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urotolc100® SparkWave ©
Therapy

for patients with Erectile Dysfunction,
CPPS and IPP
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MTS Medical UG

About MTS Medical UG:

— Development, manufacture &
distribution of Spark Wave™
therapy systems for

 orthopedics/ traumatology
* wound care
» urology

— Location: Konstanz, Germany

— Active: Global player -
internationally registered

— CEO: Nikolaus Hopfenzitz
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Treatment of ED with uro 100e€

* Design: light — compact — mobile Transportable
device for therapeutic Spark Wave™ treatment

« Handling: Comfortable in handling while operating
with touchscreen

« Combinable with 3 applicators:
o unfocused
o focused
o soft-focused

for the treatment of:
» Erectile dysfunction (ED)

* Chronic pelvic pain (CPP) / chronic prostatitis

* Peyronie‘s disease (IPP) %
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Pathophysiology of Vasculogenic
Erectile Dysfunction: Endothelial
Dysfunction

Hypertension Dyslipidemia Diabetes Obesity/MetS

Structural changes Atherosclerosis £ ;
Smooth muscle cell
atrophy & fibrosis .
Functional changes Endothelial dysfunction I
red

relaxation

Artgrial Vchanges

Arterial
insufficiency — I NMBSISANRIOWIN

!

Veno-occlusive
dysfunction
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What are Spark Wavesm™?

« Spark Waves™ Shock Wave N A |

highly effective shock waves that 700-1000 bar
initiate biological regeneration
processes on cellular level

- Generating principle e
spark gap in water quench g

« Spark Wavem™ characteristics: =

o High peak pressure (up to
100MPa)

o Fast pressure rise (<10ns)
o Short lifecycle (<10ms)

o Positive and negative
pressure phase

Pressure
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How do Spark Waves™ work?

Stimulation of healing process on
cellular level by:

* Promotion of body‘s own production of
growth factors (VEGF, eNOS, PCNA
etc.)

* Promotion of development of new
blood vessles (angiogenesis)

« Migration of stem cells

« Promotion of blood circulation
» Bactericidal effect (in vitro)
* Reduction of inflammation processes

* Bioengineering & Tissue Regeneration
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SparkWave® Therapy -
experimental studies

Author, publication Title

1. Xuefeng Qiu, MD, Tom F. Lue,
published in J Sex Med. 2013
Mar; 10(3): 738-746

Effects of low-energy SWT on the erectile
function and tissue of a diabetic rat model

2. LI, H., Lue, T. et al., pUbllShed LOW_energy Shock Wave Therapy
in J. Sex. Med. 13, 22-32 Ameliorates Erectile Dysfunction
(2016) in a Pelvic Neurovascular Injuries Rat Model
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MTS Reference center

University of California, San
Francisco

University of California, San
Francisco



% l I l I S SPARK OF EVIDENCE

Spark Wave® therapy for ED
- experimental studies

Study University of California, San Francisco

Qiu et al. ,,Effects of low-energy SWT on the erectile function and tissue of a
diabetic rat model*“ (2013)

Methods:

o 24 male rats, 3 groups: control group,
DM-induces group & DM-induced group
that received trice per week for two
weeks Spark Wave™ therapy

o After 4 weeks all rats were evaluated for
erectile function & penile tissues were
examined by histology
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Spark Wave® therapy for ED
- experimental studies

Qiu et al. ,,Effects of low-energy SWT on the erectile
function and tissue of a diabetic rat model” (2013)

* Results: DM-associated deficits (decrease in
erectile function, reduction of nNOS-positives nerves
and endothelial & reduction of smooth muscle
contents) were significantly reversed by Spark
Wave ™ therapy

=)

Number of EdU+ cells/HPF

o N A o ©

N DM DM+SW

« Conclusion: Spark Wave™ therapy ameliorates
DM-associated erectile dysfunction
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Spark Wave® therapy for ED
- experimental studies

Lue T. et al.: Low-energy Shock Wave Therapy Ameliorates Erectile
Dysfunction in a Pelvic Neurovascular Injuries Rat Model. J Sex Med 2016

(9]

* Methods: 32 rats injected with 5-ethynyl-20-
deoxyuridine (EdU) at newborn were
divided into 4 groups: sham surgery
(Sham), after pelvic neurovascular injury
treated with LESW at low energy. in vitro
studies were conducted.

Nerve bundle
Blood vessel

Nerve bundle and
blood vessle (avergy number)
N
(&}

 Conclusion: LESW-induced endogenous
progenitor cell recruitment and Schwann
cell activation coincides with angiogenesis,
tissue, and nerve generation in a rat model
of pelvic neurovascular injuries.

VWF (IODx105/HPF)
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SparkWave® Therapy for ED
- clinical studies

Author, publication

1. Curbelo et al., published at the 20t
ISMST congress in San Sebastian
2017

2. Saffén et al., published at the 23
WAS congress in Prague 2017

2. Shoskes et al., published at the
20t ISMST congress in San
Sebastian 2017

2.  Ramon et al., published at the 20th
ISMST congress in San Sebastian
2017

Title

Penile low-intensity shock wave therapy for
PDEDS5i non-responders suffering from
vasculogenic erectile dysfunction since 2-
10 years: A prospective, randomized,
placebo-controlled study (2016)

Effectiveness of shock wave therapy:
implementation of a soft wide focus
applicator in patients with erectile
dysfunction

Case series of weekly low intensity shock
wave (LiSW) therapy for erectile
dysfunction

Efficacy of extracorporeal shockwave
therapy (ESWT) for male chronic pelvic
pain syndrome: a phase lll, randomized,

double blind controlled with placebo study
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MTS Reference center

Fundaci6 Puigvert, Barcelona

Boston Medical Group, Colombia

Cleveland clinic, Glickman Urological and
Kidney Institute

Quiron Hospital, Barcelona
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SparkWave ® Therapy for ED -
PDESI — non-responder

Curbelo et al., Fundacié Puigvert, Barcelona

Penile low intensity shock wave therapy for PDESI non-responders suffering from
vasculogenic Erectile Dysfunction since 2 to 10 years: A prospective, randomized, placebo-
controlled study (2016)

Methods: In total 58 patients with vasculogenic erectile dysfunction refractory to PDES5i were
randomized into two groups. 30 were treated with electrohydraulic low intensity shock waves (1
session/week for 6 weeks; 1,500 pulses of 0.10 mJ/mm2 at 5 Hz, urogold100® MTS) and 28 were
treated with a sham probe.

Results: 22 active-treated patients and 19 sham-treated patients, suffering from ED since 2-10
years were analyzed. One month after treatment IIEF-5 scores mean changes from baseline, in
the active and placebo group, were 2.2 + 4.9 and 0.25 £ 4.4, respectively (p= 0.2). SEP 3 positive
responders increased by 33% in the active group (7 of 22) and even decreased in the placebo
group to 5% (1 of 19) (p=0.03) after LIST.
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SparkWave ® Therapy for ED -
PDES5I — non-responder

Variation of SEP-3 values: Basal vs. after one month of treatment

35

32

Results %0

25

20

Patients (%)

15

10

5
0

0

Baseline After treatment Difference (baseline-after
treatment)

B Active group Sham group

SEP-Q3: Did your erection last long enough for you to have successful intercourse?
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SparkWave ® Therapy for ED —
Poster presentations

Case Series of Weekly Low Intensity Shock
Cleveland Wave Therapy for Erectile Dysfunction
Daniel A Shoskes MD, Nic Tadros MD, Brandon Mooney PA
All Cleveland Clinic, Department of Urology, Glickman Urological and Kidney Institute

Clinic

Introduction

Shack Wave (LSW) has emerged as a therapy for
sfunction (ED). Mechanism may be
rolated ta angiogensis, roleass of growth factors andjar
recruitment of stem colls.
Several sham controlled studias have shown improvement in
oeak arceral veloity and efficacy in the 60-65% rarge
depending on <he defivition.

The initial protccol o twice weekly treatments for 3 weeks with
a rest period and ‘epeat has remained the standarc, alt~ough
this can be very inconvenen: for patients. We wished lo stucy
the efficacy and salely of LiSW using a medified prolocol of 4
weekly Lealmenls.

Methods

Men wers enrolled in th's IRR approved stady provided they ac
a diagnosis of D for at least & months and were abe to return
for weekly sreatments. | ow Intensity Shackwave was delivered
with the Urogeld 100 machine ( i Regeneratior
Iechnologics, Woodsteck, GA) using the seft wide focuscd
applicator probe (figure 1}, There were 6 treatment sites: one &t
cach crus of the penis and 2 on the shaft oilaterally with about
500 srocks each for a total of 3000 srocks. Energy flux was
.13 mJimm? and frequency was 4 Hz yielding a bialogic
energy density of 1560,

ED severity was measured with the Sewial Health Inventery for
Men {SHIM) score at bascline and 1 mant following the 4
weekly treatments. Pre and post SHIM valucs were compared
with the paired t test with significance sot at p<0.05.

Results

tight men enrollzd with a mzan age of 96.8 yoas (range
26-/0} and median duration of 36 months {range 12-120}.
Five had previously tried PDCY inhibitor (PDCYI} oral
meadications without adequate success. Gne patient stopped
after 3 treatments but was included for an intent to treat
analysis. Tne treatments were painless and there were 10
side effects.

Overall, SHIM score improved from 11.0+3.6 t6 17.2+5.2
{p=0.01). SHIM was unchanged in 2 pi

improved in 1 patient but 1ot suwf'ciertly for intercouse and
significantly improved with erection sufficient for intercourse in
b patients (62.5%) (figure 2). Two of these b men required a
PDEY’ for optimal erections however both had failed PDEDI ir
the past.

Figure 1 ssedd i s Study

SHIM Score

Figure 2: C1angz in SHIM scorc ir ‘nd dual satierts tevore a1d
ater herapy

Discussion

Low Intensity Shockwave Lithotriasy with the Urogold 100
using a once a week pretoco produced a similar success rate to
previously published twice weekly protocols. Ons of the
Lrealmenl “ailures had psychogenic ED suggesling Lhal inclusion
criler'a should focus on men wilh an arleriogenic eliology.

Whetrer this cnce weekly therapy remains durable wil await
longer term tollow up. Since in the Unitsd States this device is
not approved by the FDA and patients will need to pay cash for
theraoy, a orotocol that minimizes time away “rom work and out
of pockst expense is 1°ghly desirable.

Conclusion

Once weekly low inteasity shock wave lithotriosy improved
erections sut'icient for intercourse Tn 62.5% ot our patients
without side eftects
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Effectiveness of shock wave therapy: implementation of a
soft wide focus applicator in patients with

erectile dysfunction

José Pablo SAFFON 1, Juan Manuel MARTINEZ 7,
Carolina SANDOVAL 2, Héctor A. CORREDOR 3 1MD, (linical
Sexology, Universidad Javeriana , Bogota, Cofombia;

2 Epidemiologist, Universidad Fl Bosque, Bogota, Colombia;
3MD, Speciatist in Urofogy, Universidad Nacional de Colombia,
Bogata, Colombia.

INTRODUCTION

fqreat diniealinteres for the tiestment af
d search i aniovaland
ue 0 It angiogenicproperes, s thotgt
san nf regeneration-ant grmvth-related fact
G and FCHA, alliough the precise underying mechanims are ol ent
T can Inctease penle bload low and endathellal function and represents a e B
¥ a restore evectile unctian, independent o, or supparting the canventional pallative.

OBJECTIVE

Tleport pragresson | HESWT m the meatment afvascularFI using a SWEA isof it forused applicatnr
handpiece for 3 chart o patientsina dinical center in Bogota

METHODS.

nical recorts of patientstreated n a Boston Wielcal Group centre in Bogota iewed during the first
IF of 2016, with diaqnioss of wascular FD. Patients undervseat a pratoool of |1-FSUAT ence a week for 5
flux density 0.15mJ and 3000 pulses per session. ith the MTS urcgold] 00 and apalicator

5 (o idex of Lrectile [unction,

rite
nth follows-up exen 156 (o
ints in Ue 1EF scune with an averag

s proportinally decreased s e therapy
2 sting after cne manth follovs-up (mean EHS: 4 +0.7)

the prcfininary results of L LSW1 i the Ueatruei of L0 with Uie MIS urould 100 and applicalor 09155
nd indicate a linicall sianifcant mprovemnent 1 both, th IEF and EHS by thi techinalagy

a larger group of patients. a longer followi-up and a comparative shack wawe peotacal setup are

1 liicalsigifcanue nd effcacy of s improvenentin erectle
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uro 100®

... Effective

... Highly tolerated
... Long-term solution

... NO pain and no side-effects
... Supporting spontaneity in Sex-Life

... Treating the cause, not only the symptoms
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Treatment of ED with uro 100¢®

Benefits using the uro 100° for the treatment of erectile dysfunction:

« Unique biological SparkWave™ effects for successful therapy of ED
« Safe alternative to ingestive medical treatment

* No side effects

* Regaining the spontaneity in sexual intercourse

« Easy adjustment of penetration depth on touch-screen

« 3 different applicators for effective treatment
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Conduct of treatment for ED
with uro 100°

Spark Wave therapy is applied on penile
shaft and corpus

The following regions are treated:

Penis shaft
 Distal, mid and proximal

Crus of penis shaft
 Left and right-hand
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Conduct of treatment for ED
with uro 100°

Treatment protocol for ED therapy with uro 100°®:

* Total: 6 weeks
* Interval: 1x per week or 1x every 14 days
» Repetition: if necessary after 4 weeks

Per patient:

6 treatments

S treatment zones

300 shocks per zone

Only 9000 shocks in total for significant improvement of erectile function

MTS_MDOC_PPT-Treatment-of-ED-with-Spark-Wave-therapy_E_170714
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Conduct of treatment for
ED with uro 100°

Treatment of the shaft:

1.Stretch the penis

2.Bring applicator in firm contact to
treatment location perpendicular to shaft

3.Apply 300 shocks each at distal, mid \/\_ = '}b/_\
Vs |

and proximal penile shaft (900 shocks in

total) \" & /&V
>
? 4

4.Use generous amount of coupling

ultrasound gel /\

( Before treatment, please clean skin in the
treatment area and remove hair)
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Conduct of treatment for

ED with uro 100°

Treatment of the crus of penis:

1.Locate pubic bone of patient

2.Deliver 300 shocks beneath the pubic
bone toward the crus as indicated on
picture

3.Repeat procedure on the other side with
further 300 shocks (600 shocks in total)

4.Use generous amount of coupling
ultrasound gel
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Unique Spark\Wave ™ Technology
Unfocused applicator OP155

s MTS Focus Large volume of No negative / Covers more
parkWave ™ Technology .. .
positive energy tensile pressure surface
@e
Standard Focus Energy concentrated to Negative / Covers less
small area tensile pressure surface

. Risk of More shocks
mp IR

MTS_MDOC_PPT-Treatment-of-ED-with-Spark-Wave-
therapy_E_170714
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Take home message

v' Spark Wave™ therapy is effective long-term and highly tolerated solution for patients
with ED to restore sexual spontaneity

v'Innovative, safe and effective therapy for ED and other urogenital disorders to avoid
problems in sexual intercourse

v"Unique biological Spark Wave™ effects for successful therapy of urogenital disorders,
such as ED

v Safe alternative to ingestive medical treatment of ED without the side effects of the
latter

v Even suitable for ED-patients that did not respond to medication
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Thank you very much for your attention!

MTS Medical UG
Robert-Bosch-Str. 18
78467 Konstanz

Tel.: 07531 36185 -0
Fax: 07531 36185 - 72
www.mts-medical.com
info@mts-medical.com
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