The PULSE
Newsletter Fall 2018
Welcome to the inaugural edition of our quarterly newsletter,
The PULSE. Six years ago, SANUWAVE last published reports of
this nature for our friends in the clinical, technology and investment communities and now we are excited to resurface this
important communication tool. The goal of The PULSE is to
share SANUWAVE company news and provide updates on our
quarterly activities and path forward.

Our Mission
Creating a brighter future
by providing novel and
cost effective solutions,
focused on societal needs
with the sole purpose of
bettering lives everywhere
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Calendar
SANUWAVE invites you to learn
more or introduce a colleague to
the technology at these upcoming
events:
Oct 11 to 13 2018 · Houston TX
DF Conf - (Dr Armstrong)
Nov 2 - Nov 5· SAWC Fall,
Las Vegas, NV

Since I recently joined SANUWAVE, I would like to take this opportunity to introduce myself, share what I discovered during my
research about this opportunity, highlight what I found attractive
about SANUWAVE and emphasize a few learnings during these
past four months. In doing so, I hope to convey my increased
confidence and heighted enthusiasm about our capabilities, our growth ambitions, and our desire
to help Diabetic Foot Ulcer (DFU) patients to achieve a higher quality of life, as a result of the therapy they receive from our technology.
I have been immersed in the health care industry for as long as I can remember. My father was a
physician, so I understandably received parental and family pressure to pursue a career as a physician; however, I decided to choose a more personally interesting path on the research and commercial sides of the industry. My career has spanned the pharmaceutical and medical device sectors, encompassing five years in pharma with Bristol-Myers Squibb and a combined 16 years in
medical devices, with St. Jude Medical (cardiovascular), Stryker (orthopedics), and Molnlycke,
where I served as the General Manager for the surgical business for the past five years. In this
role I led the National/Corporate Accounts teams for the wound care and surgical businesses.
My professional experience was one reason why I was interested in SANUWAVE. The other was a
personal connection to diabetes that struck an emotional chord with me. This was a result of witnessing the challenges my mother endured with Type 2 diabetes for the last 25 years of her life.
She ultimately suffered with end stage renal disease/kidney failure and passed away 11 years ago
as a result of diabetes and related complications. This personal experience inspired me to seriously consider the opportunity at SANUWAVE.
As I researched the technology, its differentiated value proposition, the clinical data, and feedback
from the clinical advisors, it became clear that the company’s technology has the potential to transform the advanced wound care market. Additionally, my excitement to join the SANUWAVE family
was enhanced by the management team, who I found to be extremely capable and passionate.
Throughout our discussions, the team demonstrated remarkable loyalty, determination, and commitment towards bringing this transformative technology to market.
Finally, I focused on evaluating the size of the market opportunity for the technology and found it to
be significant. With the FDA clearance of dermaPACE® for DFU treatment, a $4B U.S. and $20B
worldwide market opportunity was now available and accordingly I felt confident that my collective
experience and leadership capabilities would enhance the company’s ability to successfully commercialize dermaPACE®. The confidence in our ability to successfully brand and commercialize
dermaPACE® in the U.S. and our existing global markets with DFUs and beyond continues to grow
each day. This is what excites me and what ultimately drew me to SANUWAVE.
On behalf of all of us here at SANUWAVE, we will remain focused and committed to our goal to
help as many DFU patients as possible, while growing with integrity and discipline.
Thank you for your support and interest in being part of this great journey.
Shri Parikh

The FDA has granted clearance
for dermaPACE®, the first shock
wave device intended to treat diabetic foot ulcers

Internationally, the efforts of the past two years have finally
paid off and we have entered into fantastic opportunities in
Southeast Asia, Brazil, and Central America. We are strengthening our existing relations in Europe and have added new
ones. There are irons in the fire for a number of other international regions.
Clinically, we are kicking off a case series to map out the perfusion/vascularization that occurs with dermaPACE® treatment.

It doesn’t seem so long ago, strike that, it was a long time ago
in a galaxy far, far away when we enrolled our first patient into
the dermaPACE® Diabetic Foot Ulcer (DFU) trial. That was the
summer of 2007. We kicked off a gold-standard randomized,
controlled, double-blind trial comparing the closure rates of
DFUs using dermaPACE® versus a Sham-control. After two
trials, 336 patients, a PMA and then a de novo submission to
the FDA, the light at the end of the tunnel turned out to be daylight and not an on-coming train.
The FDA’s decision to classify dermaPACE® as a Class II device via the de novo process in December, 2017 gave
SANUWAVE the ability to begin marketing the device in the U.S.
for the treatment of DFUs. Commercialization in the U.S. will
be a measured and controlled process. We have already partnered with Premier Shockwave to address the Veterans Administration and Indian Health markets. We are carefully developing our strategy for payment with the end goal of obtaining a
Category I payment code. We will provide more information on
We have had Australian researchers publish a case series on
this in subsequent newsletters.
the treatment of Venous Leg Ulcers (VLU) using dermaPACE ®
with very promising results. We are in discussions with the
same group to expand the trial work to help with optimizing
dosage.
Here in the United States, we will be planning and kicking off
DFU follow-on studies. So all-in-all, we cannot complain. The
sleeping bear has awoken and he is hungry.
You will be hearing a lot more from us in the coming weeks
and months. Look for us at SAWC Fall in Las Vegas
(November 2 - 5), Wound Innovations in Key West
(December) and a few international shows as well. Our coming out party will be in 2019 and we cannot wait to tell you all
about it. Stay tuned.
- Pete Stegagno, Chief Operating Officer

Diversity and Inclusion

Melissa Miller
Human Resources Director
MBA, SPHR-SCP

diversity and inclusion.

Talent is equally distributed,
but opportunity is not.” A
quote we likely have heard
before, possibly and most
recently on television while
watching a commercial for a
university admissions process. As a Human Resources
leader, the quote resonated,
and I quickly began to translate it into the employment
sector. I felt an immediate
need to question and pick
apart recruiting and organizational development best practices for a temperature check
because Human Resource professionals are committed strategic partners through the lens of

What diversity hurdles remain in the workplace today
after formal inclusions were made a generation ago?
How do we tackle any remaining hurdles and reach a
true state of inclusion?
Diversity:
Embracing diversity begins through company culture. Leaders choosing to prioritize diversity as a top corporate initiative are paving the way through a concerted effort to drive
acceptance and pioneer practices. Generally, this is happening through the preparation and release of a Diversity Statement. The statement is an excellent opportunity for a company to define what diversity means, highlight diversity as a
top priority and commit to practices that equally distribute
opportunities throughout the organization.
Educating our teams about strategic values that emerge from
diversity are imperative for corporate buy-in. Diversity often
produces efficiencies and a competitive edge by elevating
the innovation of ideas for products and services, creating
collaborative teams with a variety of perspectives, enhancing
company acceptance behaviors and offering more sophisticated problem-solving proficiencies. Externally, companies
are also able to relate to larger customer bases, elevate a
company’s branding and interview a multitude of skilled candidates to fill open vacancies through a larger pool of acquired applicants.

As professional “career match-makers”, have we challenged our organizations within their local, national or

global reach to provide opportunities to diverse
candidate pools and current employees at all levels
of the organization?
Diversity can be achieved through the practice of
hiring and promoting employees from a variety of
backgrounds, including ethnicity, race, color, religion,
gender, gender identity, sexual orientation, marital status, age, national origin, disability, veteran status or any
other perceived difference outside of a professional skill
set and work experience that could separate a candidate
from a larger group with similar traits. Embracing diversity does not mean that recruiters and decision makers
should steer away from the best fit for the role in order
to achieve a true diverse state, but rather it means that
the talent search should be widened far enough to include a diverse candidate pool with the required education and soft/hard skill set so that the company can
achieve a more diverse work force through interviews
with the best talent.
How do we go above and beyond to ensure opportunities are being distributed fairly?
Leaders and Human Resources professionals must aim
to spread recruiting opportunities fairly, even if it means
shaking up current or comfortable practices in search of
better, more diverse ones. It’s not so much an exact
science or a formula of ensuring the ratio of males to
females is a perfect 1:1 balance. Rather our professional
focus should be on how we recruit talent to the organization through the right channels so that selection happens naturally and is achieved more easily. Programs
and initiatives to review for a wide diverse reach may
include::
•

College recruiting. Are we targeting colleges that
are diverse or a multitude of colleges that when
combined together, provide a diverse pool of candidates?

•

Ad and job postings. Are we working with websites
and other social media outlets that can show that
they are in turn targeting a diverse audience? What
are those metrics? Have we reviewed them and are
they all-inclusive?

•

Are we supporting local high schools, vocational
schools and community service programs that have
a focus on creating opportunities for diverse candidates?

Diversity and Inclusion, cont...
Inclusion:
Do employees feel accepted at work despite of who
they are or welcomed because of who they are?
This question is addressed in SHRM’s 2018 Learning System,
Diversity and Inclusion. These are two very different feelings that
can provide dissimilar outcomes, the latter being the only one
positively impacting a company’s success. Inclusion is how the
diverse population feels once they have settled in at their respective company. Do employees feel welcomed, comfortable fitting
in with the team and respected as esteemed team members?
Once we have on-boarded our diversified talent pool, we should
continue with our organizational process of developing all employees in their chosen career paths. Long-term commitments
made to talented individuals create loyalty, increase morale and
reduce turnover. Tactical approaches include:
•

Data reviews. Are we slicing and dicing pay data from diverse perspectives and closing emerging gaps accordingly?

•

Training sessions. Are we providing enough effective training
to all individuals?

•

Career pathing and promotions. Are we looking at all qualified internal candidates before providing opportunities and
making a promotion decision? Are we making reasonable
accommodations while remaining focused on the core job
expectations?

Continuous Growth of the
SANUWAVE Patent Portfolio
SANUWAVE’s goal is to be a leading-edge company that is
applying acoustic pressure shockwave technology in many
medical and non-medical fields. Based on our company
culture and growth philosophy, it is imperative to constantly develop and protect our proprietary shockwave technology by creating an effective patent portfolio to cover existing SANUWAVE products, their applications and also the
future products. The intellectual property process takes
time, significant human and financial resources, from the
inception of an idea, submission of a patent application,
obtaining a patent and maintenance throughout its approximately 20-year life. Thus creating and maintaining a patent
portfolio is an important commitment for a company.
However, the intangible value of having a strong patent
portfolio is significant when the overall value of the company is assessed in any type of transaction involving the
company such as merger, acquisition, etc.

Embracing diversity and inclusion is what allows leaders to showcase the organization’s best possible version of itself. Allowing
the team every opportunity to understand, embrace and reap the
rewards of diversity and inclusion enables us to be responsible
managers of our best assets, our people.
SANUWAVE’S Commitment to Diversity:
At SANUWAVE, promoting diversity and inclusion within our global reach is an empowering and progressive position for success
resulting in exceedingly creative and innovative technological
advances worldwide towards our goal of curing tomorrow.
Sources:
*SHRM Learning System 2018, Workplace; Diversity and Inclusion
Deloitte LLP, and NYU School of Law Professor Kenji Yoshino
white paper, “Uncovering Talent: A New Model for Inclusion,”
2013, Deloitte Development LLC

Six years ago in 2012 the company reached a total of 46
patents, which represented an increase of 24%. Also, the
new patent applications were almost half of the total. Add
six years more and in 2018 the total number of patents is
now 68, which represents a 48% increase from 2012 and
an 84% increase from 2006. In 2018 the issued patents
are now 46, compared to 24 in 2006.
These numbers show SANUWAVE’s commitment to continuously reinforce the company’s patent portfolio in diverse
subjects and across many intellectual property fields.
- Iulian Cioanta, Chief Science & Technology Officer

SANUWAVE

WE ARE GROWING!


Record Revenue 2Q 2018 up 300% YoY



Joint Venture Partnerships with Brazil, Central America,
and Southeast Asia



Joint Investigational Partnership with HyperMed



SANUWAVE is increasing its presence in Q3, presenting
at upcoming trade shows and exhibitions



Added Dr. Perry Mayer to SANUWAVE’s Clinical Advisory board
We are pleased to announce that
Dr. Perry Mayer,

Medical Director and
principal at The Mayer
Institute “TMI” in Hamilton, Ontario, Canada,
will be joining the Clinical Advisory Board at
SANUWAVE. TMI is one
of Canada's prominent
Preventative
Diabetic
Foot Care, Advanced
Wound Care and Diabetes Education clinics. Dr. Mayer and
his team are strongly committed to advancing technologies
and prevention practices at TMI, a center of excellence in
the treatment of the diabetic foot.
Dr. Mayer received his undergraduate degree from Queen’s
University in Kingston and medical degree from the Royal
College of Surgeons in Ireland. He spent one year practicing in Northern Ontario before returning to Kingston to
practice family medicine and establish the Quarry Foot Clinic. In 2003, Dr. Mayer moved to Hamilton, Ontario to concentrate solely on the treatment of the diabetic foot. He
formed The Mayer Institute in early 2006, which at present
has over 16,000 patient visits per year, with over 9,000 of
those visits related to diabetic wound care.
Dr. Mayer, welcome aboard.

CASE FOR QUALITY
Quality

is the
fabric of everything we do here
at
SANUWAVE.
From our people,
our facility, our
systems, and ultimately to the superior
products
and services we
provide to our
valued
clients.
Our focus on quality is paramount
and is the key to our continued growth and success.
How do we define Quality here at SANUWAVE? It’s simple.
We view Quality as the vehicle that drives us in two primary
focus areas:
1.

Product Leadership

2.

Operational Excellence

Investing in our employees and ensuring they have the
knowledge, skills, and tools needed to perform their tasks
in an efficient but compliant manner ensures that we are
able to continuously meet and exceed our clients’ demands.
Adhering to all applicable regulatory requirements enhances
our ability to ensure we are adding value to you as a client
and our stakeholders.
- Leon Lambry, Director
Quality Systems & Regulatory Affairs
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