
INNOVATIVE TECHNOLOGY
THAT'S VERSATILE &
EFFECTIVE FOR FOOT &
ANKLE SPECIALISTS 



TABLE OF CONTENTS
Trusted Solution - Dr. Ladha                                   5 

Increased Revenue - Dr. Cumberbatch                  6 

Evidence-Based                                                    7-8

Dr. O'Malley - video and findings                        9-10

Plantar Fasciitis                                                       11

Achilles Tendinopathy                                            12

Morton's Neuroma                                                  13 

Surgical Site Infections (SSIs)                                14

Diabetic Foot Ulcers & Costs                           15-16

Wound Pain & Wound Healing                       17-19

Venous Leg Ulcers                                            20-21

Reimbursement Pathway                                       22

SoftWave Science                                             23-24

Why Nothing Compares To SoftWave           25-31

SoftWave Contact Info                                           32



SOFTWAVE —
THE DREAM MACHINE FOR 
FOOT & ANKLE SPECIALISTS

PAGE 3
Click Here: 
To Schedule a call today

https://calendly.com/gladearete/softwave-technology-overview?month=2022-11
https://calendly.com/gladearete/softwave-technology-overview?month=2022-11
https://calendly.com/gladearete/softwave-technology-overview?month=2022-11


TODAY

PAGE 4

Foot and Ankle Specialists have
limited options to help patients heal
without surgery. Some patients are
living with chronic pain affecting
everyday life. There should be a way
to treat these patients and run a
healthy clinic that's profitable while
offering value-based care.  

NOW THERE IS...
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To Schedule a call today

A TRUSTED SOLUTION

"We have been using SoftWave
Technology in the office for the past 
12 months. Our experience has been
overwhelmingly positive from both
clinical staff and patient satisfaction. 
We have been able to treat very 
difficult and chronic conditions while 
also adding a new tool to treat ulcers. 

We have been very satisfied and
continue to find new conditions to
address with SoftWave. 

From a reimbursement standpoint,
Wound Care applications are well
covered by Medicare and the self-pay
model for musculoskeletal applications
has been well received by patients." 

Dr. Ladha founded Foot
First Podiatry in New
Albany, Indiana in 1998. 

Zahid Ladha,
DPM FACFAS
New Albany, IN
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INCREASED REVENUE
"Our investment in SoftWave TRT
has helped not only our patients but
also our clinic as a way to increase
revenue potential and position our
practice as a leader in innovation." 

Dr. Duane Cumberbatch, DPM is fellowship trained in limb salvage and completed
the Ilizarov fellowship in Kurgan, Russia. Dr. Cumberbatch’s area of specialty
includes reconstructive surgery of the foot and ankle, limb preservation, and wound
care. Dr. Duane Cumberbatch is currently a practicing podiatrist in Fort Myers, FL.

"(There is a reimbursement
pathway.) Personally,
incorporating SoftWave has been
gratifying knowing I’m able to
offer patients an innovative way to
heal, even those with neuropathy
who can still feel pain." 

Dr. Duane Cumberbatch, DPM
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EXTRACORPOREAL SHOCKWAVE
THERAPY IS EVIDENCE-BASED 
Studied over 1,000 times in the past 5 years 
Studied in major U.S. academic institutions
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ACFAS Clinical Consensus Statement

American College of Foot and Ankle Surgeons Clinical Consensus
Statement: Diagnosis and Treatment of Adult Acquired 
Infracalcaneal Heel Pain
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A R T I C L E I N F O

Level of Clinical Evidence:

A B S T R A C T

Adult acquired inferior calcaneal heel pain is a common pathology seen in a foot and ankle practice. A
literature review and expert panel discussion of the most common findings and treatment options are
presented. Various diagnostic and treatment modalities are available to the practitioner. It is prudent
to combine appropriate history and physical examination findings with patient-specific treatment
modali- ties for optimum success. We present the most common diagnostic tools and treatment
options, followed by a discussion of the appropriateness of each based on the published data and
experience of the expert panel.

© 2017 by the American College of Foot and Ankle Surgeons. All rights reserved.

Executive Summary

The following document represents the findings of the adult ac- 
quired infracalcaneal heel pain consensus panel sponsored by the 

American College of Foot and Ankle Surgeons. The 6-member panel 
used a modified Delphi method to reach a clinical consensus regard-
ing the diagnostic and treatment methods based on the best available
evidence in the literature, combined with clinical experience and best
patient practice.
The panel determined that the following statements are appropriate:

1. Plantarfasciitisisdiagnosed,inmostcases,bythehistoryand
physical examination findings alone.
2. Routine use of radiographs is not necessary for the diagnosis
of nontraumatic plantar fasciitis.
3. Thepresenceofacalcanealspurwillnotgenerallyalterthetreat-
ment course.

4. Advancedimaging,suchasmagneticresonanceimagingandul- 
trasonography, is not necessary for the diagnosis or guidance

of treatment of nontraumatic plantar fasciitis.
5. Inmostcases,infracalcanealheelpainisasofttissue-baseddis- 

order and calcaneal spurring is most likely not a causative factor.
6. Appropriate treatment of plantar fasciitis requires sufficient un-
derstanding of the patient’s chronicity of symptoms.
7. Biomechanicalsupportissafeandeffectiveinthetreatmentof
plantar fasciitis.
8. Stretching is safe and effective in the treatment of plantar
fasciitis.
9. Corticosteroid injections are safe and effective in the treat-
ment of plantar fasciitis.

The Journal of Foot & Ankle Surgery (2017)

1067-2516/$ - see front matter © 2017 by the American College of Foot and Ankle Surgeons. All rights reserved.
https://doi.org/10.1053/j.jfas.2017.10.018

■ ■ ■ ■ – ■ ■
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Contents lists available at ScienceDirect

The Journal of Foot & Ankle Surgery

10. Extracorporeal shockwave therapy (ESWT) is safe and effec-
tive in the treatment of plantar fasciitis.

11. Plantar fasciotomy (opened and endoscopic) is a safe and ef-
fective option for chronic, refractory plantar fasciitis.

12. Gastrocnemiusreleaseisasafeandeffectiveoptionforchronic,
refractory plantar fasciitis when clinically significant equinus

is present.
 

The panel determined that the following statements were
uncertain—neither appropriate nor inappropriate.

1. Nonsteroidalantiinflammatorydrugs(NSAIDs)aresafeandeffec- tive
in the treatment of the pain associated with acute plantar

fasciitis.
2. Diagnostic ultrasonography is an important adjuvant tool in the
diagnosis and treatment of nontraumatic plantar fasciitis.

3. Other injection techniques (e.g., amniotic tissue, platelet-rich
plasma, botulinum toxin, needling, and prolotherapy) are safe and

effec-
tive in the treatment of plantar fasciitis.

4. Other surgical techniques (e.g., ultrasonic debridement using a
microtip device, cryosurgery, and bipolar radiofrequency abla-

tion) are safe and effective options for chronic, refractory plantar
fasciitis.

 
This document was created to serve as a clinical consensus state-

ment (CCS) from the American College of Foot and Ankle Surgeons
(ACFAS) and serves as an update to the ACFAS’s 2010 Heel Pain Clin-

ical Practice Guideline (1). It is important to appreciate that
consensus statements do not represent “clinical practice

guidelines,” “formal ev- idence reviews,” “recommendations,” or
“evidence-based guidelines.” Rather, a CCS reflects information

synthesized by an organized group of content experts from the best
available evidence. It can also contain opinions, uncertainties, and

minority viewpoints. In contrast to clin- ical practice guidelines,
which are based primarily on high-level evidence, clinical consensus

statements are more applicable to situ- ations where evidence is
limited or lacking, yet there are still opportunities to reduce

uncertainty and improve quality of care. A CCS should open the
door to discussion on a topic, in contrast to attempt- ing to provide

definitive answers. Adherence to consensus statements will not
ensure successful treatment in every clinical situation, and the
physician should make the ultimate decision using all available

clinical information and circumstances with respect to the appropri-
ate treatment of an individual patient. Given the inevitable changes

in the state of scientific information and technology, periodic review
and revision will be necessary.

Anatomy of the Plantar Fascia

The plantar fascia is synonymous with the plantar aponeurosis of
the foot and provides a mechanical linkage between the calcaneus
and the toes. It is composed of densely compacted collagen fibers

that are mainly oriented in a longitudinal direction, although some
fibers run in a transverse and oblique direction (2). The plantar

fascia arises mainly from the medial calcaneal tuberosity and
attaches distally, through several slips, to the plantar forefoot and

the medial and lateral inter- muscular septa. Anatomically, it can be
divided into the medial, lateral,

and central components (3).
The medial band is anatomically thin and virtually nonexistent at

its proximal level. Similarly, the lateral band varies in its structure
from relatively thick to nonexistent in 12% of individuals (4,5). When
present, the lateral band provides a partial origin for the abductor
digiti minimi muscle. The lateral band then bifurcates into the
medial and lateral crura at the cuboid level. The stronger lateral
crux inserts into the base of the fifth metatarsal. The medial crux
merges distally with the central
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THE AMERICAN COLLEGE OF FOOT 
AND ANKLE SURGEONS STATE
"Extracorporeal shockwave therapy (ESWT) is safe
and effective in the treatment of plantar fasciitis."
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The below above is a must-watch. We encourage you to
take three minutes to hear from Dr. Martin O'Malley. It's one
of many who using SoftWave and seeing amazing results.

Dr. Martin O'Malley
Practicing Orthopedic Physician at the
Hospital for Special Surgery in New
York, Team Physician for the New
York Giants and USA Basketball. 

His experience with the machine
How he uses it in his practice 
How SoftWave works
Why he thinks every practice should have one 

Highlights from Dr. O'Malley:

CLICK TO 
WATCH
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"SoftWave is the 
most user-friendly 
and effective." 
                         — Dr. O'Malley
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AFTER 
SoftWave 
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Dr. O’Malley findings 

 

Foot and Ankle
Outcomes Score 

53.7 
to 

75.7 

 

BEFORE 
SoftWave 

6.7 

81% 
Patient 

satisfaction 
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No surgery
No injections
No downtime
No medication
Effective treatment

PLANTAR FASCIITIS
Plantar fasciitis has emerged as a persistent
kind of repetitive strain injury that afflicts
runners, hikers, and walkers, and also nearly
everyone who stands for a living, especially on
hard surfaces. The multi-factorial etiology of
plantar fasciitis has led to a significant surge in
the number of sufferers while laying a firm
base for the growth of companies that provide
treatment for this condition. 

The steadily growing patient population has
opened a window of opportunities for
stakeholders who are widely adopting
technologically-advanced products to alleviate
heel pain in less period of time and provide
better relief even in worse cases. 

The global Plantar Fasciitis
Treatment market size is projected
to reach USD 728.1 million by 2028,
from USD 596.8 million in 2021,

Plantar fasciitis is a common
problem that one in 10 people will
experience in their lifetime.

Studies on a cortisone injection
reveal short-term pain relief of a
few months. This relief can last for
a few months and perhaps longer.
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ACHILLES TENDINOPATHY

Shockwave therapy for Achilles tendonitis can help reduce
inflammation, promote blood flow, and reduce calcifications.
Ultimately, combining the effects of shockwave therapy can
improve the body’s natural healing process.

Did you know?

Shockwave therapy to treat Achilles
tendonitis is an excellent treatment
option for patients who have failed other
forms of treatment. It can also be an
excellent tool for treating an acute injury
since it can help act as a pain reliever and
kickstart the healing process.

lost in
productivity
each year.

Approximately 

1/5 of Adults
report issues with
chronic pain.

This can lead to almost

$300
Billion
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1. Safe
Minimal side effects
2. Efficacy
SoftWave therapy has been studied in clinical settings with effective results. It is
often used to increase the available space for the neuroma to sit. By releasing the
space around the large nerve, the pain decreases and may be acceptable to the
patient. It may also be used as a bridge to other more definitive treatments.
3. Non- invasive
The safety profile of this treatment is very high because it is a non-invasive
treatment. Eliminating surgery eliminates risks such as complications of infections
and anesthesia.
4. Unique Mechanism 
No other treatment for Morton’s neuroma works quite in the same way. Other
treatments are surgical that involve breaking the skin barrier to remove or excise the
neuroma. Cryotherapy and radiofrequency ablation have been used but these
methods involve the death of certain cells, despite being noninvasive.
5. Proven Track Record
SoftWave therapy has been studied in clinical trials with a good track record 
of success. 
6. Efficient
SoftWave therapy is fast for patients and providers. Since there is no postoperative
recovery time, patients have no downtime. 

Safe
Effective pain relief
Non-invasive
Proven
No downtime

ADVANTAGES OF
SOFTWAVE
THERAPY FOR
MORTON'S
NEUROMA
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According to data from AHRQ, more than 10 million patients undergo surgical
procedures as inpatients each year, accounting for over one-fourth of all hospital stays.

Surgical site infection (SSI)—defined by the Centers for Disease Control and Prevention
(CDC) as infection related to an operative procedure that occurs at or near the surgical
incision within 30 days of the procedure, or within 90 days if prosthetic material is
implanted at surgery—is among the most common preventable complication 
after surgery. 

SURGICAL SITE INFECTIONS (SSI

SSIs occur in 2% to 4% of all patients undergoing inpatient
surgical procedures. Although most infections are treatable
with antibiotics, SSIs remain a significant cause of morbidity
and mortality after surgery. 

They are the leading cause of readmissions to 
the hospital following surgery, and approximately 3% 
of patients who contract an SSI will die as 
a consequence. 

71y, female, diabetic, polyneuropathy,
after two surgical revisions

5 treatments (2500 pulses total - 
8 mins/)

S )
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DFUs are among the most common complications of diabetes mellitus. These
wounds are caused by peripheral neuropathy, small vessel occlusion, and
secondary infection or trauma.(1) Because DFUs have a complex etiology and
have various interactions between local and systemic factors, treatment
established in current guidelines is not always successful.(2) Patients with
DFUs often experience pain and are likely to have a recurrence when the DFU
does heal. Approximately 40% of patients will experience recurrence within
three years and 65% within five years.(3) Severe ulcers may lead to
amputation of part of the lower extremity (LE). 

DFUs have an extreme effect on patients with these wounds. These patients
often feel socially isolated and may have limited mobility, sometimes to the
extent that simple, daily tasks are impossible to perform. They also commonly
have pain and discomfort. The widespread effects of DFUs often worsen
patients’ quality of life and can even lead to depression.

DIABETIC FOOT ULCERS
COMPLEX WOUND MANAGEMENT

Diabetic foot ulcer after surgical intervention
71 years old, female, diabetic; 5 SoftWave treatments in total, 2,500 impulses
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COSTS OF TREATING DIABETIC 
FOOT ULCERS ARE RISING
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Studies of patients with
venous leg ulcers indicated
that more than 80% of
patients reported acute or
chronic wound pain, with
half of them rating pain as
moderate to the worst
possible pain.

IS WOUND PAIN A
COMMON PROBLEM?
Wound pain can be due to four causes: 
the presence of the wound, the disease process
(neuropathy, inflammation, ischemia, and infection),
treatment procedures (including debridement,
dressing changes, and cleansing) or very low pain
tolerance.(4) The source of the pain can be
described as nociceptive(5) or neuropathic and its
occurrence as noncyclic, cyclic, or chronic.(6)
Nociceptive pain involves pain receptors in the area
of injury. In contrast, neuropathic pain is processed
by the central nervous system, as in phantom limb
pain, or in the peripheral nervous system as in
peripheral neuropathy.
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SOFTWAVE IS A COST-EFFECTIVE 
AND CONVENIENT THERAPY FOR
WOUND HEALING

Shockwave therapy is typically a 10-minute treatment performed once a week for
6-8 weeks. SoftWave produces an unfocused shock wave which has the patented
advantage of distributing maximum energy to a wide and deep area. This makes for
reduced treatments and better outcomes compared to other non-invasive therapies.

Accelerated healing
Non-invasive
Well-tolerated
Fast and easy to use
Convenient for provider and patient
Reimbusement pathway
Less costly than HBOT, skin substitutes and NPWT 
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RESULTS

Promotes angiogenesis
Increases blood supply
Modulates inflammation
Stimulates cytokines and growth factors
Repairs, remodels, and regenerates tissue
Induces antibacterial effect
Faster wound epithelialization

SoftWave TRT uses patented parallel acoustic 
 shockwaves to accelerate wound healing and
reduce pain.
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VENOUS LEG ULCERS
A MAJOR CLINICAL CHALLENGE

VLUs are among the most common chronic wounds presenting on the lower extremities 
and feet. Between 1.5 and 3.0 in 1000 people have active leg ulcers. Prevalence 
increases with age to about 20 in 1000 people aged over 80 years.

Dr. Matthew Regulski DPM, FFPM RCPS (Glasgow), ABMSP states:
93% of Venous leg ulcers (VLUs) are open longer than one year because of 
comorbidities, lifestyle, and work demands. These wounds are challenging to treat 
because of chronic inflammation, robust biofilms, hypoxia, and inflammatory exudate 
that contribute to continued tissue breakdown and chronicity. The longer the wound is 
chronic the greater the risk of infection, hospitalization, and lost work days.

Dr. Regulski: a case series of patients with chronic venous 
leg ulcers demonstrated that ESWT was associated with 
timely wound closure. 

ESWT, applied every 7 days for 6 sessions in conjunction with good standard wound 
care treatments, was a convenient, outpatient (10-to-15-minute sessions) treatment 
without adverse effects. Complete healing suggests that incorporating ESWT into the 
wound care regimen for chronic non-healing wounds may be beneficial.

SoftWave ESWT was applied to chronic venous leg ulcers. Patients were treated 
 at a single center between 2/2022 and 5/2022. The criteria for application of ESWT 
was a lack of progress toward wound healing despite evidence-based medicine 
protocols. Wounds were considered healed after 6 shockwave treatments. 

Click Here: 
To Schedule a call today

"SoftWave’s ESWT enhances cell
migration and angiogenic signaling 
on chronic wounds through
mechanotransduction resulting in
significant proliferation and healing."

Dr. Matthew Regulski, DPM, FFPM, RCPS
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VENOUS LEG ULCERS
CLINICAL CASE STUDY SUCCESS

Click Here: 
To Schedule a call today

BEFORE 
One year old

wound

Dr. Matthew Regulski DPM, FFPM RCPS 

AFTER
6 SoftWave
treatments
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Click Here: 
To Schedule a call today

REIMBURSEMENT PATHWAY

Leah Amir, MS, MHA

CLICK HERE
to access the 
presentation

"Two codes define SoftWave's (OrthoGold)
ESWT treatment of a wound, 0512T and 0513T.
These codes may be billed by the physician
noting the place of service on the claim.

There is facility payment available for hospital
outpatient and ambulatory surgical centers. 
7 out of 8 of the Medicare Administrative
Contractors. 

Payment requires appropriate documentation
as evidence of the patient’s medical condition
that is intended to be treated by OrthoGold
ESWT. With appropriate billing and
documentation, physicians and their facility
are receiving expected payment."
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Click Here: 
To Schedule a call today

SoftWave produces a cellular
biological response that
accelerates angiogenesis 
and revascularization which
promotes faster wound healing.

THE SCIENCE
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SOFTWAVE EXTRACORPOREAL
SHOCKWAVE THERAPY (ESWT)
PRODUCES A TRUE ACOUSTIC
SHOCKWAVE  

Click Here: 
To Schedule a call today

MECHANOTRANSDUCTION
MECHANISM WITH 3 PHASES
1. PHYSICAL – 
Generates a large positive pressure wave followed by a
negative pressure wave.

2. CHEMICAL – 
Mechanical stimulus leads to biochemical reactions.
Biomolecules are released and cell signaling is activated.

3. BIOLOGIC – 
Angiogenesis, inflammatory modulation, stimulation of
tissue regeneration.
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Click Here: 
To Schedule a call today

WHY SOFTWAVE TRT IS DIFFERENT 
PATENTED APPLICATOR

The SoftWave TRT patented, unfocused applicator
design makes it possible to spread energy to a large
treatment area to stimulate the body’s natural healing
process without microtrauma.
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SOFTWAVE'S PATENTED PARABOLIC
RELECTOR APPLICATOR GENERATES
A PRIMARY AND SECONDARY WAVE
FOR BETTER OUTCOMES
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DIFFERENTIATING SOFTWAVE 
FROM OTHER TECHNOLOGIES
SoftWave technology offers the ONLY
parallel acoustic shockwave

Parallel waves
 

Activation of connective tissue
Treatment of chronic diabetic foot ulcers
Treatment of acute second-degree burns
 Improved blood supply
Temporary pain relief

FDA 510(k) cleared for:
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OP155 UNFOCUSED APPLICATOR
PENETRATES WIDE AND DEEP

SOFTWAVE 
Wider and deeper and is a

true shockwave vs a pulse wave
 

PAGE 28
Click Here: 
To Schedule a call today

https://calendly.com/gladearete/softwave-technology-overview?month=2022-11
https://calendly.com/gladearete/softwave-technology-overview?month=2022-11
https://calendly.com/gladearete/softwave-technology-overview?month=2022-11


SOFTWAVE DELIVERS 

A TRUE ELECTROHYDRAULIC SHOCKWAVE WITH
SPARK GAP TECHNOLOGY ensuring optimum energy
composition and distribution.

THE ONLY PARALLEL UNFOCUSED SHOCKWAVE
DELIVERED FROM A PARABOLIC REFLECTOR 

Click on the image to play video
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To Schedule a call today

VERSATILE
EFFECTIVE
PROFITABLE

Fast and easy to use 

Can be applied by SoftWave-trained staff

Convenient for patient and provider

Position your practice as an innovatior

Increase your revenue potential

Expand your business model
PAGE 30

"From a Practice Administrator 
and clinical staff perspective,
incorporating Softwave has been
very easy. The treatment process is
quick, efficient, and very effective.
Patients are responding very well
and clinical outcomes have been
excellent. Also, the increase in
revenue has been significant."

Tressea Harvey, PMAC
Foot First Podiatry 
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Non-invasive

Well tolerated & safe

Fast healing

Fast treatment times

Less costly than HBPT,
NPWT & CPT

Get better results with the physics and
design of SoftWave's true shockwave
technology and get your patients 
 healing faster

Modulates inflammation
Increases blood supply
Promotes Angiogenesis
Stimulate cytokines & growth factors
Wound epithialization
Tissue regeneration
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Click Here: 
To Schedule a call today

OR CALL US ON:
801-477-5042

VISIT OUR WEBSITE ON:
www.joinSoftWave.com

CLICK HERE
To Book Your Discover Call
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