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OLD GADGET, NEW TRICKS:
SCIENCE AND CLINICAL EVIDENCE

A D

OUTLINES

> Historical Perspective

> Science & Clinical evidence
= mechanism of action (MoA)

= safety and efficacy
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When there is impotency, with a diminution in
organ, the organ should be shampooed every day, and
it and the neighboring parts, composed of, Oil of Ros

Phosphorus twelve grains; mix in a flask, and disso
while warm, add, Oil of Sweet Almonds one flui
one fluidounce. In addition to thjs, the gl
fully applied to the part, once every day* If ne
be given internally:—take of Musk six grai
Ether one fluidrachm ; mix, and dissolve th
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Historical Perspective
History

1874

John Klng, MD (when there is impotency with a diminution of the size of the male organ, the glass exhauster should be
applied to the part)

1917

OttO Ledel’er (first patent-surgical device to produce erection with vacuum in conjunction with a
compression ring)

1960s
GeddlnS OSbon (popularizing and perfecting the device with personal used
the device for more than 20 years)

1982
1st VCD approved by US FDA

1986'1989 (established efficacy and safety profiles)
Nadig /Witherington, MDs

1996

AUA (recommendation in the guidelines as one
of the treatment for organic ED)

Historical Perspective
Historical milestones in medical community

1991 : Lue's commentary in the Journal: “I
recommend a vacuum constriction device to all of
my patients (except those with coagulation
disorders and sickle cell disease) as the initial
medical option”

The Treatment of
Organic Erectile
Dysfunction

Recommendations

Guideline: In order to optimize efficacy
and safety, men interested in trying the vac-
uum constriction device should be given
individual instruction in its use. Only VCDs
available by prescription should be used.

Clnlesl Praccee Guldeline:

J Urol 1991; 145: 1112 ; J Urol 1996; 156: 2007-2011
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European Association of Urology

Sexual Medicine

Molecular Mechanisms of Vacuum Therapy in Penile
Rehabilitation: A Novel Animal Study

Francesco Berardinelli’, Yutian Dai ¢, Run Wang®&*

I Results and limitations: EF was improved with VED therapy measured by ICP/MAP ratios and -

I AUC. VED therapy reduced HIF-1« expression and Al significantly compared with control. l

Animals exposed to VED therapy had decreased TGF-p1 expression, increased smooth muscle/

I collagen ratios, and preserved ASMA and eNOS expression. -
Conclusions: Toour knowledge, thisis the first scientific study to suggest that VED therapy in the -

Jiuhong Yuan®?, Haochen Lin ", Ping Li®, Rongzheng Zhang*, Annie Luo®, ‘
BCNC rat model preserves EF through antihypoxic, antiapoptotic, and antifibrotic mechanisms. ‘

A Pilot Study to Determine Penile Oxygen Saturation Before and
After Vacuum Therapy in Patients with Erectile Dysfunction After
Radical Prostatectomy

R. Charles Welliver Jr, MD,* Clay Mechlin, MD," Brianne Goodwin, MS, MPH.? Joseph P. Alukal, MD.f and
Andrew R. McCullough, MD"

Oxygenation with VED Use

Table 2 Percent change in oxygen saturation at tissue S A————
sites (percent change compared with baseline) 8 / —
5 15 30 60 g™
Immediate  minutes inut i minutes| B /7%—————‘
[ —
Thigh -1 8 10 6 9 2 / \-
Glans 20 19 17 9 7 { 0
Corpora 55 54 45 39 18 2 ./
) 40
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Figure 1 Tissue oxygenation after 2 10
minutes/10-cycle application of VED. o
VED = vacuum erection device Pre-VED  Immediate 5 Min 15 Min 30 Min 60 Min
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VACUUM AS RECOMMENDEDIMEDICALSFE EIRAPY
AMONG CONTEMEORARY, GUIDELINES

First-Line PDE 5Is PDE 5Is PDE 5Is PDE 5Is
VCD VCD VCD
Shockwave*

Second-Line ICI VCD, ICI Urethral/Local
Combination Urethral/Local alprostadil,

alprostadil, and
penile prostheses
Third-Line Penile prosthesis Penile Penile prosthesis

prosthesis

*Current data are still limited and clear recommendations cannot be given.

TAKE HOME MESSAGE

» Vacuum erection devices provide a safe, cost effective, and
noninvasive alternative for ED men (Historical)

» Aresurgence because of the proven science and clinical
evidence (Physical, Animal, Human, Clinical, EBM)

v/ Recommended among the guidelines and further used in combination
for salvage patients

v' VED therapy for penile rehabilitation is achieved by increasing arterial
inflow, anti-apoptotic, anti-fibrotic and anti-hypoxia mechanisms.

v' Protection of the vasculature through physical oxygenation with non-
nerve dependent mechanism

» Requiring appropriate individual instruction
& training in the use of vacuum device
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FDA Food and Drug Administration, Ministry of Health and Welfare
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