SANUWAVE HEALTH, INC.
A Paradigm Changing Approach To Regenerative Medicine
Rob Goldman
rob@goldmanresearch.com

September 27, 2011

SANUWAVE HEALTH, INC. (OTC:QB – SNWV - $2.80)
Price Target: $7.00

Rating: Speculative Buy

COMPANY SNAPSHOT

INVESTMENT HIGHLIGHTS

SANUWAVE Health, Inc., a regenerative medicine
company, produces non-invasive, biological response
activating devices to repair and regenerate tissue,
musculoskeletal and vascular structures. SANUWAVE’s
proprietary Pulsed Acoustic Cellular Expression (PACE®)
technology
is
designed
for
wound
healing,
orthopedic/spine, plastic/cosmetic and cardiac applications.
Its lead product, has CE mark approval to treat skin and
subcutaneous soft tissue, and has completed a pivotal
Phase III, Investigational Device Exemption (IDE) clinical
trial for the treatment of diabetic foot ulcers with highly
positive and clinically significant results.

Leveraging its proprietary non-invasive technology,
SANUWAVE is well positioned to garner a share of
multiple regenerative medicine market segments
totaling $10 billion. The Company’s groundbreaking
PACE® (Pulsed Acoustic Cellular Expression) PACE
technology is designed for wound healing, orthopedics,
plastic/cosmetic and cardiac applications. PACE® is a
proprietary form of Extracorporeal Shock Wave
Technology (ESWT) that uses high energy acoustic shock
waves as treatment therapy.
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The Company has already completed a pivotal Phase
III Investigational Device Exemption (IDE) clinical trial
for the treatment of diabetic foot ulcers for its
dermaPACE® device. The trial was very favorable,
demonstrating statistically and clinically significant results.
The dermaPACE® device to treat diabetic foot ulcers
could be approved sometime in 1H12. The Company
recently submitted the final module of its Premarket
Approval application to the FDA, including the Phase III
data, which typically represents the final stage prior to
FDA approval consideration.

OTC:QB
The size of the market is vast and SANUWAVE is
primed to quickly win market share, upon approval.
More than 1.5 million diabetic foot ulcers are treated
annually costing $3 billion. SANUWAVE’s non-invasive,
efficacious method will cost less than half of existing
therapies, enabling the Company to win as much as 5%
of the market within the first 5 years.
We believe SANUWAVE’s shares are a tremendous
value at current levels. With a potential approval around
the corner, as well as other developmental and product
pipeline milestones, we rate these shares Speculative
Buy. In our view, this news-driven stock could easily
reach $7.00 upon approval, which is just 22% higher than
the stock’s 52-week high.
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SANUWAVE HEALTH, INC. (OTC:QB - SNWV)
PACE OVERVIEW
In our view, SANUWAVE Health, Inc. is well positioned to change the wound care management therapy market. Based
upon its PACE® (Pulsed Acoustic Cellular Expression) technology, a proprietary form of Extracorporeal Shock Wave
Technology (ESWT) that uses high energy acoustic shock waves as treatment therapy through an electro-hydraulic
method.
The product consists of a console and an applicator that applies positive and negative pressure through shock wave
therapy. The acoustic pressure waves prompt a biologic response which and causes mechanical stresses on cells, thus
initiating the process. This process results in new vascularization and ultimately complete wound healing.
Management believes that this technology can be utilized in treatment of advanced wound care a $5 billion market, along
with orthopedics, plastic/cosmetic and cardiac applications. The first market in which the Company has elected to target
through its completed clinical trials is the treatment of diabetic foot ulcers, a $3 billion annual market.
It should be noted that SANUWAVE has an enviable intellectual property portfolio. The Company has been awarded 15
U.S. patents for treating a variety of conditions using acoustic shock waves, and has an additional 35 U.S. and foreign
patent applications pending.

Image I. dermaPACE® Device

Image II. dermaPACE® Applicator

Source: SANUWAVE Health, Inc.

THE DFU MARKET & THE PHASE III TRIAL
A major component of the advanced wound care market, the diabetic foot ulcer (DFU) treatment therapies vary. In the
U.S. alone, there are roughly 27 people diagnosed with diabetes and an estimated 1.5 million DFU’s treated each year.
An estimated 25% of all diabetics may acquire a non-healing DFU. Left untreated, or undiagnosed and treated early on,
DFUs can results in 80,000 amputations each year. Hospitalization costs approach $20,000 while amputations are nearly
triple that expense.
As noted above, the Company has already completed a pivotal Phase III Investigational Device Exemption (IDE) clinical
trial for the treatment of diabetic foot ulcers for its dermaPACE® device. The trial was very favorable, demonstrating
statistically and clinically significant results. SANUWAVE enrolled 206 patients enrolled in this a randomized, doubleblinded, sham-controlled, multiple center site, 24-week pivotal trial. The trial’s objective was to demonstrate
dermaPACE®’s safety and efficacy compared to the sham application.
Patients were treated with four non-invasive procedures using its flagship and a sham application devices, over a twoweek period. Patients treated with the SANUWAVE therapy enjoyed a 54% reduction in the size of the affected area
compared with only 7% for the sham control group, after 12 weeks.
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LOOKING AHEAD
We believe that the dermaPACE® device to treat diabetic foot ulcers could be approved sometime in 1H12. The Company
recently submitted the final module of its Premarket Approval application to the FDA, including the Phase III data, which
typically represents the final stage, prior to FDA approval consideration. It should be noted that Kinetic Concepts
(NYSE:KCI) has a competing product to SANUWAVE that generates $1 billion in annual sales. With a direct sales
business model that includes a pay per procedure pricing model, we believe that penetration should be higher than typical
products sold into this market. This is especially the case when considering that the pricing model of this non-invasive
procedure is less than half of the standard-bearers. Thus, we deem it possible that SANUWAVE could capture as much
as 5% of the market in the 5-7 years following approval.
It is expected that new product trials in the wound care and other segments, along with new product introductions and
approvals will fall right behind the dermaPACE® device approval, as the Company’s technology, has, in our view, been
validated in the DFU trials.
We should note that our current estimated shares outstanding figure of 20.9 million excludes warrants that expire late next
year. SANUWAVE has $8 million worth of warrants priced at $2.00 which will expire in December 2012. Those warrants
are owned by insiders who have historically funded the company with cash infusions of loans and equity as the company
needed money.

RISK FACTORS
In our view, SANUWAVE’s biggest risk is clearly the approval of its flagship product. Execution risks, upon approval,
include the time it may be required to educate the market regarding its technology, thus pushing revenue generation out
to a later date, or in smaller initial quantities, thus impacting sales goals. Lack of access to necessary capital, while a
possible risk, is something we view as a negligible factor at this time, as upon approval, we believe SANUWAVE will have
access to capital. Slower sales penetration as a result of Competition from larger firms is not uncommon and is also
consistent with firms of SANUWAVE’s size and standing.

CONCLUSION
We believe SANUWAVE’s shares are a tremendous value at current levels. With a potential approval around the corner,
as well as other developmental and product pipeline milestones in the coming months, we rate these shares Speculative
Buy. In our view, this news-driven stock could easily reach $7.00 upon approval h is just 22% higher than the stock’s 52week high. Our confidence is buttressed by not only the Company’s stellar Phase III results, but its underrated Tier-1
management team, which in our opinion, is more akin to a Company with a market cap greater than $1 billion, rather than
a sub-$100 million market capitalization.
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Recent Trading History For SNWV
(Source: Stockta.com)

www.goldmanresearch.com
Copyright © Goldman Small Cap Research, 2011

Page 4 of 5

Analyst: Robert Goldman
Rob Goldman has over 20 years of investment and company research experience as a senior research analyst and as a
portfolio and mutual fund manager. During his tenure as a sell-side analyst, Rob was a senior member of Piper Jaffray's
Technology and Communications teams. Prior to joining Piper, Rob led Josephthal & Co.'s Washington-based Emerging
Growth Research Group. In addition to his sell-side experience Rob served as Chief Investment Officer of a boutique
investment management firm and Blue and White Investment Management, where he managed Small Cap Growth
portfolios and The Blue and White Fund.
Analyst Certification
I, Robert Goldman, hereby certify that the view expressed in this research report accurately reflect my personal views
about the subject securities and issuers. I also certify that no part of my compensation was, is, or will be, directly or
indirectly, related to the recommendations or views expressed in this research report.
Disclaimer
This Opportunity Research report was prepared for informational purposes only. Goldman Small Cap Research, (a
division of Two Triangle Consulting Group, LLC) produces research via two formats: Goldman Select Research and
Goldman Opportunity Research. The Select product reflects the Firm’s internally generated stock ideas while the
Opportunity product reflects sponsored research reports. It is important to note that while we may track performance
separately, we utilize the same coverage criteria in determining coverage of all stocks in both research formats. While
stocks in the Opportunity format may have a higher risk profile, they typically offer greater upside as well. Goldman Small
Cap Research has been compensated by the a third party for the preparation and publication of this research report. The
Firm does not accept any equity compensation. All information contained in this report was provided by the Company. Our
analysts are responsible only to the public, and are paid in advance to eliminate pecuniary interests, retain editorial
control, and ensure independence. Analysts are compensated on a per report basis and not on the basis of his/her
recommendations.
The information used and statements of fact made have been obtained from sources considered reliable but we neither
guarantee nor represent the completeness or accuracy. Goldman Small Cap Research did not make an independent
investigation or inquiry as to the accuracy of any information provided by the Company, or other firms. Goldman Small
Cap Research relied solely upon information provided by the Company through its filings, press releases, presentations,
and through its own internal due diligence for accuracy and completeness. Such information and the opinions expressed
are subject to change without notice. A Goldman Small Cap Research report or note is not intended as an offering,
recommendation, or a solicitation of an offer to buy or sell the securities mentioned or discussed.
This report does not take into account the investment objectives, financial situation, or particular needs of any particular
person. This report does not provide all information material to an investor’s decision about whether or not to make any
investment. Any discussion of risks in this presentation is not a disclosure of all risks or a complete discussion of the risks
mentioned. Neither Goldman Small Cap Research, nor its parent, is registered as a securities broker-dealer or an
investment adviser with the U.S. Securities and Exchange Commission or with any state securities regulatory authority.
ALL INFORMATION IN THIS REPORT IS PROVIDED “AS IS” WITHOUT WARRANTIES, EXPRESSED OR IMPLIED,
OR REPRESENTATIONS OF ANY KIND. TO THE FULLEST EXTENT PERMISSIBLE UNDER APPLICABLE LAW, TWO
TRIANGLE CONSULTING GROUP, LLC WILL NOT BE LIABLE FOR THE QUALITY, ACCURACY, COMPLETENESS,
RELIABILITY OR TIMELINESS OF THIS INFORMATION, OR FOR ANY DIRECT, INDIRECT, CONSEQUENTIAL,
INCIDENTAL, SPECIAL OR PUNITIVE DAMAGES THAT MAY ARISE OUT OF THE USE OF THIS INFORMATION BY
YOU OR ANYONE ELSE (INCLUDING, BUT NOT LIMITED TO, LOST PROFITS, LOSS OF OPPORTUNITIES,
TRADING LOSSES, AND DAMAGES THAT MAY RESULT FROM ANY INACCURACY OR INCOMPLETENESS OF
THIS INFORMATION). TO THE FULLEST EXTENT PERMITTED BY LAW, TWO TRIANGLE CONSULTING GROUP,
LLC WILL NOT BE LIABLE TO YOU OR ANYONE ELSE UNDER ANY TORT, CONTRACT, NEGLIGENCE, STRICT
LIABILITY, PRODUCTS LIABILITY, OR OTHER THEORY WITH RESPECT TO THIS PRESENTATION OF
INFORMATION.
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