clinically effective and
cost-saving technologies in the UK National Health Service
(NHS). This paper summarises Cedar’s assessment report
update [1] and how it was used to inform NICE MTGS58:
‘The UroLift system for treating lower urinary tract symp-
toms of benign prostatic hyperplasia’ [2]. This is an update
of the original guidance MTG26 [3]. Cedar is a healthcare
technology research centre formed through collaboration
between Cardiff and Vale University Health Board and Car-
diff University. This paper is part of a series that report the
development of NICE MTG. NICE produces guidance on
new or innovative medical devices or diagnostics, Medical
Technologies Guidance (MTG). The aim of this paper is to
provide an insight into the development of updated recom-
mendations for the use of the UroLift system.

1.1 Background to the Technology and Application

Prostatic urethral lift using the UroLift system is an endo-
scopic treatment for men with lower urinary tract symptoms
(LUTS) due to benign prostatic hypertrophy (BPH). The
UroLift system comprises a single-use pistol-gripped endo-
scopic delivery device (probe), used to deliver an implant.
Each UroLift implant consists of two ‘anchors’ connected
by a nonabsorbable suture. The surgeon inserts the probe
into the urethra until it reaches the prostatic urethra. A fine
needle at the end of the probe deploys the suture through
a lateral lobe of the prostate and the capsular anchor fixes
the suture outside of the prostate. The needle is withdrawn,
tensioning the suture, which is then secured in the urethra
with the urethral anchor. The result is that the lobe is pulled
away from the area of obstruction, thus opening the urethra.
This is repeated on the other lateral lobe of the prostate. A
procedure uses an average of 3.5 implants and can be done
with the patient under local or general anaesthetic and as
an in-patient, out-patient or day-case procedure. There have
been no changes to the technology since NICE MTG26 and
UroLift has a current CE mark.

1.2 Decision Problem (Scope)

The NICE Scope defined the decision problem as:

e Population—Adults with LUTS caused by BPH, aged 45
years or over, with prostate volumes < 100 mL

e Indication—Prostatic urethral lift using the UroLift sys-
tem
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e Comparators:

— Monopolar or bipolar transurethral resection of the
prostate (TURP)

— Holmium laser enucleation of the prostate (HoLEP)

— Transurethral water vapour therapy using Rezum
(Boston Scientific)

e Outcomes—Length of hospital stay, changes in ejacula-
tory or sexual function, need for and duration of post-
operative catheterisation, symptoms of BPH, quality of
life (QoL) and procedure time.

2 Cedar’s Review of the Evidence

The company submitted to NICE the available clinical and
cost evidence for use of the UroLift system, alongside a de
novo cost model. Cedar’s assessment report update provided
NICE with an independent appraisal of this evidence [1].

2.1 Review of Clinical Effectiveness Evidence

The company did not update their search strategy for the
purpose of the guidance update; however, NICE conducted
literature searches, based on the searches conducted for the
original assessment report. These were completed on 31 July
2019. Please see Ray et al. [4] for critique of the original
company search strategies. The External Assessment Centre
(EAC) conducted an additional update search for this update
from July 2019 to 14 July 2020. The EAC identified 427
references, 129 adverse event reports and two ongoing trials.

The EAC identified 12 publications (from 10 studies) for
full-text review, 11 of which were not selected by the com-
pany, but were relevant to the scope. There were two ran-
domised controlled trials and eight nonrandomised studies.

2.1.1 Critical Appraisal of Studies

Most of the included studies were comparative studies of
moderate or high quality, with relevant patient samples and/
or blinded assessment of outcomes. The two publications
reporting results from the LIFT randomised controlled trial
[5, 6] had a low risk of bias with both patients and assessors
blinded to procedure and outcome. However, there was a risk
of bias with the two publications from the BPH6 randomised
controlled trial [7, 8] as the study was not blinded and did
not state whether analysis was by intention-to-treat.

Some non-randomised crossover and comparative stud-
ies [9-11] were of moderate quality. The main limitations
were small (< 20) sample sizes [12—-14], limited reporting of
eligibility criteria [15, 16], and unclear reporting of outcome
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measures [13]. None of these studies reported blinding
[9-16]. Two studies had good quality overall [12, 14].

2.1.2 Clinical Results

The current guidance update provides the first data compar-
ing UroLift directly with TURP or Rezum. Results from the
clinical evidence are mixed and do not show that UroLift
is superior when compared to TURP for urological, QoL
or symptom-severity outcomes. Nevertheless, UroLift pro-
vides significant symptomatic improvements. The best avail-
able evidence comes from the LIFT randomised controlled
trial [5, 6], which found that UroLift provided significant
improvements sustained at 5 years as follows:

e Reduction in Benign Prostate Hyperplasia Impact Index
(BPHII) from baseline (6.92) to 5-year follow-up (3.51,
p <0.0001).

e Reduction in International Prostate Symptom Score
(IPSS) from baseline (22.32) to 5-year follow-up (14.47,
p < 0.0001) [6].

e Increase in maximum urine flow rate (Qmax) from base-
line (7.88) to 5-year follow-up (11.08, p < 0.0001).

UroLift appears to be superior to Rezum for erectile
dysfunction and symptom severity outcomes [11]: Sexual
Health Inventory for Men (SHIM) scores were significantly
higher (better) in the UroLift group (14.8) versus Rezum
(9.2), p = 0.02. The same study found that scores on the
Male Sexual Health Questionnaire-Ejaculatory Dysfunction
(MSHQ-EjD) scale were significantly higher (better) in the
UroLift group (12.2) versus Rezum (9.2), p = 0.04. There
is also limited evidence that changes in MSHQ-EjD scores
over time were significantly better for UroLift patients when
compared to TURP [7, 8] and Rezum procedures [11].

The evidence generally demonstrates that UroLift brings
long-lasting improvements in symptom severity, urological
outcomes and QoL measures. Further details of the clinical
efficacy outcomes are provided in the Online Supplementary
Materials (OSM) S1.

2.1.3 Review of Safety Outcomes

Table 1 reports the adverse events for included studies.
The reporting was inconsistent between studies with some
reporting full details using the Clavien-Dindo classifica-
tion and some not reporting adverse events. For studies
that reported adverse events but not using Clavien-Dindo
Classification, the EAC compared the events listed to those
within the Clavien-Dindo classification to arrive at the cor-
rect Grade [17, 18].

The severity of adverse events for this device is low with
most events being Grade I or II. However, one study reported

Grade IIIb events: severe bleeding and secondary treatment.
No severe (above a Grade IIIb) events were reported.

2.2 Economic Evidence

The company did not submit any new economic evidence
for this review. However, the EAC identified one published
cost-effectiveness model [19], one cost equivalence [20] and
one related review [21] that included cost information from
the main literature search for the topic. All were set in the
USA, and so were not of direct relevance to inform the cur-
rent guidance review.

A detailed evaluation of the economic evidence consid-
ered for NICE MTG26 [3] has been previously described

[4].

2.2.1 The Manufacturer’s de novo Economic Model

The manufacturer submitted an updated economic model
based on that of NICE MTG26 [3], with a decision tree
design. The arms of the decision tree included UroLift,
mTURP, bTURP, HoLEP and Rezum as competing treat-
ment alternatives. Rezum was a new addition in this iteration
of the model. In the UroLift arm, treatment of an obstructive
median prostate lobe was included as an optional, new inter-
vention. The model took the perspective of NHS and social
care services and the time horizon was extended to 5 years
to reflect the length of follow-up in the LIFT randomised
controlled trial [6]. There was no discount rate applied in
the manufacturer’s model.

Each treatment arm had branches for success and failure,
based on probabilities derived from clinical evidence. Fol-
lowing first treatment failure there were two possibilities,
either a second procedure, or urinary incontinence as an
adverse outcome that incurred a cost for management with
pads and medicines for the remaining time horizon of the
model.

Clinical parameters for the Rezum treatment were taken
from a randomised controlled trial [22] that was included
in NICE MTG49 [23]. Clinical parameters for UroLift
were based on 5-year data from the LIFT randomised con-
trolled trial [6]. Clinical parameters for mTURP, bTURP
and HoLEP were based on a published Health Technology
Assessment [24], which provided inputs for NICE MTG26
[3], MTG29 [25] and MTG49 [23]. Table 2 shows the clini-
cal parameters.

There were substantial changes in options for repeat pro-
cedures since NICE MTG26 [3]. Table 3 shows the propor-
tion of patients who underwent each repeat procedure in the
model, including changes made since NICE MTG26 [3]. For
example, bTURP is now more commonly performed than
mTURP due to its improved safety profile [26].
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Table 1 Adverse events

Study

Grade 1 Grade 11 Grade Illa

Grade I1Ib

Roehrborn (2015) [5]

Sonksen (2015) [7]

Rukstalis (2016) [9]

Gratzke (2017) [8]
Bardoli (2017) [13]
Roehrborn (2017)[6]

Rukstalis et al. (2018) [10]

Sievert (2019) [16]

Not graded: Peri-operative
AEs were typically mild and
transient, most frequently
being haematuria, dysuria,
pelvic pain, urgency, and urge
incontinence
Total grade 1 adverse events: Total grade 2 AEs: UroLiftn =3
UroLift n = 30 patients (68%), patients (7%), TURP n = 4
TURP n =26 (74%), p = 0.6 (11%), p =0.7
Bleeding: UroLift n = 17 patients Urinary Tract Infection (UTI):
(39% of patients), TURP UroLift n = 3 (7%), TURP
n=20(57%),p=0.1 n=2(6%),p>09
Irritative symptoms, pain, or dis- Epididymitis: UroLift n = 0,
comfort: UroLift n = 23 (52%), TURPn =2 (6%),p=0.2
TURP n =21 (60%), p = 0.5
Urinary incontinence: UroLift
n=12%), TURPn =6 (17%),
p=0.04
Urinary retention: UroLift n = 4
(9%), TURPn=0,p=0.1
Erectile dysfunction: UroLift
n=0, TURP n =3 (9%),
p=0.08
Retrograde ejaculation: UroLift
n=0, TURP n =7 (20%),
p =0.002
Other: UroLift n = 4 (9%), TURP
n=30%),p>09

Generally were mild to moderate
and resolved within 0.5 months.
No further details given

10 devices (4%) inadvertently
deployed

Not reported

Not reported

UroLift: Haematuria n = 1
Urinary urge incontinence:
UroLiftn =1

Peri-operative adverse events
were typically mild to moderate
and transient, with the most
frequent being haematuria and
dysuria

Over the 1-year course of the
study, few related adverse
events occurred after the first
month

No further details given

Transient dysuria and haematu-
ria: n = 12 (14.0%)

Pelvic pain for less than a month:
n=33.5%)

Bleeding: UroLift n =1 (2%),
TURP n =2 (6%),p =0.6

Stricture: UroLift n = 0, TURP
n=10B%),p=04

Secondary treatment: UroLift
n=3(7%), TURPn=2
(6%), p > 0.9
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Table 1 (continued)

Study Grade 1

Grade 11

Grade Illa  Grade IIIb

Eure (2019) [15] Not graded. Any adverse event:

n = 453 patients (66.8%).
Haematuria: n = 219 (17.5%)
Dysuria: n = 83 (6.6%)
Incontinence: n = 31 (2.5%)
Pelvic pain: n = 23 (1.8%)
Urinary urgency: n =42 (3.4%)
Urinary frequency: n = 16 (1.3%)
There was a reported significant

difference in number of adverse

events between those treated in
the clinic office (n = 100) and
those in other healthcare set-

tings (n = 353, p < 0.0001)
Rubio (2019) [14]

tion: n = 10 (50%)
Re-admission/re-operation with
TURP: n =1 (5%)

Tutrone et al. (2020) [11]  Not reported

Haematuria requiring catheterisa- UTL: n =2 (10%)

TURP Transurethral Resection of Prostate, UTI urinary tract infection

Table 2 Clinical parameters

. s .. Failure
used in the company’s original

Incontinence

Retention  Stricture  Transfusion =~ TUR syndrome  UTI

model and updated model

UroLift 10.9% 0.0%
Rezum n/a n/a
mTURP  6.0% 3.00%
bTURP 6.0% 1.77%
HoLEP 3.3%* 291%

Original submitted model: probability of failure or complications: NICE MTG26

Updated submitted model: probability of failure or complications

UroLift 13.6% 0.0%
Rezum 4.4% 0.0%
mTURP  5.8% 3.0%
bTURP 5.8% 3.0%
HoLEP 4.1% 2.9%

6.0% 0.0% 0.0% 0.0% 1.4%
n/a n/a n/a n/a n/a

5.0% 7.0% 8.0% 3.0% 6.0%
8.6% 9.7% 8.2% 3.0% 6.0%
3.6% 5.9% 2.2% 0.9% 5.9%
0.4% 0.0% 0.0% 0.0% 0.1%
0.5% 1.1% 0.0% 0.0% 2.1%
3.8% 7.0% 8.0% 3.0% 6.0%
3.8% 7.0% 8.0% 3.0% 6.0%
3.6% 5.9% 2.2% 0.9% 5.9%

TUR transurethral resection, TWOC trial without catheter, UTI urinary tract infection

Where first treatment was UroLift, approximately 32%
of repeat procedures used UroLift and the remainder used
TURP. This was accepted for MTG49 [23] and was consid-
ered appropriate for use in this model. The data are from the
5-year follow-up point in the LIFT study [6]. Repeat proce-
dures were modelled with the same success probabilities as
initial procedures.

The unit costs in the model were mainly based on the
previous iteration of the guidance: NICE MTG26 [3] and
related, subsequently published guidance: NICE MTG29
[25] and NICE MTG49 [23].

The updated model assumed that different follow-up
arrangements applied to each of the surgical procedures.

Following UroLift, a 20-min telephone consultation with
a nurse was applied, costing £15.70, whereas mTURP
and bTURP were modelled with an outpatient appoint-
ment with a consultant costing £94, and Rezum was mod-
elled with a consultant appointment plus a trial without
catheter, costing £238. Capital costs for reusable systems
(e.g. electrosurgical units) were removed from the model,
with negligible effect on the results. The manufacturer’s
updated model removed some costs that were included
for NICE MTG26 [3], namely pre-procedure tests and
consultations and fluid consumables. These had been
equal for all procedures, so their removal did not bias the
model’s results.
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Table 3 Proportion of retreatment methods applied in original and
updated models

Repeats UroLift Rezum  mTURP bTURP HoLEP

Original submitted model (NICE MTG26): method of retreatment

UroLift 0 n/a 1.0 0 0
Rezum n/a n/a n/a n/a n/a
mTURP 0 n/a 1.0 0 0
bTURP 0 n/a 0 1.0 0
HoLEP 0 n/a 0 0 0
Updated submitted model (2020): method of retreatment
UroLift 031579 0 0.171053  0.513158 0
Rezum 0 0.5 0.125 0.375 0
mTURP 0 0 0.25 0.75 0
bTURP 0 0 0.25 0.75 0
HoLEP 0 0 0.25 0.75 0

mTURP Monopolar Transurethral Resection of Prostate, bTURP
Bipolar Transurethral Resection of Prostate

2.2.2 Manufacturer’s Base-Case Results

The manufacturer’s updated base-case analysis found that
compared to providing UroLift on an outpatient basis, the
other treatment options incurred additional, incremental (per
procedure) costs as follows: UroLift (day case): £24, Rezum:
£66, bTURP: £1057, mTURP: £1148 and HoLEP: £1303.
UroLift as day-case surgery incurred lower costs than in
NICE MTG 26 [3, 4].

Compared to the prior guidance, the increased saving
delivered by UroLift was driven by use of fewer UroLift
implants (3.5 vs. 4), reduced theatre time for UroLift proce-
dures (14 vs. 30 min) and use of nurse-led telephone follow-
up. These modifications were supported by patient tracker
data submitted by the company. Other important drivers
reducing the cost of UroLift were addition of a trial without
catheter in the Rezum arm, greater use of bTURP with there-
fore increased consumables cost, and increased impact of
lasting incontinence for the remainder of the model’s 5-year
time horizon. Also important as a driver of cost was use
of an assumed reduced length of hospital stay (since NICE
MTG26 [3]) for UroLift from 0.5 to 0.125 days.

2.2.3 Appraisal of Model Structure, Model Inputs
and Changes Made by the External Assessment
Centre (EAC)

The updated manufacturer’s model also used structural ele-
ments and parameters from models used for related prostate
national guidance: NICE MTG29 [25] and NICE MTG49
[23]. These have been previously accepted for NICE guid-
ance and were judged to be reasonable by the EAC. The
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EAC made a number of modifications to the manufacturer’s
model including:

e Correction of minor errors/inconsistencies

e Update of all costs to Year 2019 values

e Further alignment where required, to NICE MTG29 [25]
and NICE MTG49 [23]

e Removal of repeat procedures following HoLEP as initial
procedure; expert clinical advice stated that this rarely
occurred

e Application of a discount rate of 3.5% per annum to all
costs

e Changes to probability of success for each competing
treatment (defined as an improvement of > 10% in IPSS
score within 12 months) and complication rates for
UroLift and comparator procedures (Table 2), based on
updated published sources

e Changes to numerous unit costs where the EAC deemed
necessary for improved accuracy.

Table 4 shows the changes made by the EAC to the cost
inputs.

2.2.4 Effects of Base-Case Changes Made by the EAC

Discussion between the EAC and NICE concluded that the
reference treatment for the economic analysis should be
UroLift provided on a day-case basis. The EAC’s updated
base-case analysis found that compared to providing UroLift
on a day-case basis, the other treatment options incurred
additional, incremental (per procedure) costs as follows:
UroLift (outpatient): £-24, Rezum: £96, bTURP: £981,
mTURP: £1242 and HoLEP: £1230. Therefore, like the
manufacturer’s base case, UroLift retained its small cost
saving (Table 5), with UroLift offered as an outpatient pro-
cedure being the cheapest of all options.

2.2.5 Sensitivity Analysis

One-way sensitivity analysis The manufacturer pro-
vided, in its updated model, one-way sensitivity analy-
ses to accompany its base case, varying one parameter
at a time to explore the impact of each parameter on
the model’s results. Parameters included the number of
UroLift implants used and their unit cost, use of additional
implants for obstructive median lobe UroLift procedures,
and the incidence of urinary tract infection following
Rezum treatment. The EAC repeated the same sensitiv-
ity analyses, but applying them to its modified base case
(Table 5). The results are shown in Table 6. A total of
11 parameters were varied. Of these, there were eight
variables that had potential to change the model’s result
from UroLift being cost saving, to UroLift incurring a
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Table 5 Summary of base-case results including External Assessment Centre (EAC) modifications

Scenario Original guidance NICE MTG26 Submitted update (2020) EAC base case (2020)

Per patient cost Incremental cost ~ Per patient cost Incremental cost  Per patient cost Incremen-

vs. UroLift vs. UroLift tal cost vs.
UroLift

UroLift—Outpatient n/a n/a £2240 n/a £2250 —£24
UroLift—day case £2405 n/a £2265 £24 £2275 n/a
UroLift—inpatient £2979 £574 n/a n/a n/a n/a
Rezum n/a n/a £2306 £66 £2297 £96
bTURP £2564 £159 £3297 £1057 £3166 £981
mTURP £2691 £286 £3388 £1148 £3415 £1242
HoLEP £2315 —£90 £3543 £1303 £3428 £1230

bTURP Bipolar Transurethral Resection of Prostate, nTURP Monopolar Transurethral Resection of Prostate

Table 6 One-way sensitivity analysis and threshold analysis results

Variable changed Range Threshold Description
Company EAC

Number of UroLift devices 3-6 3.65 3.61 Rezum becomes cost saving if value exceeds threshold
Price of UroLift devices 350-425  £417.55 £412.65 Rezum becomes cost saving if value exceeds threshold
Additional devices for treating median lobe 0-3 - - UroLift remains cost saving
Probability of hyperplasia being presentin ~ 0.02-0.2  0.178 0.143 Rezum becomes cost saving if value exceeds threshold

the median lobe
Incidence of UTI with Rezum 0.02-0.17 - - UroLift remains cost saving
Theatre time (min) UroLift 10-30 NA 16.70  UroLift remains cost saving if value is smaller than threshold
LOS (days) Rezum 0.1-0.5 NA 0.374 Rezum becomes cost saving if value is smaller than threshold
LOS (days) UroLift 0.1-0.5 NA 0.248 UroLift remains cost saving if value is smaller than threshold
Cost of follow up consultation, UroLift 15.7-110 NA £87.09  UroLift remains cost saving if value is smaller than threshold
LOS bTURP 0.5-2.63 NA - UroL.ift remains cost saving
Theatre time Rezum 0-17.5 NA 15.17  UroLift remains cost saving where value exceeds threshold

LOS length of hospital stay, bTURP Bipolar Transurethral Resection of Prostate

cost relative to comparator interventions. Rezum was the
comparator most likely to emerge as the cheaper therapy
if threshold values were exceeded (Table 6).

Additional scenarios presented by the EAC To explore
areas of uncertainty arising from assumptions in the model,
the EAC modelled additional scenarios as follows.

The updated model assumed that hospital stay following
treatment with Rezum was 0.5 days based on NICE MTG49
[23], where Rezum is a day-case procedure. The EAC added
a scenario where length of stay following UroLift was equal
to that following Rezum, since UroLift may also be per-
formed as day-case surgery (i.e. a change from 0.125 to 0.5
days). The effect was that UroLift was no longer cost saving
relative to Rezum.

To explore the impact of telephone-based follow-up
introduced to the model for patients treated with UroLift,
the EAC applied telephone-based follow-up to all treatment
options in the model. The effect was to reduce the cost for

all comparator interventions, to the extent that UroLift was
no longer cost saving relative to Rezum.

The EAC explored the effect of applying to bTURP a
reduced length of hospital stay of 0.5 days, reflecting day-
case surgery, based on published evidence [27]. The effect
was minimal, with UroLift remaining cost saving relative
to all comparators.

The EAC noted that the updated model had an element
of double counting of operating theatre staff costs: these
were included as a distinct parameter but also formed part
of aggregated procedural costs. The EAC removed the dis-
tinct staff costs for all procedures. The effect was to make
all interventions cheaper, but UroLift remained cost saving
relative to all comparators.

The updated model included a shorter theatre time per
UroL.ift case compared to that used for NICE MTG26 [3]: 14
min versus 30 min, respectively. The EAC added a scenario
using the original value of 30 min per UroLift case. The
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effect was that UroLift was no longer cost saving relative
to Rezum.

The EAC also explored raising the cost of treating urinary
tract infections and applying a rate of 1% of urinary incon-
tinence following treatment with UroLift or with Rezum,
based on NICE MTG49 [23]. In both scenarios UroLift
remained cost saving relative to all comparator treatments.

3 NICE Guidance
3.1 Development of Guidance

The NICE Medical Technologies Advisory Committee
(MTAC) met in February 2021 and considered evidence
from a range of sources, including the company’s submis-
sion, Cedar’s report and testimony from clinical experts. The
committee made provisional recommendations that went to
public consultation. During the consultation, NICE received
111 consultation comments from 14 consultees. The consult-
ees included one company representative, nine healthcare
professionals, three professional organisations and one com-
parator company. The comments related to anaesthetic use,
procedure setting, prostate size, retreatment rates and com-
parison with the Rezum technology. Two comment themes
led to amendments to the guidance recommendations. Con-
sultees suggested that the evidence for using the UroLift
System in men with prostate volume between 80 and 100 mL
is limited. The committee agreed and amended recommen-
dations to include the use of the UroLift System for treating
lower urinary tract symptoms of benign prostatic hyperplasia
in those with a prostate volume between 30 and 80 mL. The
committee also received comments from consultees stating
that the UroLift System is done as an outpatient procedure
in a small number of NHS trusts. The committee updated
the recommendations to additionally acknowledge the use
of the UroLift System in an outpatient setting.

3.2 Recommendations

The recommendations in NICE MTG58 [2] are as follows:

“Evidence supports the case for adopting the UroLift
System for treating lower urinary tract symptoms of benign
prostatic hyperplasia. The UroLift System relieves lower
urinary tract symptoms, avoids risk to sexual function, and
improves quality of life.

The UroLift System is a minimally invasive procedure,
which should be considered as an alternative to transurethral
resection of the prostate (TURP) and Holmium laser enucle-
ation of the prostate (HoLEP). It can be done as a day-case
or outpatient procedure for people aged 50 years and older
with a prostate volume between 30 and 80 mL.
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Cost modelling shows that the UroLift System is likely to
be cost saving compared with standard treatments, because
of reduced length of stay and procedure time. Over 5 years,
if done as a day-case procedure, UroLift is estimated to save,
per person:

e £981 compared with bipolar TURP
e £1242 compared with monopolar TURP
e £1230 compared with HoLEP.

Cost savings are uncertain compared with transurethral
water vapour therapy using Rezum and when UroLift is used
for treating an obstructive median lobe.”

4 Key Challenges and Learning Points

There is a clinical evidence base of moderate to high qual-
ity and up to 5-year follow-up in support of UroLift as a
treatment for people with LUTS, though few of the avail-
able studies were conducted in the UK and therefore direct
applicability to the NHS setting is lacking.

There are published economic evaluations of UroLift
used to treat men with LUTS but these have low applicabil-
ity to the UK NHS and inconsistent findings. Therefore, an
approach using a de novo economic model with a UK NHS
and social care perspective was warranted. The economic
model demonstrated that UroLift resulted in cost savings
compared to HOLEP, bTURP and mTURP under most con-
ditions. However, the economic model demonstrated uncer-
tainty in the cost case for UroLift when compared to Rezum.
The cost saving resulting from the use of UroLift is depend-
ent upon some important assumptions. Two assumptions are
based on unpublished NHS patient tracker data provided by
the manufacturer:

e UroLift theatre time is reduced from 30 min at the time
of developing NICE MTG26 [3] to 14 min

e UroLift procedures today use fewer implants than at
the time of developing NICE MTG26 [3]: 3.5 versus 4
implants per procedure, respectively.

A further two assumptions have no evidence base:

e Rezum has a longer length of hospital than stay (0.5 days,
based on NICE MTG 49 [23]) than UroLift (0.125 days)

e Patients who undergo UroLift procedures are followed
up by telephone call with a nurse, whereas all other pro-
cedures require an outpatient visit with a consultant. In
sensitivity analysis telephone follow-up was modelled for
all comparators. UroLift remained cost saving versus all
comparators with the exception of Rezum.
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5 Conclusions

The available clinical evidence suggests that UroLift
improves LUTS but the magnitude of improvement is not
as big as for TURP for several symptom and urological
outcome measures. When compared to Rezum, however,
UroLift resulted in bigger improvements for symptom
severity and erectile dysfunction measures. The benefit
for men with LUTS gained by UroLift appears to be sus-
tained in the long term. In addition, the number of adverse
events were reduced in UroLift patients when compared to
TURP. UroLift has been shown to be suitable as a day-case
treatment under local anaesthetic, resulting in reductions
in catheterisation rates, catheterisation time and length of
hospital stay.

The economic model estimated that UroLift resulted in
a cost saving compared to mTURP, bTURP and HoLEP.
The model estimated that UroLift resulted in a small cost
saving compared to Rezum under most conditions, pro-
vided that important assumptions hold. Under some condi-
tions the comparator treatment Rezum may be cost saving
compared to UroLift.

Supplementary Information The online version contains supplemen-
tary material available at https://doi.org/10.1007/s40258-022-00735-y.
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