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Prostatic Urethral Lift for Obstructive Median Lobes:

Consistent Results Across Controlled Trial
and Real-World Settings

Gregg Eure, MD,' Daniel Rukstalis, MD? and Claus Roehrborn, MD?

Abstract

Introduction: The evidence for prostatic urethral lift (PUL), in treating lower urinary tract symptoms/benign
prostatic hyperplasia (BPH) in men with obstructive median lobes (OMLs), has grown. In this study, we present
the first detailed comparison of outcomes between OML patients treated with PUL in controlled and real-world
settings to relevant comparators (subjects treated with transurethral resection of the prostate [TURP] and sham in
randomized controlled trials [RCTs]) to demonstrate similar symptom, safety, and patient experience outcomes.
Materials and Methods: Symptom and safety outcomes and patient satisfaction were compared through
12 months among controlled PUL studies: BPH6 RCT (35 men randomized to TURP); L.LLE.T. pivotal RCT in
subjects with lateral lobe obstruction (66 subjects randomized to sham) and MedLift, an U.S. Food and Drug
Administration-approved Investigational Device Exemption (IDE) extension of the L.I.F.T. trial (45 men with
OML). Symptom improvement, catheterization, and adverse event rates were compared between MedLift
subjects and OML patients (n=187) from the large real-world retrospective (RWR) study of PUL filtered on
baseline characteristics to approximate the MedLift population.

Results: Posttreatment, International Prostate Symptoms Score (IPSS) improvement for MedLift subjects was
170% greater compared with sham at 3 months with significantly better quality of life (QoL), Qmax, and benign
prostatic hyperplasia impact index (BPHII). Compared with TURP, MedLift IPSS and QoL improved significantly
better at 1 and 3 months and with superior ejaculatory function scores at all time points after PUL. IPSS, QoL,
postvoid residual (PVR), and Qmax outcomes were equivalent between MedLift and RWR OML groups at 3, 6, and
12 months. RWR OML patients did not experience higher rates of overall adverse events compared with MedLift.
Conclusion: Controlled and real-world outcomes confirm PUL is a safe and effective treatment for BPH
patients with and without OML.
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Introduction

SINCE ITS APPROVAL by the U.S. Food and Drug Admin-
istration (FDA) in 2013, prostatic urethral lift (PUL) for
the treatment of bothersome lower urinary tract symptoms
attributed to benign prostatic hyperplasia (BPH) has experi-
enced a growth in adoption." Today hundreds of thousands
of men have been treated with PUL and it is considered a
standard of care in the United States and abroad, with gland
morphology and size assessment an important component of
the initial evaluation.> ® The procedure relieves urinary flow
obstruction and provides patients with rapid, durable relief.”®
The rise of PUL has once again positioned minimally inva-
sive surgical therapy (MIST) as an attractive option for
patients unsuccessfully treated by medical therapy or with
poor compliance, yet hesitant to undergo traditional surgery,
a sentiment acknowledged by the European Association of
Urology (EAU) and the American Urological Association
(AUA).%?

The FDA indicates PUL for the treatment of BPH, includ-
ing lateral and median lobe hyperplasia, in men with prostates
no greater than 100 cc. This indication is based on review of
randomized controlled trial (RCT), controlled clinical trial
(CCT), and single-arm trial studies. Society guidelines,
however, often provide recommendations that are narrowed,
due to their more limited evaluation of published evidence.
For instance, the AUA BPH guidelines state that only RCT
and CCT studies are considered when crafting evidence-
based updates, and thus limit PUL recommendation to only
lateral lobe (LL) disease with a maximum prostate volume of
80 cc. The EAU BPH guidelines give a strong recommen-
dation for PUL but limit the maximum volume to 70 cc and
also exclude middle lobe.

Because the regulatory/legal indication for PUL is broader
than the current academic guidelines, there has been exten-
sive use of PUL to treat men with prostates outside of the
guideline volume limit and with obstructive median lobe
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(OML). The MedLift study, an FDA-approved IDE extension
of the L.ILF.T. pivotal trial, was the first study to compare
PUL outcomes for OML to those for LL and concluded that
PUL OML treatment was not inferior to LL treatment.'®
MedLift enrolled subjects with the same criteria as the
L.ILE.T. trial (which randomized LL patients to either PUL
or sham treatment), however patients presented with an
ultrasound-defined OML. Utilizing the sham subjects from
L.LE.T. as controls for PUL OML treatment thus positions
MedLift as a CCT. Within this study, we compare outcomes
of OML patients treated with PUL in controlled and real-
world settings to relevant comparator groups (i.e., subjects
treated with transurethral resection of the prostate [TURP]
and sham in RCT) to demonstrate similar symptom, safety,
and patient experience outcomes.

Materials and Methods
Study protocol

Details of the four PUL studies used in this analysis have
been published and are summarized in Table 1. The study
protocols were in accordance with all applicable U.S. Federal
and state laws and regulations, including 45 CFR 46 and the
HIPAA Privacy Rule.

Study procedures

During the PUL procedure, small, transprostatic implants
(UroLift System; NeoTract, Inc./Teleflex, Pleasanton, CA)
are deployed under cystoscopic guidance, mechanically
retracting obstructive prostatic lobes, and creating an ante-
rior channel through the prostatic fossa (Fig. 1). In patients
with OMLs, the base of the tissue protruding intravesicularly
is retracted distally into the prostatic fossa and secured to
either side of the urethra using the implant, thereby extending
the channel to the bladder neck through displacement of the
middle lobe as described in the MedLift CCT.

TABLE 1. DESIGN DETAILS OF PROSTATIC URETHRAL LIFT CLINICAL STUDIES AND SUBJECTS
USED FOR THE COMPARATIVE ANALYSIS

Clinical study Type of study

Subjects used in comparative analysis

Outcomes measures

<15mL/s, prostate volume <60 cm’
45 men who met the inclusion criteria
of the L.LLF.T. study and had an

66 men randomized to sham control

IPSS, PVR, Qmax, QoL, MSHQ
Bother, MSHQ EJD, BPHII,
SHIM

IPSS, PVR, Qmax, QoL, MSHQ
Bother, MSHQ EJD, BPHII,
SHIM

IPSS, PVR, Qmax, QoL, MSHQ
Bother, MSHQ EJD, BPHII,
SHIM

LIFET. RCT
PUL+Sham (rigid cystoscopy)
control =50 years old, IPSS =13, Qmax
<12 mL/s, prostate volume
30-80cm’
BPH6 RCT 35 men randomized to TURP
PUL+TURP =50 years old, IPSS =13, Qmax
MedLift CCT
Single arm; PUL in
subjects w/OML OML
RWR Large, retrospective 2078 patients not in retention at

database; consecutive
PUL patients after
market clearance

IPSS, PVR, Qmax, QoL

baseline, >8 baseline IPSS and w/o
prior BPH treatment
Filtered to match MedLift and

stratified by obstructive morphology
(OML, n=180; LL, n=1271)

BPH =benign prostatic hyperplasia; BPHII =benign prostatic hyperplasia impact index; CCT =Controlled Clinical Trial; EJD =ejaculatory
dysfunction; IPSS = International Prostate Symptoms Score; LL =lateral lobe; MSHQ=Male Sexual Health Questionnaire; OML = obstructive
median lobe; PUL = prostatic urethral lift; PVR = postvoid residual; QoL = quality of life; RCT =randomized controlled trial; RWR =real-world
retrospective; SHIM = Sexual Health Inventory for Men; TURP = transurethral resection of the prostate.
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FIG. 1. Cystoscopic evaluation of median lobe obstruction
(A) before and (B) after treatment with the PUL procedure
utilizing the UroLift System. PUL = prostatic urethral lift.

In the pivotal L.I.LF.T. study, a sham control procedure was
conducted to mimic the PUL experience as closely as pos-
sible: a surgical drape was used as a visual partition and a
rigid cystoscopy performed, with the surgeon calling for
devices that were opened but not deployed. A disposable
biopsy device was deployed to simulate device sounds. TURP
control procedures in the BPH6 RCT were conducted by
experienced urologists in accordance with their standard
operating procedure.

For the Real-World Retrospective (RWR) Study of PUL,
retrospective chart review of PUL procedures was conducted
across 22 sites in the United States, Australia, and the United
Kingdom between July 2017 and March 2020. Consecutive
PUL cases following market clearance were included in the
database totaling a number of 3226 patients. The presence of
an obstructing median lobe was based on physician cysto-
scopic assessment during the procedure.

Comparative study assessments

MedLift CCT PUL outcomes vs RCT controls. The fol-
lowing MedLift CCT (n=45) outcomes were compared with

those of RCT control procedures (sham: n=66; TURP:
n=35) at 1, 3, 6, 12, and 24 months: International Prostate
Symptoms Score (IPSS), quality of life (QoL), Qmax, post-
void residual (PVR), patient satisfaction (rating post-
procedural condition as very much better, much better, a little
better, no change, a little worse, much worse, or very much
worse), catheterization, surgical retreatment, adverse events
(including serious adverse events), and sexual function
(Benign Prostatic Hyperplasia Impact Index, Sexual Health
Inventory for Men, Men’s Sexual Health Questionnaire
Ejaculatory Dysfunction/Bother). Mean change and percent
change from baseline were compared using #-tests and 95%
confidence intervals (CI); unpaired r-tests were used to
compare absolute symptom scores and Fisher’s exact test
was performed to assess adverse event and catheterization
rates. It should be noted that the sham and TURP arm pati-
ents did not have median lobes, however. Standard deviations
between MedLift and BPH6 were reviewed and determined
to provide statistical weight in pairwise comparison to per-
mit appropriate statistical comparisons.

MedLift CCT outcomes vs RWR study. MedLift results
were compared with those of two subgroups in the RWR
study: RWR OML and RWR LL patients. After filtering for
baseline IPSS, Qmax, PVR, prostate volume, and no previous
BPH procedures to mirror MedLift and L.I.LF.T. enrollment
criteria, 180 of 244 OML and 1279 of 1834 LL total RWR
subjects were used in the comparative assessments, respec-
tively. Effectiveness was evaluated by comparing IPSS,
QoL, Qmax, and PVR at baseline and at 1-, 3-, 6-, 12-, and
24-month post-PUL. Mean change and percentage change
from baseline were compared using paired #-tests and 95%
CIs. Absolute symptom scores were compared between
groups using unpaired #-test; adverse event and catheteriza-
tion rates were analyzed using chi-squared and Fisher’s exact
test when appropriate. Analyzed cohorts were statistically
powered to allow for comparative analysis.

TABLE 2. BASELINE DEMOGRAPHICS OF PATIENTS USED FOR THE COMPARATIVE ANALYSIS

Sham control

TURP control

MedlLift CCT (L.LF.T. RCT) (BPH6 RCT) RWR OML RWR LL
Mean (SD) [range] (n=45) (n=66) (n=35) (n=180) (n=1279)
Age (years) 63.93 (6.96) 64.55 (8.04) 65.4 (6.35) 69.4 (8.6) 68.8 (9.2)
[51.0-80.0] [50.0-84.0] [51.0-78.0] [46-94] [30-96]
Body mass index 28.8 (3.56) 28.25 (6.27) — 28.8 (5.5) 29.0 (5.6)
[22.3-38.0] [19.5-55.7] [18-46] [15-75]
Prostate-specific antigen (ng/mL) 2.48 (1.86) 2.08 (1.63) 2.59 (2.11) 2.4 (2.3) 2.5(3.3)
[0.4-9.9] [0.3-7.1] [0.3-8.6] [0-19] [0-59]
Prostate volume (cm?®) 44.22 (11.18) 40.93 (10.8) 40.66 (13.4) 52.9 (21.1) 43.5 (15.7)
[30.4-68.4] [30.0-75.5] [17.0-68.4] [19-166] [12-80]
IPSS 24.16 (4.95) 24.41 (5.75) 22.51 (5.87) 20.5 (6) 21.3 (5.2)
[13.0-35.0] [13.0-33.0] [13.0-34.0] [8-35] [13-35]
BPHII 7.69 (2.79) 7.02 (3.03) 7.21 (3.03) — —
[2.0-12.0] [0.0-13.0] [1.0-12.0]
QoL 4.89 (0.8) 4.67 (1.1) 4.71 (1.23) 4.0 (1.3) 4.1 (1.2)
[3.0-6.0] [2.0-6.0] [2.0-6.0] [0-6] [0-6]
PVR (mL) 107.3 (79.94) 87.73 (72.36) 101.7 (86.87) 104.1 (117.6) 71.2 (62.2)
[0.0-291] [0.0-244] [0.0-328] [0-599] [0-250]
Qmax (mL/s) 7.16 (2.85) 7.88 (2.39) 9.53 (3.21) 9.6 (4.3) 8.4 (2.4)
[1.0-12.0] [2.0-12.0] [3.0-15.0] [1-25] [1-12]
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FIG. 2.
studies for PUL. IPSS=International Prostate Symptom
QoL =quality of life.

Results
PUL for OML in controlled trials

Baseline demographics were similar in all compared
groups (Table 2). Statistical difference was only seen for
baseline Qmax in TURP control and MedLift subjects
(Table 2). At 3 months, MedLift subjects experienced 170%
greater IPSS improvement than sham control subjects and
significantly better QoL, Qmax, and benign prostatic hyper-
plasia impact index (BPHII) outcomes (Table 3 and Fig. 2A,B).
MedLift IPSS and QoL were significantly improved com-
pared with TURP controls at 1 and 3 months post-
procedure and were equivalent at 6 and 12 months. There
were no differences in percent change in Qmax and BPHII
and change in PVR and Sexual Health Inventory for Men
(SHIM) scores between MedLift and TURP at 12 months
posttreatment (Tables 3 and 5). MedLift ejaculatory function
scores were significantly better than TURP at all time points
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MedLift vs. TURP
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FIG. 3. Ejaculatory function (A) and Bother (B) scores fo
studies of PUL.

MedLift (n=45)
Sham (n=66)
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Kk

** p<0.01
* p<0.05
MedlLift vs. TURP
1

3 12

Months

(A) IPSS and (B) QoL response following treatment with PUL, sham, and TURP across controlled and real-world

s Score; TURP=transurethral resection of the prostate;

after PUL (Table 5 and Fig. 3A,B). A significantly higher
percentage of MedLift patients described their postprocedural
condition as ‘better than baseline’ vs TURP after 1 and 3
months, which was then similar at 6 and 12 months post-
procedure (Fig. 4).

Expectedly, MedLift patients experienced more adverse
events (30.3% vs 88.9%, p<0.01) and higher rates of post-
procedural catheterization (for subjects who failed voiding
trials: 15.6% vs 3.0%, p < 0.01) compared with sham subjects.
As previously published, perioperative adverse events were
typically mild to moderate and transient and mean catheter
duration was 1.2 days averaged over the total cohort.'®
Compared with patients who underwent TURP, MedLift
subjects experienced no high-severity adverse events (AEs)
(0.0% vs 14.3%, p<0.01), whereas five TURP patients re-
ported serious AEs (blood clot in urine, urge incontinence,
urethral stricture, bladder tamponade, and weak urinary
stream); MedLift patients also experienced shorter catheter

2.5

MedLift (n=45)
1.5 Sham (n=66)

TURP (n=35)

0.5
*ok

** p<0.01
MedLift vs. TURP

ok
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0 1 3 12

6 Months

llowing treatment with PUL, sham, and TURP in controlled
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FIG. 4. Postprocedural satisfaction scores following treatment with PUL or TURP in controlled studies of PUL.

durations in comparison to TURP (1.24 days vs 2.2 days,
p=0.01). Retreatment rates were similar between MedLift
and TURP patients (2.2% vs 5.7%, p=0.4155).

PUL for OML in large-scale retrospective study
confirms control trials

PUL outcomes for treating OML were equivalent to those
for treating LL in the RWR study. At baseline, RWR OML
and LL groups were equivalent in terms of IPSS, QoL, Qmax,
and age. Postprocedure IPSS, QoL, Qmax, and PVR were
similar at 1, 6, and 12 months (Table 4). Overall AEs and
nonstandard of care catheterization rates were also similar
between RWR OML and LL groups.

Compared with the filtered RWR OML subjects, MedLift
patients were younger and more symptomatic at baseline
while baseline body mass index and prostate specific antigen
(PSA) were equivalent (Table 2). Although the filtered RWR
OML group retained significant baseline differences in
comparison to MedLift, the cohorts were as closely matched
as possible to include patients at 6- and 12-month time points
from which to make meaningful comparisons.

Post-PUL, percent change IPSS, QoL, PVR, and Qmax
were equivalent between MedLift and the filtered RWR
OML group at 3, 6, and 12 months (Table 3 and Fig. 2A,B).
Collectively, MedLift, RWR OML, and RWR LL subjects
had similar catheter-free rates (20% vs 33.9% and 62.1%,
p=0.07) and RWR cohorts did not experience higher rates
of overall AEs (66.7% vs 29.4% and 31.3%).

Discussion

Median lobe obstruction has been estimated to occur in
up to 20% of men diagnosed with BPH, although in the
LIF.T. RCT only 5.3% subjects were excluded due to
median lobe obstruction.'®™'® Although this type of obstruc-
tion may not affect most BPH patients, population-based
studies have shown that an OML can pose an increased risk
for progression of clinical BPH and bladder outlet obstruc-
tion, prompting the inclusion of diagnostic morphology
assessments in AUA guidelines.®'*'> In general, watchful
waiting and most BPH medical therapies are less effective
at treating patients with OML, often necessitating surgical

intervention.!”2° As such, the access to minimally invasive
surgical options for this patient population is particularly
pertinent.

The utility of PUL in treating OML was first demonstrated
in the MedLift CCT, where median lobe patients were
enrolled using the L.ILF.T. trial criteria to approximate LL
patients in the L.LLF.T. RCT. In the MedLift CCT, no sig-
nificant difference was seen at 1 year between OML and LL
outcomes. Notably, PUL efficacy in patients with OML was
independent of intravesical prostatic protrusion (IPP) sever-
ity at baseline (p=0.7).">'® This independence is likely due
to median lobe displacement during PUL, changing the angle
of bladder neck obstruction and preventing the median
lobe from acting as a “‘ball valve” into the prostatic fossa.
Durability is likely associated with displacement and the
resulting ischemia, atrophy, and scarring that occurs post-
implantation.’*!

In the current analysis, we find that PUL for OML indeed
outperforms matched sham controls without OML in terms
of symptom relief, QoL, and flow rate, while showing no
relative negative change in sexual function. As one would
expect, there was a higher postoperative catheterization rate
for OML PUL, but as with LL patients the typical catheter
duration was ~ 1 day. At the 3-month comparator endpoint
PUL for OML was more effective than sham and somewhat
more effective in symptom relief and flow improvement than
with LL. This is likely due to the dramatic effect displace-
ment, regardless of IPP, can have on outcomes. Although
the MedLift and BPH6 studies utilized different criteria
scales to assess adverse events (CTCAE and Clavien—Dindo,
respectively) a strength of PUL was that no patient experi-
enced a high-severity AE compared with TURP (i.e., CTCAE
grade 3 vs Clavien—Dindo 3b). Furthermore, as expected, the
adverse event rate in MedLift was higher than sham, lower
than TURP, and commensurate with other MISTs.?? 24

Comparing PUL for OML with TURP provides interesting
insights. TURP, being a full cavitation of the prostatic fossa,
generates higher flow rates, but it is interesting that the high
flow did not translate into greater QoL. The trajectory of
symptom improvement and patient satisfaction over the first
year is particularly meaningful. PUL for OML patients
improve and indeed are largely satisfied by 1 month, while
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TABLE 5. SEXUAL FUNCTION AND SATISFACTION OUTCOMES OVER 12 MONTHS FOLLOWING TREATMENT WITH PROSTATIC URETHRAL LIFT

12 Months

6 Months

3 Months

1 Month

Baseline

LIF.T.— BPH-

LIF.T—

LIF.T.— BPH-

LILF.T—-

LIF.T—~ BPH-

BPH- LILF.T—

LIFT—- LILFT-

BPH-

LIFT—- LIF.T-

sham TURP

LL

TURP  MedLift

LL sham

TURP  MedLift

LL sham

TURP  MedLift

sham TURP  MedLift LL sham

LL

MedLift

87 27

107 53 35 35 88 49 20 36 91 49 27 38 94 12 30

39

SHIM N

(paired)
Baseline

18.59+
5.38
17.70£

20.14 %
4.74
21.00t

7.14

1599+
16.69+

17.24+
7.78
18.42+

1837+
5.35
17.60+

19.25+
6.76
19.67+

1627+
7.01
1733+

17.63 £
7.36
17.26+

5.01

19.19+
18.22+

15.98+
7.27
17.24 £

7.02

16.16+
17.44+

17.47+
7.49
18.72+

17.55+
6.17
17.20+

16.29+
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16.61+

7.112

16.28
17.25+

17.29+
7.59
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17.94+
547

1572+
7.46

13+
8.4

17.23%
7.68

(SD)

6.26
-0.89%
427
0.06
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1.57

0.84

7.76
0.7+
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0.6

8.30
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427

6.47
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042+
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0.00
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0.00

Change
(SD)
Change vs

0.1

1

MedLift
p-value
MSHQ EJD
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36
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35
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39

N (paired)
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11.33+
2.04
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3.26
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3.13
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8
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Change vs

0.4

0.23 <0.01

1.0

0.82 <0.01

0.4

0.9

MedLift
p-value
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TURP patients only catch up to the PUL patients by 6 to
12 months, showing no difference thereafter. Erectile func-
tion was maintained in both groups. While not surprising for
PUL, the lack of degradation that was seen following TURP
was perhaps due to rigorous baseline sexual function
screening, TURP technique, or insufficient sample size to
detect a low-level occurrence. Ejaculatory function is main-
tained for PUL patients, which is a marked difference to
TURP. While TURP efficacy remains a gold standard for
BPH, the considerably more rapid improvement, easier post-
operative recovery, and preservation of ejaculatory function
are likely important factors in OML men choosing PUL as a
therapeutic choice.

The RWR study of PUL outcomes is the largest, most
comprehensive investigation of a MIST for BPH. This
comparative analysis expands on previously published clin-
ical trial results demonstrating PUL’s safety and efficacy in
BPH subjects with OMLs. In this study, OML patients con-
stituted 11.7% (244/2078). Patients treated with PUL outside
of controlled trials appear to be modestly less symptomatic
than in the typical controlled trial, which sets a minimum
baseline IPSS at 13.7%%% Although published analyses of
the RWR database have found the patients to be less symp-
tomatic at baseline,25 when the database was filtered using
MedLift enrollment criteria, a MedLift-like cohort emerged
with mostly consistent baseline variables on which to build
comparisons, strengthening the analytical approach. Despite
the IPP measurement not widely available for extraction as
part of the retrospective real-world database, it is encourag-
ing that symptom improvement in the real-world largely
reflected results from the controlled MedLift study. One can
deduce that with over 200 real-world OML patients in the
database, IPP and OML anatomical variability existed,
however additional investigation in this arena will further aid
patient selection.

Outcomes for PUL treating OML were largely equivalent
in CCT and real-world studies, with similar percent impro-
vement in IPSS, QoL, and Qmax scores through 12 months.
Catheterization rates and duration were also comparable.
Mild-to-moderate adverse events are more prevalent in the
CCT, which could be a result of closer scrutiny of a con-
trolled study follow-up or a reflection of refined technique
with more experience. While large-scale real-world clinical
data are not considered by many academic guidelines, it
nonetheless presents an important test as to whether a
treatment performs in the real world as well as it per-
formed in highly controlled clinical studies. The data from
over 3000 patients across myriad sites indeed indicate that
PUL is as effective in treating OML and LL disease in
the ambulatory setting as it was shown to be in controlled
studies.

Although this study draws conclusions from patient pop-
ulations across nonconcomitant studies, the trials pooled for
this comparative analysis encompass PUL treatment span-
ning 2011 through 2019. A critical foundation of this analysis
was that baseline demographics were similar for RCT and
CCT groups, except for baseline Qmax, which was higher for
TURP controls vs MedLift subjects. To date, PUL is the most
well-studied MIST for BPH. The ability to evaluate results
across multiple clinical controlled studies (including two
RCTs) and compare results to a large real-world study is a
key strength of the technology.
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Conclusion

In this first detailed analysis of patients with OML treated
with PUL in CCT and real-world settings compared with
subjects treated with TURP or sham in RCTs not selecting
for men with OML, we show that PUL is superior to TURP
within the first 3 months following treatment, with better
symptom improvement and patient experience and no serious
adverse events. Outcomes from the large RWR study of PUL
further support the effectiveness of the procedure, demon-
strating similar symptom improvement and catheter-free
rates with no elevation in overall adverse event rates in the
real-world setting.

The clinical value of this study is achieved through total
access to a large database of outcomes from industry-
sponsored studies. By comparing results from randomized,
clinical controlled, and large real-world studies, we were able
to achieve a robust view of the safety and effectiveness of
PUL in treating OML and LL obstruction. While academic
guidelines often limit their analyses to early randomized
studies for regulatory approval, we believe there is important
information to be gleaned from comparing these results to
present-day results in our clinics. This analysis supports the
use of the PUL for treatment of BPH in prostates with or
without OMLs.
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Abbreviations Used
AEs = adverse events
AUA = American Urological Association
BPH =benign prostatic hyperplasia
BPHII =benign prostatic hyperplasia impact index
CCT = controlled clinical trial
CI =confidence intervals
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EJD = Ejaculatory Dysfunction
FDA =U.S. Food and Drug Administration
IPP = intravesical prostatic protrusion
IPSS = international Prostate Symptoms Score
L.ILF.T. = Luminal Improvement Following Prostatic
Tissue Approximation for the Treatment
of Lower Urinary Tract Symptoms
LL = lateral lobe
MIST = minimally invasive surgical therapy
MSHQ = Male Sexual Health Questionnaire
OML = obstructive median lobe
PUL = prostatic urethral lift
PVR = postvoid residual
Qmax = peak flow rate
QoL = quality of life
RCT =randomized controlled trial
RWR =real-world retrospective
SHIM = Sexual Health Inventory for Men
TURP = transurethral resection of the prostate




