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StH(Ref ID) 1(1878)
1 X XHESTAT) Ory(2021)
o iyl FHLICH
o 4710 TriNetX
HTEH o O/ YN ISE AL
o 7|3 b4J49| O|= HAEE| 7|2H54 healthcare organizations in the USA)
o CTILHAIRF BEI7|ZE 2012E~20204
o HAHNELE)
- TN H|UE SHAE off Q= SH0| U= oAt
o ME|E
- 40M| O]
- International Classification of Diseases, 10th Edition, Clinical Modification (ICD-10-CM)
diagnosis codes for BPO (N40.0, N40.1, N40.2, N40.3, N32, N13) or LUTS (R30, R32,
Ao R33)2| 1t OAF X{El 0|20 Q1= SR}
o B £ 26,3419
o ENz ¥ Hlw oA 3 Hr A
Table 1 Bascline charactenstics by surgical cohort
Vartuble TURP VP WY PUL TUIP LEP
Number of Patieats 12,204 5290 397 1308 346 1840
Ape (years) 69.7+93 2493 [N 59.7+93 6i3+128 694+58
N o Z=XH: Prostatic urethral lift(PUL)
Hl ST e  ZTH: - Transurethral resection of the prostate (TURP)
(Hl2Sx4Ho]
olom A2k - Laser enucleation of the prostate (LEP)**
EEpY o DL et
gﬂl‘ﬁ-ﬁ\- TEUO= | 6H ~24’H
ZAupEAHHH » TP Surgical Retreatment (6 month-2 years)

o EE(complication): £& £ 1 O|Lff EHHZ WM HIZ

Variable TURP PUL LEP

acute kidney injury (AKI) 1.2% 1.1% 0.5%




HH(Ref ID) 1(1878)

15 XS TAT) Ory(2021)
urinary tract infection (UTI) 2.9% 1.4% 1.7%
Blood Transfusion 0.1% 0.6%* 0.0%
Hospital Readmission 4.5% 6.5% 2.8%
(BY3C= H1E)
Urinary retention 4.6% 2.4% 4.1%

*number of outcomes was {10 and was subsequently rounded up to 10 to protect patient

privacy, indicating that the true complication rate is likely to belower.

RS
- 215X QP (WAEE)_67HY-24712

Variable TURP PUL LEP
Medication use 61% 63% 38%

- 2% 1x|12(0dds of Surgical Re-Treatment compared to LEP(95% CI))67H&~2471 &

Treatment | Unbalanced Cohorts OR (95% Cl), p | Balanced Cohorts OR (35% Cl), p
PUL 4.37 (2.84-6.71) p<.0001 4.56 (2.75-7.37) p<.0001

- 95t Mx|2(0dds of medical retreatment compared to LEP(95% C1)67 D ~2471 <
Treatment | Unbalanced Cohorts OR (95% Cl), p | Balanced Cohorts OR (95% Cl), p
PUL 1.89 (1.63-2.20) p € .0001 1.95 (1.64-2.30) p €.0001

95t X|2: Alpha—1 Blockers, 5-alpha-reductase inhibitors, Antispasmodics

- M| 42 Y] W28 6712 ~2471 L
Variable TURP PUL LEP
Medication use 2% 6% 21%

UMTIZM HOl(benign prostatic obstruction)SHXIOIA SIEQEZAS Q5 Q8N XS ZHE 4
Q¥ 4% SINTURP, Laser vaporization of prostate (PVP), transurethral incision of the
prostate (TUIP), PUL, water-vapor thermal therapy (WV), or Laser enucleation of the prostate
(LEP))E H|W5H7| Yot ¢+

ZEMOo= | EP7t 1Y OISt X|g SH0| 52 A= LiEH

Y
rhu

Research was supported by Acerus Pharmaceuticals in the form of an educational grant used
to access the TriNetX database.

Acerus Pharmaceuticals was not involved in the planning, design, writing or any other aspect
of this project.

funding
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* N 1”&} 71%&
*x. LEP: The code for LEP did not specify laser type, and included any laser type used for
enucleation (Holmium, Thulium etc.)

HISEAH F7120 TriNetX
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To ensure reliability of prescription data, men were
included only if they had more than 1 instance of a

Chade M H S 0= 0 =24 prescription documented.
- HO{EE MEH(EE/UHM7|E, MFEYH)0| o 25
Ol S8t
- Propensity-score  matching is a statistical
technique that utilizes logistic regression to
build equivalent cohorts matched by potentially
WEHHS m s 0 =2 022 confounding variables to determine
independence of an association.
- WEHSE SQIoIY D, O[0] CHolf 2X|AE 3RS
Argot0] 23t
5:% é){oﬁ = L:_':::% | %i“é - %;ié‘;gl%ﬂl’ taﬂ % 7—'1%}&1 éga_?_l% %SH 7241_”’%
_ — 721_!|. ]117|.X|. _"—_7|.E_IQ O‘IX'D[— _"—_7|.E_I O;II:Ijl. 711'. =X
m o| =712l Lto Lo = SIA =4 S /e N /e T = =
it WS D=8 0==a of Ysie DXIA| Bfe o2 T
- LU0 et Z2UE QRIIEQ the TriNetX
Z ot mES 0O0=S 028 Analytics Network(a global federated database)2|
AEHON SISHRZ
..... SN Auklz HEES 0 s 0 =54 - SN JSE A2 AEX|J} Qg
MEN AN E HEE 0280 =84 - D2ESR XD OdE= FRENE 2F ZaE
¢itH(Ref ID) 2(1726)

1MXEHAE)  Gaffney(2017)

. CiRaE 012
« 278 PHD

A1Ed o AU SYH FSE A
o AT|EE 0|29 2= HANA 2 20% EET7IQALS] the Premier Healthcare Database (PHD)
o ATOHMAL BET|ZE 20004 1€ ~ 20184 12
o HEHMIUE)
- NP HIUS A F ot Q2 SH0| U= AL
o MEHTIE
- 18M| O|&2| X}
- International Classification of Diseases, ninth Edition, Clinical Modification (ICD-9-CM) or
ICD-10-CM diagnosis codes for BPE (600. x, 599.6, N40.0, N40.1, N40.2, N40.3, N32, N13)
P or LUTS (788. x, R30, R32, R33) as well as Current Procedural TerminologyO (CPT) or

Healthcare Common Procedure Coding System codes for surgical therapy for BPE
- PUL (Urolift)(CPT code 52441)
- ({= for first implant), 52442 (each additional implant)
- TURP(CPT code 52601)
- Transurethral electrosurgical resection of prostate, including control of postoperative bleeding,
complete (vasectomy, meatotomy, cystourethroscopy, urethral calibration and/or dilation, and

internal urethrotomy are included)




¢itH(Ref ID) 2(1726)
1MXHEHAT)  Gaffney(2017)
o EXjg 151751509
Table 1. Characteristics of study population according to
procedure type
TURP AP p Value*
Total Mo 84441
Median age |I0R} 1 [B5=T17) 71 (6d—78) 69 {6376 < 0.001
N o ZXHE: Prostatic urethral lift(PUL)(6 ,172%)
Hlw ST
(H| 2 =xH=H0| o S H(CHAXL 2): TURP (84,441F) , HOLEP(5.8063)
glom Mzf)
FHPL -
%ﬂ}ﬁz © FHBATRE30Y, 0¥
o it
- NEY
EERELE - 7zt
- MU=
- Mx=zE
o EHBEOY AHE
n(%)
TURP PUL HOLEP
Unlabeled 619(34.1) 40(56.3) 32(27.6)
Medical 278(15.3) NR NR
Obstruction/BPE 187(10.3) NR 14(2.1)
Infection 352(19.4) NR 20(17.2)
Hematuria 328(18) NR 18(15.5)
AvZn-okddy Other 54(3) NR 21(18.1)
A 1818 71 116
A2t 3(2-5)* 3(2-5)* 3.5 (2-8)*

NR: not-reportable due to small size, *median (interquartile range)

« MNEE

No PUL mortalities were recorded; 0.02% and 0.01% of men undergoing TURP and died during
admission, respectively (p <0.001).

-> TURP: 0.01% (p €0.001)

A
o il

- M8
HE TURP(%) PUL(%) HOLEP(%)
2014 50.2 0.4 3.2
2018 52.0 10.8 3.6
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1MXHEHAT)  Gaffney(2017)
- MeEE ¥ MR=2
Ha TURP(%) PUL(%) HOLEP(%)
2.2 1.2 2.0
30¢ (Referent) (OR0.59 ()
(odds) [Cl 0.46-0.74],
o 0.001
xRS 2 Q00D
5.7 (0.56,
o0y -
(Referent) [Cl 0.48-0.65],
p €0.001)
30y
3.5 3.8 4.0
(odds)
oo 904 -
Hirizs - - (OR1.72,
(24 O|u, -
(Referent) [CI1.3-2.2],
odds)
p 0.0001)
20183 BPE/LUTSO| CHal 10745 171 O|A2 MEM Q% 2|FEE AlSlE
Az HEPM Q 2|ZES AYSH HEE 309 ¥ 90Y O|LHo| Mok 7t MX|2 ALEX MEM s
(TURP) &2 PVP(prostate photovaporization)2t H|w5t0] 20| LHOY| RIS 7Hs40| O = LIEHE.
fundin Supported by the Frederick J. and Theresa Dow Foundation of the New York Community Trust and
9 a Damon Runyon Cancer Research Foundation Physician Scientist Training Award.
H|Z

* Al IRAE 7%

HSEHAH H7t&at PHD

Ay HEHAH Z

[H)(x)l—l_ HIX 754 O Lir% 0 L]—.I:% 23514 %I%Oggﬁi%écﬁgll' H|J-_|'—EO| X—166]—" )é“:gq 6650'" I:H
Men older than 18 who had International Classification
of Diseases, ninth Edition, Clinical Modification
(ICD-9-CM) or ICD-10-CM diagnosis codes for BPE
(600. x, 599.6, N40.0, N40.1, N40.2, N40.3, N32,

= N13) or LUTS (788. x, R30, R32, R33) as well as

Hide 43 W XS0 =%S =5d Current Procedural TerminologyO (CPT) or Healthcare
Common Procedure Coding System codes for surgical
therapy for BPE were included
- FOEY MEHIZE/HiATIE, MEYH)0| T 2

FOIM SYE
et O 0= 1 =4 w0 Cfst 58S
Lz =y B S (] =2 ] 23 - YMHIEY @XH| 5§ AN SHHRAE Sdlf 2UE

HIAE
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¢itH(Ref 1D)

3(1930)/ 3-1(2195), (2229)

1MXEHSIE)  McVary(2014), Roehrborn(2013)

o QRS0

o AFH: LILF.T. Study
AJEM o QGIAA BRI AT e

o OITY|EE 0122, FHUCE S220] 197 MIE]

o O BET|ZE

o HeHHMRLUE)

- TRYM HIHS BXIE ot Q2 SH0| Yl SRt
i 1u X o METIE
- BOA| 04, IPSS 138 014, Z/tH 24(Qmax) 12mL/s

o 3IX}: 2069
N s ZEX{FE: Prostatic urethral lift(PUL), 140K
Hl A STHE o STHY(CHARE 2): sham(662)
(HlZSxqEol o . ]
glom Azl o AR THSSHE HIE WHOR 25
FYpE o ZXIAT|ZE 23 1KY UMY 67HY. 1270, 24701Y. 3670, 4870, 607
A T

o ZdupHa

- SIHQ2EAKIPSS)

- Afol XE(IPSS QoL, BPHII)
ZapEAuH - AHQ4(Qmax)

_:|:

o(IIEF MSHQ-ED

. S

© FIESMRTE HA_ YRR
o HI=MAT| SH: SB(EA Y 1Y, 22 B4 18,

* Adverse event
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1MXESHAET)  McVary(2014), Roehrborn(2013)

TABLE 1. Adverse events over 5 year course of study

Time period [months] 0-3 4-12 13-24
Total available subjects 140 139 130
Total subject-months (SM) 413.6 1210.3 1463.8
Related adverse events [total events] 162 15 6
Related adverse events [subjects] 100 12 6
% SM with adverse event per total SM:

Abdominal pain p.3"/u

Bladder spasm 0.3% 0.09%

Chills (rigors)

Diarrhea 0.2%

Dizziness 0.2%

Fever (pyrexia) 0.06%

Vomiting 0.02%

Hypotension 0.04%

Orchitis / epididymo-orchitis 0.3%

Painful erection 0.2%

Urinary retention 0.4%

Urethral stenosis (stricture) <0.01% < 0.01%

Prostatitis 0.4% <0.01% 0.06%

Urinary tract infection 0.1% 0.03% 0.03%

Pelvic pain 6% %

Hematuria 4% 0.2% 0.3%

Dysuria 9% 1% 1%

Urinary urge incontinence 3% 3% Yo

Other 4% 3% 5%

25-36 37-48

118 108
13249 11866
4 2
2 2
<0.01%
0.03%

0.07%
1%
1% 1%
4% 3%

49-60
96
1056.3
1

1

0.07%

1%
3%

Bt 20 SAI0) BX QXIS I3t SRS HES BT

O M il
O YSUESL B0 Gl= LEZMS HH6HOF 5t THEOIULE.
o YA PlE=et HOE 2LHY HEQ] THO Tef of Fof Tisit 2 gle Ee
Y2t AE(E = i, i, S5/ 2 U5d)E LEEHC
2= ATt

X SIS oI

Hil= 127020 =HelE

2 Q
—

= Z0joALt S2F S=R2H 27 O[L{o|
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1MIHESHAL)

McVary(2014), Roehrborn(2013)

Table 4. Overview of adjudicated adverse events

PUL Group 0-3 Mos

Control Group 0-3 Mos

PUL Group 3-12 Mas

MNo. Events

No. Subjects (%) No. Events No. Subjects (%) No. Events No. Subjects (%)

Serious AEs 9 7 (50) 1 1 (15 16 16 {11.4)
Related seriasAE 1 110.7) o 0 0 1 1 10.7)
All AEs 268 122 (87,1} 53 34 (51.5) 144 73 |52.1)
Related Afc 203 113 {80.7) 26 20 (30.3} 44 35 (25.0
Dysuria 48 {34.3) 1 (16.7} 1 (0.7)
Hematuria 36 {25.7) 3 [45) 1 {07)
Pelvic pain/discomfort 25(17.9) 3 [45) 2 1.4
Urgency 10 (71 0 {0 3 21}
Bladder spasm 5 (38) 0D (0 1 {07
Urge incontinence 5 [3.6) 1 (15 1 (07)
Urinary tract infection 4 {29 1 (1.5 0 (o
Retention 1107} 1 (15 1 103}
Erectile dysfunction 0 (0 D0 0 (o
Retrograde ejaculation 0o (0 0 {0 oo

E=RTIRS

- 3% MX2GESM: 1408 & 198(13.6%)(015 6H(4.3%)=

- PULS AE HSH|T(TT)

=2 YOINR|= AlRl)
- Q5[N] FRIZ(ASAHE, b AIH). 15H(10.7%)(alpha blocker or 5-alpha reductase)
- Mx SEQ P 0.9Y AFHOI 32%7t E1l7t Gl0] ZHEIEE KA S

[

F74 PUL A&, 138(19.3%)2 TURP

oot E N=140
es e 3 E 24742 60712
IPSS 22.32+5.42 11.26+7.65* | 12.36+7.51* | 13.27+7.95* | 14.47+8.37*
QoL 4.62+1.05 2.42+1.72% 2.43+1.70% 2.49+1.74* 2.54+1.76%
Omax 7.88+2.41 11.74+5.29% | 11.60+£5.18% | 11.46+5.17* | 11.08+4.72*
BPHII 6.92+2.79 2.98+3.08* 3.13+3.12% 3.15+3.27* 3.51+3.34*
INPS! 370 n=91 1270 n=87 2471 n=72 60708 n=49
MSHO- S 8.67%+3.09 8.69+3.26 8.75+3.39 9.22+2.89
EJD FHEET |2 10.98+3.16 10.25+3.16 | 9.83+3.28 9.53+3.21
I M function P value (0.0001 {0.0001 {0.0001 0.0962
[y o
MSHQO- ST 2.20+1.65 2.18+1.69 2.25+1.68 2.18+1.67
EJD ZMPEIZE | 1134134 | 1.43+1.37 | 1.63+1.49 | 1.90+1.45
bother P value (0.0001 (0.0001 (0.0001 0.0195

vs baseline * p¢0.0001
TT = intent to treat; IPSS = International Prostate Symptom Score; Qmax = peak urinary flow; QOL

= PSS quality of life; BPHII = benign prostatic hyperplasia Impact Index; MSHQ-E|D = Male Sexual
Health Questionnaire for Ejaculatory Dysfunction; PUL = prostatic urethral lift

- ref_2195_McVary(2014)

Sham(Cystoscopy)
PUL (M£SD
Test ( ) (M£SD (n)
SAH(n) S is= S S s= P value
22.2+5.48(1 11.2+7.65 24.4+575 18.5+8.59

IPSS ( 0.003

40) (140) (66) (66)
0oL 4611 12.29+5.40 | 7.93+2.41 9.91+4.29 0.005

o )

(140) (126) (56) (56)

Omax 8.02+2.43 24+1.7 4711 3.6%£1.6 <0.001
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1MXESHAET)  McVary(2014), Roehrborn(2013)
(126) (140 (66) (66)
6.9+2.8 3.0£31 7.0£3.0 49+3.2
BPHII 0.001
(140) (140 (66) (66)
SHIM 18.0+5.6 19.3+6.3 18.6+5.3 19.2+5.4 0.356
(80) (80) (42) (42) ]
MSHQ-EJD 9.1+£3.1 11.3+3.2 9.1+£3.0 10.6+3.2
, 0.217
function (80) (80) (42) (42)
MSHQ-EJD 2.0+1.6 1.0£1.3 2.0+1.6 1.4+1.6 0.088
bother (80) (80) (42) 42) '
vs baseline * p¢0.0001
IPSS = International Prostate Symptom Score; Qmax = peak urinary flow; QOL = IPSS quality of
life; BPHII = benign prostatic hyperplasia Impact Index; SHIM = sexual health inventory for men;
MSHQ-EjD = Male Sexual Health Questionnaire for Ejaculatory Dysfunction; PUL = prostatic
urethral lift
PULE2 2712t ME7 |52 EE0IHM SIEQZR0NR AHO| SES STIAZ
—_— PUL2 b St X|&EEE 54, Q0L H AH &S JIMAZL 023t M2 2 & Q& 7HHEQ AMES 2l
== Slotl HAMO|D HE S, Y| I ARKY 7152 BECE SQIE. BAO| MR ZHTHMO| M2t S7ta
PULE BPHZ QI8t LUTS Xz |4 AEXN SN82 &
funding This study was funded by NeoTract, Inc.,
H|Z

« Al 1A 71

HIEE A8 B7L L.LET. Study

Risk of Bias (RCTQ! ZH20H

S HIZY 3 B2 (=RD)
o * The subject was blinded to his randomization into control or treatment
FAR HZEN 48 ;é group
=5 - BXQ HiES AlHSIRCH T SHACLE LXK B A0 Cist LI82 HEalE

HEEA 21 o I A 20| hSt o2 %S
o o = — K- HAO

EO0O mEOO
Ehrr Ll
for 00 djo

M A
|
U

* Although surgeons were not blinded, a double blind was maintained

o

ZI0JR}, 4TIXH E =S through 3 months for both the patient and symptom assessor.
— =] _
=i O 0 28 -) 374 FRBEAEIIK| DR =712 Al3Y, BRH0] =718 Of7t BRSlE SHE
T AR 20 WK RS AIGIRo D 2 o ek FX| 98 o2 met
Lo
21t IR} E o Although surgeons were not blinded, a double blind was maintained through
=/ o8 0 %E’M 3 months for both the patient and symptom assessor.
==




O =o o ITTEE E106l0 2ZX7F EMoHX| k2 A= MHS SX|7) EXMolEEtE
ST Ziktz [ eSS ALY AfHSE AERICEM ZEYUSERH Ods= SMEe 277t 2
SISIA|
D Ess 50| 37| FH0| A& ROl He2 01H A=
O =5 o LZEZ0| EX{ol0] AF0IM A0 Holshiz2 YR}, O|XF 2S5 Fol & &4
MEH ZfE m =2
0 25k O] ARHOfl ot WH= 3t
7 HIZ2 93 u E_g * This study was funded by NeoTract, Inc.,
T ion O%2
(RIZI17H| Xi2d) 0 =3iu Dzt 24| X|2I0| S0l
¢itH(Ref ID) 4(1742)
1A ETAHE) Gratzke(2015)
o Q4adi= E=
s Q4% BPH-6
AREY . AT REQ| AR BT
o Q7| 1071 FEMEY
o OIFCHARE EET|ZE 20123 28~2013H 108
o HEHMRLE)
- TEM HIUS 2AEE off Q2 SH0| U= ekt
o MEHTIE
Ao
- 50AM| 04, TURP Al& CHACIXL, IPSS 128 =1, Z|tiQ< 15mLO|5t,
MM X 60ccO[5H2! Xt
o B F79H(RVIZE 80H B 198 &)
S o Z=TWH: Prostatic urethral lift(PUL)(n=44)
Hlw ST

(HIZSTHO|
glos Az

*  SXHH: TURP(n=35)

EHpy o

Zaps

SERRT|ZE 2%, 174, WY, 67, 1270, 24742

- IPSS

- IPSS &9 Q(QOL),

- BPH & XI%(BPHII)

- At @&(Q max)

- PVR(post-void residual urine volume)
- SHIM(sexual health inventory for men)

- MSHQ-EjD(male sexual health questionnaire for ejaculatory dysfunction) function

- MSHQ-E|D bother

r
oy
my
=)
o
gl
0x

- the Clavien-Dindo classification(2l0ll= QoL Zu0l= E 16K L)
- MX2g

PUL AlEZ 13 LSTES L7 430 &5 N E8=E RYske UR 72 X0l
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1MIHEHAT) Gratzke(2015)
TURP(Cystoscopy)
Test FUL D) (M£SD)
SAE(n) 371 E(n) SXE 3NME P value
22.3+5.8 10.5+7.4
IPSS 22.6+6.0 10.8+8.4 0.978
42 (34
P 47 £1.1 2.1+1,
S5 ° 48+1.2 2.4 £2.0 0.55
HRQoL 43) (34)
9.4%35 13.6 £5.3
9.0+£3.1 21.7 £9.1 0.001
Omax 33 25) {
7.4 +24 26+28
BPHII 7.3 £3.1 3.8+34 0.101
(42) (33)
20.4+4.0 19.7 £5.6
SHIM 19.2 £5.0 18.2 £6.5 0.861
(38) (27)
MSHQ-EJ 10.8 £2.7 11.56+3.5
93 +24 6.3 4.5 0.001
D function (38) 27) (
MSHQ-E 1.7 =1. 1.1+£14
SHO-EJ 8 1.9+15 21+14 0.069
D bother (38) (28)
87.6+741 | 77.3 £74.4
PVR 98.6 £+84.9 | 47.6 £48.7 0.014
(39) 22)

vs baseline * p¢0.0001
IPSS = International Prostate Symptom Score: Qmax = peak urinary flow: QOL = IPSS quality

prostatic urethral lift; PVR, post-void residual urine volume

of life; BPHII = benign prostatic hyperplasia Impact Index; SHIM = sexual health inventory for
men;, MSHQ-EjD = Male Sexual Health Questionnaire for Ejaculatory Dysfunction; PUL =

Tost PUL (M£SD () TURP(('\XS:SCOW)

SAE(n) 12748 SRH 12718 P value
PSS 21'?4;5'5 10'?3:)8'0 228+59 | 73+63 | 0.013
:)RSSC)L 4'1;:0;'0 1'9(32)1'6 46412 | 15+15 | 0436
Qmax 9'6(31;;3'5 13'(623)5'5 95 +33 | 23.2+105 <0.001
BPHI 7'3(42)2 4 2'3(32)2 B 1 70+31 | 18226 | 08%
SHIM 20‘?3;4'0 20'(72;:)5'2 186 54 | 177463 | 0486

- + +

gf:iﬂii 10’?32‘)2'7 11'?27‘)3'0 93+21 |56 40 (0.001
MSHQ-EJ | 1.7+18 | 12+11 | 20+15 | 20+13 | 0359
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1 AHETAHE) Gratzke(2015)
D bother (32) 27)
86.3 +73.2 9.7 103.5
PVR o +1566.5 ' 33.6 £38.6 0.002
41) +89.7
42)
vs baseline * p{0.0001
IPSS = International Prostate Symptom Score; Qmax = peak urinary flow; QOL = IPSS quality
of life; BPHII = benign prostatic hyperplasia Impact Index; SHIM = sexual health inventory for
men; MSHQ-EjD = Male Sexual Health Questionnaire for Ejaculatory Dysfunction; PUL =
prostatic urethral lift; PVR, post-void residual urine volume
TURP(Cystoscopy)
PUL (M+SD
Test ( () (MSD (n))
SXE(n) 2401 SHH 24744 P value
21.4 +55 | 12.2 £8.9
IPSS 22.8 +59 7.4 6.7 0.004
(37) 32)
46 £1.1 2.1%+1.6
L 46 +1.2 1.3%15 0.066
© @) @)
Qmax 9.3+£34 14.3 £5.3 9.6 £3.4 | 255 +17.2 0.002
7.1+24 3.0+29
BPHII 7.0 £3.1 1.5 %27 0.131
(36) (€1))
20.4 +45 | 20.3 £5.6
SHIM 18.5+5.3 16.7 £7.3 0.201
(29 (28)
MSHQ-EJ 10.6 £2.8 | 10.9 £3.3
Q , 89+23 |49%46 0.001
D function (29) 27
MSHQ-E 165 +1.38 1314
SHQ-EJ 3 20+16 1714 0.771
D bother (29) (27)
80.5 +61.0 | 69.9 +62.5
PVR 98.8 +87.1 | 56.4+63.0 0.091
(35) (€1))
vs TURP * p(0.0001
IPSS = International Prostate Symptom Score; Qmax = peak urinary flow; QOL = IPSS quality
of life; BPHII = benign prostatic hyperplasia Impact Index; SHIM = sexual health inventory for
men; MSHQ-E|D = Male Sexual Health Questionnaire for Ejaculatory Dysfunction; PUL =
prostatic urethral lift; PVR, post-void residual urine volume
- MXIZ(LUTS S4 THh
TURP(%) PUL(%)
MR|=(QE FXEHE M) 2(6.7) 6(13.6)
- PULY TURP Al 25 Q max2 HRQoL 342 R20|5t JiME HMIeh
-HWIsE F 20 25 RAEUCL AFETIs2 TURPO| HIgH PULO| 4314, 23 370
Az XI&7150] R0l5H Moteles ALz HRIEUZ. F A= WY ZF AE T LUTS7H JHMERIS.

TURP Azt 22|, PULP Al
Zut= BPH6 OtA|
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funding

Dr Gratzke reports honoraria from Astellas, Lilly, Janssen, and Amgen. Dr Barber reports
support from NeoTract, Inc., Olympus, Boston Scientific and Intuitive Surgical for proctoring
and lecturing. Dr Speakman reports grants from NeoTract, Inc. during the conduct of the
study. Dr Berges reports grants from NeoTract, Inc. during the conduct of the study. Dr
Wetterauer has nothing to disclose. Dr Greene has nothing to disclose. Dr Sievert reports
grants from NeoTract, Inc. during the conduct of the study. Dr Chapple reports personal fees
and non-financial support from Allergan, grants, personal fees and non-financial support
from Astellas, personal fees and non-financial support from Boston, personal fees and
non—financial support from Medtronic, personal fees from Pfizer, personal fees and
nonfinancial support from Recordati, and grants from NeoTract, Inc. during the conduct of the
study. Dr Sonksen reports grants from NeoTract, Inc. during the conduct of the study and
support from NeoTract, Inc. for proctoring and lecturing

. 9% SRR} oipH| KB g

H|

- the Clavien-Dindo classification H4== ref 19730|M =&

« Al 1AA 71

HiEE ¥ 87t BPH-6

Risk of Bias (RCTQI Z27H

39 HIZE A HHIAH(E=ER)
* Parallel 1:1 randomization was performed using permuted blocks of
O wo random sizes, stratified by study site, concealed through a
SRR HiEeM m =3 password—protected computer system and revealed at the time of the
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Two other patients were not included in the analysis: one patient in the
TURP arm discontinued study participation after an extended hospital
U &5 stay for epididymitis and one patient in the PUL arm was censored
=)et Zitktz [
2 5tAl from analysis for protocol deviation.
-) BEUCERH (ik= SMEML| F7|7t 2EE &1 37| 0| YdH
O Qo5 ¥HS DIWHOR HEIEHK U
0= D2E20| ZX510(Clinicaltrials.gov: NCT 01533038) AFFOf| Kol &y
HERX AN [ )
0 g8 = A7E Ay
UL AL G| K| 22
- Dr Barber reports support from NeoTract, Inc., Olympus, Boston
Scientific and Intuitive Surgical for proctoring and lecturing. Dr Speakman
reports grants from NeoTract, Inc. during the conduct of the study.
- Dr Sievert reports grants from NeoTract, Inc. during the conduct of the
o . .
. n %'_2 study. Dr Chapple reports personal fees and non—financial support from
(== I Lo . .
7|Et HIEE 2™ g jfw Allergan, grants, personal fees and non—financial support from Astellas,
U === personal fees and non-financial support from Boston, personal fees and
non—financial support from Medtronic, personal fees from Pfizer,
personal fees and nonfinancial support from Recordati, and grants from
NeoTract, Inc. during the conduct of the study. Dr Sonksen reports
grants from NeoTract, Inc. during the conduct of the study and support
from NeoTract, Inc. for proctoring and lecturing
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Inclusion criteria
« Willing to sign informed consent
« Male aged =50 yr
s International Prostate Symptom Score =12
# Qe =15 mifs for 125-ml voided volume
# Post-void residual volume <350 ml
« Prostate volume <60 cm? on ultrasound
» Sexually active within 6 mo before rhe index procedure
« Sexual Health Inventory for Men score -6
« Positive response to MSHOQ-EJD {excluding the response “Could not
ejaculate”)
« Incontinence Severity Index score <4

ST «  Z=XH: Prostatic urethral lift(PUL)(n=44)
HInSXHH

(HIExHHO| o SMA(CHAAL =) TURP(n=35)

UCH M=)

=xppEE al

TOEE X o EXIET|7 L4

gn}5¢ 'I‘ﬁl_E7||_ 1|_

AEMUHY +  ZIfHZ: Clavien—-Dindo classification grade

* TURP JI1&9| &} 2H(6%)2 & S/t L7EHUS.

- 4 AEJt 275 27 58, 2 P90 B3, 9 WH0| 275 2CHA

* Treatment-related AEs after PUL and TURP stratified by Clavien—-Dindo classification grade

Table 6 - Treatment-related AEs after PUL and TURP stratified by Clavien-Dinde classification grade

AEs PUL (n = 44) TURP (n = 35) p value
AEs Patients, AEs Patients,
(n) n (%) (n) n (%)
Clavien-Dindo grade 1
Bleeding 17 17 (39) 20 20(57) 0.1
Irritative symptoms, pain, or discomfort 34 23 (52) 39 21 (e0) 0.5
Urinary incontinence 1 § 5 &} 6(17) 004
Urinary retention 4 409} 0 00y 01
Erectile dysfunction 0 00} 3 3{9) (.08
Retrograde ejaculation 1] 00} 7 7200 0.002
Other 4 4(9) 4 3(9) =09
Total 60 30 (68) 79 26(74) 06
Clavien-Dindo grade 2
Urinary tract infection i 3(7) 3 2(6) =09
Epididymitis ] 00y 2 2(8) 02
Total 3 3(7) 5 4(11) 0.7
Clavien-Dindo grade 3a
Total 0 0 (0 ] 00
Clavien-Dindo grade 3b
Bleeding 1 1(2) 2 2(6) 06
Stricture (meatal, urethral, bladder neck} 1] 00} 1 1(3) 0.4
Secondary treatment (TURP, laser, PUL, or Botox) 3 3(7) 2 2(6) =09
Total 4 4(9) 5 5(14) 0.5

AE = adverse event; PUL = prostatic urethral lift; TURP = transurethral resection of the prostate,
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TURP(%) PUL(%)
YAE]
o 3/44(6.8%) 2/35(5.7%)
(29 ZHEE NE)N/M)

= /i BPHE Q45 HIIet 21, 3l & AFY 7|5 2& ST0|M PULO| TURPELt 2451%=
Funding/Support and role of the sponsor: The study was sponsored by

funding NeoTract Inc. The sponsor played a role in the design and conduct of the study; data management
and analysis; and manuscript preparation and review.
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