
 

 

To our loyal SANUWAVE Circle of Friends,  

 Greetings and Happy Holidays!  As we near the closing of a monumental 
year for SANUWAVE, our final quarter has focused on Quality, Process and 
investments into our systems and structure, each better positioning us for our 
growth moving forward.  This winter edition of The Pulse newsletter shares 
specifics in these areas with further alignment surrounding focused priorities 
we developed and shared in our Fall newsletter.  2018 was a banner year for  
SANUWAVE and 2019 will be our most defining.  Hope you enjoy this edition 
of The Pulse and we thank you for your interest, ongoing support and for   
being a part of our growing community.   

On behalf of all of us here at SANUWAVE, our best wishes for the holidays, 
and for health and happiness throughout the coming year! 

- Shri Parikh, President 

 

 
Our Focus on Superior Quality and What It Means for Our 
Customers, Employees, and Our Organization As A Whole 

At SANUWAVE, quality is at the forefront of everything we do. From the     
products and services we provide, to our valued customers and our diverse and     
all-inclusive work environment, we are ever-focused on superior quality. 

It’s the focus on superior quality that describes the commitment of SANUWAVE 
employees, and is the principle of our mission statement, “Create a brighter   
future by providing novel and cost-effective solutions, centered around societal 
needs with the sole purpose of bettering lives everywhere”. A responsibility to 
superior quality reinforces this commitment to our customers and is vital to our 
growth and success. 

For our Customers, our commitment to superior quality means that           
SANUWAVE will partner with the healthcare community to ensure we under-
stand and appropriately capture the voice of our customers and consistently 
provide the most technologically advanced solutions and products. 

For our Employees, our commitment to superior quality means that we are  
accountable for the tasks we perform, we stay current with the newest tech-
nology and trends in the industry, we take pride in the work that we do, and 
we follow our standard operating procedures. These moral and ethical behav-
iors enforce and strengthen our ability to consistently produce products that 
meets our customers’ expectations. 

For our organization, our commitment to superior quality means we are relent-
less in our pursuit of providing value-added products and services through   
continuous improvement, adherence to regulatory requirements, functional      
excellence, and investment in our employees.  

- Leon Lambry: Director of Quality and Regulatory Affairs 
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SANUWAVE’s Quality Road Map –  
A Look Ahead at Q1 and Q2, 2019 

 
This is an exciting time to be a part of   
SANUWAVE. As we prepare for the commer-
cialization of dermaPACE® in the United 
States, we are also gearing up for major 
changes in our Quality System.  
 
With superior quality as our focus,         
SANUWAVE will embark on the following 
Quality System Initiatives in the first half of 
2019. 

 

1st Quarter 

• Implement a better process for capturing the Voice of the Customer. 

• Upgrade our current International Organization Standardization (ISO) certification from ISO 
13485:2003 to ISO 13485:2016 for “Medical devices -- Quality management systems --         
Requirements for regulatory purposes”. 

• Certify to the Medical Device Single Audit Program (MDSAP). The MDSAP certification will   
ensure that the Quality Management System (QMS) at SANUWAVE is meeting the regulatory 
requirements for producing, marketing, and sales of medical devices in the five  participating 
countries (United States of America, Canada, Brazil, Australia, and Japan).  For more infor-
mation on MDSAP and MDSAP certification, please visit the following link on the U.S. Food and 
Drug Administration webpage:  

https://www.fda.gov/MedicalDevices/InternationalPrograms/MDSAPPilot/ 

2nd Quarter 
• Standardize our process for conducting post market clinical evaluations and reporting. 

• SANUWAVE will select an electronic Quality Management System software application for 
housing and conducting quality system related documents and records of required activities. 

• SANUWAVE Human Resources and Quality team will implement an improved method for    
assessing training competencies.  
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SANUWAVE’s  Global Update 
 
We are extremely fortunate to have 
teamed up with our Taiwan and 
South East Asia (SEA) partner FKS. 
The uniqueness of this relationship 
has afforded us the opportunity to 
place our devices in twelve coun-
tries.   
 
In order for our technology and the 
FKS roadmap to be implemented 
successfully, each country, distribu-
tor and local Joint Venture (JV) part-
ner was approached with local 
knowledge of history, identity, and 
culture.  FKS has a strong team of 
advisors in the region and our   regis-
tration plan per country emerged as 
well documented and designed.   
 
We now have the green light to 
place devices in       Taiwan, Malay-
sia, Brunei and the Philippines.  
SANUWAVE is in the final stages of 
completing local JV’s via FKS in Indo-
nesia and Singapore. It is our goal to 
have all JVs and local relationships 

finalized by mid 2019.  We have 
agreed to local clinical   papers and 
studies in Malaysia, Taiwan and   
Myanmar (formerly   Burma).  

 
As we strive to accommodate    
cultures and historical relation-
ships, we not only overcome     
language barriers, but also accom-
modate the pace and communica-
tion methods unique to each     

region. For direct and group com-
munication, proficiency with social 
media is paramount. WhatsApp is 
the preferred communication 
platform for most SEA partners 
while WeChat and Line are the 
apps of choice in the Taiwan office.  
Office hours are more fluid and far-
removed from the traditional 9 to 
5 work day.  Given the time differ-
ence and our responsibility as a 
professional, global partner, inter-
actions with SEA and Taiwan at 
times, may take place after 7pm.   
 
Exciting times continue on the 
global front as we anticipate posi-
tive and productive feedback from 
the market! 

 
- André Mouton, Vice President, Intl.  

Sales and Relations 
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As SANUWAVE continues to ramp up our com-

mercialization of the dermaPACE® System in the U.S., 

we have been active participants, either directly or in 

conjunction with our key worldwide partners, in many 

major medical device and wound care conferences 

and symposia. September had SANUWAVE present on 

three continents. Nearly simultaneously, we were 

present in two symposia, one in Pisa, Italy and the 

other in Kuala Lampur, Malaysia.  In Pisa, SANUWAVE, 

along with our Italian partner MATEK, was a major 

sponsor of the 10th annual Pisa Diabetic Foot Course.  

These courses are based on the knowledge and struc-

ture of treatment offered by the specialized diabetic 

foot clinic at the University Hospital of Pisa. The 

courses are used as a basis for building up an interna-

tional educational network within the area and 

for raising political awareness of the challeng-

es related to treatment and prevention of the diabetic 

foot. By combining lectures from different specialists 

and individual training in the clinic, course partici-

pants will gain insight in both the theory of the field 

and the practical methods used in the clinic. Also by 

focusing on the structure of treatment and guidelines 

for establishing a diabetic foot clinic, the courses 

reach out to clinicians as well as hospital department 

or clinic management.  

 

In Kuala Lampur, Malaysia, SANUWAVE, in conjunc-

tion with FKS, our exclusive partner for Southeast 

Asia, exhibited at the Global Wound Conference 2018.  

This event brings key authorities in the field of wound 

care under one roof, to discuss and collaborate on 

recent scientific findings in the hope of improving the 

management of complex wounds and chronic 

wounds.  Prof. Dr. Yur Ren Kuo (Taiwan), Prof. Dr. 

J P Hong, (Korea) and Dr. Seung-Kyu Han (Korea) 

presented on recent research relating to microsurgery 

and perfusion increases associated with the use of the 

dermaPACE® System. 

 

Finally, SANUWAVE 

exhibited at American 

Professional Wound 

Care Association 

(APWCA).  This con-

ference provides for 

the continuing educa-

tion needs of multi-

disciplinary skin and 

wound healing practi-

tioners, from novice 

to expert, by provid-

ing a forum for edu-

cational sessions and 

interactive workshops 

that offer compre-

hensive wound man-

agement strategies.  

At this meeting, Dr. 

Robert Snyder, DPM 

presented an ab-

stract, Acoustic Pressure Shockwaves: A Novel Ad-

vanced Therapy for Wound Management, detailing 

the trial data from the two Phase III diabetic foot ulcer 

trials using SANUWAVE’s dermaPACE® System as the 

investigative device.   

 

November was almost as busy as September.     

SANUWAVE supported one of our distribution part-

ners, Premier Shockwave, at Desert Foot in   Phoenix, 

AZ.  Also, the dermaPACE® System was exhibited at 

the Symposium of Advanced Care (SAWC) Fall 2018 in 

Las Vegas, NV.   

 

The SAWC event is a semi-annual gathering that 

serves as a forum to connect the entire wound care 

team — physicians, nurses, physical therapists, re-

searchers, scientists, podiatrists, and dietitians — with 

the foremost experts in wound care to improve pa-

tient outcomes through education. No other wound 

Trade Show Update 
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care conference offers the level of education,           

advanced state-of-the-art clinical reviews and   

emerging research findings.  At this meeting, there 

were three presentations by three of SANUWAVE’s 

Key Opinion Leaders: 

 

 A poster and presentation from Suzanne Kapp 

PhD, Department of Nursing, The University of 

Melbourne (Australia) titled: Treating Leg Ulcers 

with Extracorporeal Shockwave Technology 

(ESWT), 

 Accelerating Chronic Wound Healing:  Inte-

grating the Use of Non-Invasive Diagnostic Im-

aging and Extracorporeal Shock-Wave Therapy; 

presented by Oscar Alvarez, PhD, CCT, FAPWCA 

and Stephen Bergquist, MD, CWSP (A joint 

presentation with SANUWAVE and HyperMed 

Imaging Inc.) 

 What’s New in Wound Care Technology, featur-
ing a discussion on ESWT by Oscar Alvarez, PhD, 
CCT, FAPWCA and Mark S. Granick, MD. 

 
At the Desert Foot event, an annual  multi-disciplinary 

limb salvage conference, SANUWAVE supported  

 

 

 

 

 

 

 

 

 

 

 

 

 

 

 

 

Premier Shockwave, our exclusive distributor to the 

Veterans Administration (VA), the Indian Health Ser-

vice (IHS) and the Tribally operated healthcare ser-

vices market in exhibiting the dermaPACE® System.  

Dr. Lee C. Rogers, DPM conducted a presentation of 

the Phase III DFU trial results using dermaPACE as the  

investigative device.  

 

Finally, SANUWAVE was a corporate sponsor at the 

annual Innovations in Wound Healing conference in 

December. This symposium brings together research-

ers and industry to discuss topics based on innova-

tions in wound care, tailored for clinicians, scientists 

and industry committed in developing novel therapies 

ranging from tissue regeneration to new treatments 

for chronic wounds.   

 

As busy as 2018 was for SANUWAVE in representing 

the dermaPACE® System to the world, 2019 is shaping 

up to be even more eventful.  We’ll be announcing 

our attendance at many of the same events as well as 

other important shows.  Stay tuned! 

 

       - Pete Stegagno, Chief Operating Officer 

Trade Show Update 
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Social Media and Protecting a Business’s 
Brand through Policy 

 

Before the internet we used a landline phone, trains 
or airplanes to communicate long distances, or talk 
face to face with others. Since then, social media, 
through the internet has connected the world rapidly 
and with vastly     accessible and affordable means. 
The disruptive and significantly innovative technolo-
gies of social media have brought remarkable commu-
nication  synergies to us in a way that some of us nev-
er imagined possible. Seemingly so earth-shattering at 
times that many of us are intimidated by its capabili-
ties and choose to shy away from utilizing or exploring 
social media in depth. Some of us remain focused on 
basic fears like, “be careful what you post, you never 
know who can see it and how it can be used against 
you” and “once it’s on the internet it’s out there forev-
er.” While there is merit to those statements, those 
fears should not paralyze remaining companies from 
embracing social media beyond its surface. The reality 
is that social media is now massively embraced global-
ly by all generations, businesses and groups alike. 
Each year, more businesses will make the leap to de-
velop websites, create on-line campaign strategies, 
sell their goods and services via ecommerce, harvest 
useful data analytics, recruit new talent and even blog 
about their latest and greatest accomplishments. 
Moving passed initial fears because of the exponential 
reach and value that social media will bring to a busi-
ness platform far outweigh the concerns of a novice 
user.  
 
Early on, many businesses had a hands-off philosophy 
when it came to governing employees’ associations 
with the company’s on-line content through a social 
media policy. Reasons included leaders not fully 
knowing how to tackle such a vast initiative, a lack of 
available social media case law, and not wanting to 
restrict this newly found creative and infinite space.  
 
While I was part of that school of thought at the time 
and although employer/employee social media case 
law still lacks, I have evolved to a more palatable    
approach to supporting a social media policy  regard-
ing employees’ associations with their employer’s 

content, while ensuring not to stifle the authentic en-
ergy and passion surrounding employee loyalty and 
not to    infringe upon federal and state laws that pro-
tect user   content, concerted activity and internet 
utilization. 

Attorneys airing on the side of caution may still side 
against a company social media policy and for good 
reason.  The National Labor Relations Board’s (NLRB) 
defined “concerted activity” as it pertains to employ-
ees’ social media use is not yet made crystal clear by 
case law and if a company’s social media policy osten-
sibly infringes on protected activities, the policy could 
prove to be more harmful that good. However, the 
NLRB appears to support narrowly tailored social me-
dia policies and the NLRB’s General Counsel has 
attempted to provide clarity by describing specific 
examples of what on-line content does not constitute 
“concerted activity,” therefore suggesting that an em-
ployee may be disciplined if a social media policy is in 
place and is subsequently violated.  After reading 
through examples one can determine that most of the 
content  was outlined because the employee’s social 
media post did not relate to the terms and conditions 
of employment, lacked the initiation of group action 
and/or did not seek to involve other employees when 
posting; three conditions, when if met, may lead to 
suggested concerted activity. 
 

What should a company look to include in their     
social media policy?  

 
Remember to know your state laws and always re-
view your policy with outside counsel before distrib-
uting a policy. Suggestions below are based broadly 
on federal law only and are never meant to infringe 
upon concerted activity: 
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 A requirement that employees also adhere to/sign 
the Company’s Code of Business Conduct and Eth-
ics in  addition to the social media policy, con-
necting the two policies and highlighting integrity 
as the foundation for both.   

 A statement that harassing content will likely re-
sult in discipline and possibly immediate dismissal 
from employment. 

 Prohibit employees from posting about confiden-
tial company information like the company’s de-
sign plans, internal operations, legal matters, non-
public financial information, sales trends, strate-
gies, forecasts, and future undisclosed promotion-
al activities. 

 Prohibit employees from responding to online 
press inquiries and rather provide direction on a 
company representative to handle press and me-
dia inquiries. 

 A reminder about copyright laws. 

 A requirement that personal social media account 
use shouldn't interfere with employee’s responsi-
bilities at work. 

 A statement that employees, consultants, distrib-
utors and contracted vendors  acting on The Com-
pany’s behalf are never to destroy, damage or 
delete followers from a company owned and op-
erated social media account.  

 A statement that an employee may typically be 
disciplined/terminated if a social media policy is 
violated if the action is deemed not interfere with 
concerted activity.  

 
 
 
 
 
 
 
 
 

 
 

 
What should a Social media policy avoid? 

 
 It is most prudent to avoid any language that may 

infringe upon perceived concerted activity. Instead 
add a disclaimer like It is never Our Company’s in-
tent to     interfere with protections under the Na-
tional Labor  Relations Board.  

 
 Know your state laws. Some states have broad life-

style discrimination statutes, which can prevent 
employers from discriminating based on any lawful 
behavior that an employee engages in while off-
duty and off-premises.  

 
 Never ask employees for their personal social me-

dia account logons and/or passwords  
 
Understanding the importance of why companies 
now need a social media policy follows the desire to 
highlight and maintain a professional and striking 
brand  image. Companies want to attract users to 
view on-line campaigns, buy goods and services, in-
crease positive data indicators and appeal to top tal-
ent by showcasing the image it intends to project. 
Companies also have the responsibility to address 
complaints of social media harassment or discrimina-
tion known to the employer if the harassment is relat-
ed to the workplace.   
 
Stating your Company’s position on a social media 
policy, exemplifies for its employees that the compa-
ny is cares about its online image and aims to set pro-
fessional branding standards. Employees who are loy-
al to the company and promoting the brand’s image 
will in turn follow suit. A social media policy outlines 
the corporate guidelines to reduce the risk of false 
and negative     content while ensuring communica-
tion of its authentic and best version of itself in the 
online world.  
 

- Melissa Miller, Human Resources Director 

Human Resources 
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3D Printing:  A Useful Tool for the Research 
and Development Department 

 3D Printing is a process in which material is joined or 
solidified under computer control to create a three-
dimensional object, with material being added togeth-
er.  The additive material can present itself in the form 
of liquid molecules or powder grains that are being 
fused together. 

 
In the ‘80s this technology took off due to its useful-
ness in printing prototypes for initial concept testing 
and later in additive manufacturing where objects are 
built one layer at a time.  Things got even more inter-
esting when engineers realized that 3D Printing can 
create fully functional assembled multi-component 
objects that sometimes defy the classic thinking of the 
engineering principles and shapes.  Although 3D 
Printing started with plastic materials, nowadays met-
als, ceramics, wood and cells can be used.  Production
-ready parts produced via 3D Printing are now used in 
aviation, the automobile industry, medical applica-
tions, clothing, the movie industry, solar, and the food 
industry, to name a few. 
 

With SANUWAVE at the forefront of applying the 
novel shockwave technology in numerous medical 
applications, constant interest in exploring new   
technologies can expedite the Research and Develop-
ment processes. 

 

3D Printing is the right fit to create fast and cost-

efficient testing fixtures to explore new applications 

for shockwave technology.  In the following example, 

SANUWAVE produced via 3D Printing technology a 

fixture (FIG. 1A, 1B, 1C) used for testing cavitation 

produced by shockwaves transmitted through a solid 

object/coupon.  The applicator is in direct contact 

with the object/coupon on the top end of the fixture 

(FIG. 1B) and the shockwaves action on air-bubbles 

trapped below the object can be assessed (FIG. 1C). 

 
 
 
 
 
 
 
 
 
 
 

 
 
 

Furthermore, SANUWAVE is exploring the 3D Printing 
technology in additive manufacturing, as a way to 
produce lighter and cost-effective parts that can be 
incorporate into our existing products.  As seen from 
FIG. 2, an applicator’s handle is produced via a 3D 
Printing process.  Some of the advantages are: 

 Light weight  
 Lowered cost 
 Efficient use of material 
 Reduced secondary operations 
 Possible customization 
 Sound and vibration control 
 Produced as needed 
 Reduced shelf inventory 

Challenges still exist in the limited range of materials 
available, quality of surface finish, color schemes, and 
slower process when compared to machining. 

 

Research & Development 
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Fig. 1A Fig. 1B 

Fig. 1C Fig. 2 

https://en.wikipedia.org/wiki/Three-dimensional_space
https://en.wikipedia.org/wiki/Three-dimensional_space
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Patent Activity for Year 2018 

Year 2018 was a prolific one from intellectual proper-
ty point of view for SANUWAVE.  Our company add-
ed two new US patents and two European patents 
with 7 designated countries to its issued patent 
portfolio. 
 
The U.S. patent number US 10,053,376 entitled 
“Acoustic Pressure Shock Wave Devices and Methods 
for Fluids Processing” was issued on August 28, 2018 
and has its life running up to December 2036.  The 
patent includes twenty claims relating to the use of 
shockwaves for removing particulate matter from 
contaminated waters. 
 
The U.S. patent number US 10,058,340 entitled 
“Extracorporeal Pressure Shock Wave Devices with 
Multiple Reflectors and Methods for Using These 
Devices” was issued on August 28, 2018 and has its 
life running up to November 2032.  The patent in-
cludes twenty claims relating to the use of extracor-
poreal shockwaves, generated from multiple reflec-
tors for cardiovascular applications, orthopedic afflic-
tions, infection elimination, and stem cells stimula-
tion, proliferation and differentiation. 
 
European patent number EP 2,984,280 entitled 
“Apparatuses and Methods for Generating Shock 
Waves for Use in the Energy Industry” was issued on 

August 8, 2018 and has its life running up to April 
2034, with designated national issuances in Great 
Britain and France.  The patent includes fifteen 
claims relating to the use of shockwaves, generated 
with laser systems, for hydraulic fracturing of rock 
formations, which can be employed in both second-
ary and tertiary oil recovery.   
 
European patent number EP 3,117,784 entitled 
“Usage of Intracorporeal Pressure Shock Waves in 
Medicine” is designated to be issued on December 
26, 2018 and has its life running up to July 2030, with 
designated national issuances in Great Britain, Ger-
many, France, Italy, and Spain.  The patent includes 
fifteen claims relating to the use of intra-corporeal 
shockwaves in medical field.   
 
On top of the granted patents mentioned above, 
SANUWAVE has filed two new patent applications 
this year, one for medical field and the other for non-
medical field. 
 
With these new patent additions, SANUWAVE and its 
wholly owned subsidiary SANUWAVE Health, Inc. has 
a total of 65 patents issued or pending in the field of 
shockwaves used in medical and non-medical appli-
cations. 
 

- Iulian Cioanta, Chief Science and Technology Officer  



 

 

SANUWAVE Health reports record third  
quarter revenue in 2018   

The total revenue for the third quarter of 2018 was 
$596,000, up 269% from the prior year.  Revenue for year 
2018 was $1.4M, up 230% from the prior year. 
 
We have continued to accelerate our growth throughout 
this year.  As we establish and cultivate partners in spe-
cific channels, we are setting ourselves up for a breakout 
in revenue next year. 
 

- Lisa Sundstrom, Chief Financial Officer 
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SANUWAVE Giving Back in 2018 

Walk The Walk—Sometimes the best way 
to bolster employee morale is to give every-
one opportunity to get out there and      
participate in the causes they care about 
most. 

SANUWAVE is proud to have participated in 
the JRDF One Walk 5K, where employees 
and family members walked to raise money 
for juvenile diabetes research.    

Despite it being a soggy and rain-soaked 
morning, SANUWAVE did their small part 
in contributing to the over $1.1 million      
USD raised to combat childhood diabetes.    
Great job, Team! 

Food For Thought—More than one in every 
five children in Georgia live in a food inse-
cure household.  One in 7.5 people, or an 
estimated 755,400 people in metro Atlanta 
and north Georgia turn to food pantries and 
meal service programs each year.  

As part of Atlanta Community Food Bank’s  
“Food Sorting and Product Rescue Event” 
on Dec. 18th,  SANUWAVE employees and 
family members joined a larger team of  
volunteers to help package meals. 

Over the course of 2 hours, volunteers 
packaged 18,980 lbs of food, equating to 
13,588 meals!  They doubled the output of 
a normal evening shift. GO SANUWAVE GO! 

At the Atlanta Community Food Bank 

At the JRDF One Walk, Atlanta 
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