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PARTI
ITEM 1 — BUSINESS

Except for historical information contained in this report, the matters discussed are forward-looking statements that
involve risks and uncertainties. When used in this report, words such as “anticipates”, “believes”, “could”, “estimates”
“expects”, “may”, “plans”, “potential” and “intends” and similar expressions, as they relate to the Company or its manageme
identify forward-looking statements. Such forward-looking statements are based on the beliefs of the Company’s
management, as well as assumptions made by and information currently available to the Company’s management.
Among the factors that could cause actual results to differ materially are the following: the effect of business and
economic conditions; the effect of the dramatic changes taking place in the healthcare environment; the impact of
competitive procedures and products and their pricing; medical insurance reimbursement policies; unexpected
manufacturing or supplier problems; unforeseen difficulties and delays in the conduct of clinical trials and other
product development programs; the actions of regulatory authorities and third-party payers in the United States and
overseas; uncertainties about the acceptance of a novel therapeutic modality by the medical community; continuation

of the GEHC agreement; and the risk factors reported from time to time in the Company’s SEC reports. The Company
undertakes no obligation to update forward-looking statements as a result of future events or developments.

General Overview

This Transition Report on Form 10-K is being filed for the seven months ended December 31, 2011 as a result of the
Company’s decision to change its fiscal year end from May to December. Consequently, annual reports in the future
will report on a calendar year basis.

Vasomedical, Inc. was incorporated in Delaware in July 1987. Unless the context requires otherwise, all references to
“we”, “our”, “us”, “Company”, “registrant”, “Vasomedical” or “management” refer to Vasomedical, Inc. and its subsidiaries
1995, we have been engaged in designing, manufacturing, marketing and supporting EECP® Enhanced External
Counterpulsation systems, based on our proprietary technology, to physicians and hospitals throughout the United

States and in select international markets.

In 2010, the Company, through its wholly-owned subsidiary Vaso Diagnostics d/b/a VasoHealthcare, organized a
group of medical device sales professionals and entered into the sales representation business as the exclusive
representative for the sale of select General Electric Company (GE) diagnostic imaging equipment to specific market
segments in the 48 contiguous states of the United States and the District of Columbia.

In September 2011, the Company acquired Fast Growth Enterprises Limited (FGE), a British Virgin Islands

company, which, through its subsidiaries, owns and controls two Chinese operating companies - Life Enhancement

Technology Ltd. and Biox Instruments Co. Ltd., respectively - to expand its technical and manufacturing capabilities

and to enhance its distribution network, technology, and product portfolio. Also in September 2011, the Company

restructured to further align its business management structure and long-term growth strategy, and now operates

through three wholly-owned subsidiaries. Vaso Diagnostics d/b/a VasoHealthcare continues as the operating

subsidiary for the sales representation of GE diagnostic imaging products; Vasomedical Global Corp. operates the

Company’s newly-acquired Chinese companies; and Vasomedical Solutions, Inc. was formed to manage and
coordinate our EECP® therapy business as well as other medical equipment operations.

We have achieved profitability through the operations of the VasoHealthcare business. The Company will seek to
achieve greater profitability through our recent accretive acquisition of the two Chinese medical device companies and
by expanding our U.S. market product portfolio. In addition, the Company plans to actively pursue other accretive
acquisitions in the international market and is in preliminary discussions to secure a credit facility for up to $25
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million to be utilized for this purpose.
Business Segments
We manage and evaluate our operations based on the products and services we offer. Under this approach, we operate

through two segments - Sales Representation and Equipment. Our principal manufacturing facilities are located
domestically in New York, and internationally in China.
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Sales Representation

The Sales Representation segment operates under a sales representative agreement with GE Healthcare (the “GEHC
Agreement”), the healthcare business unit of GE, which commenced July 1, 2010. The GEHC Agreement has an initial
term of three years, subject to extension and also subject to earlier termination under certain circumstances. All
revenues and expenses in this segment arise through its operations under the GEHC Agreement.

Under the GEHC Agreement, the Company earns commissions based upon achieving certain calendar year
targets. Our commission rate increases as targets are met, resulting in higher rates, should we meet our targets, as the
year progresses. The progressive nature of our agreement can thus result in significantly higher commissions due us
in the fourth and first quarters as compared to the second and third quarters of the calendar year.

The Company has been successfully meeting its obligations under the GEHC Agreement since inception.
Sales and Marketing

We sell diagnostic imaging products to our assigned market through a nationwide team of sales employees led by a
vice president of sales and several regional managers, supported by in-house administrative and other support, as well
as applicable GEHC employees.

Competition

In the U.S. diagnostic imaging market, our main competitors are Hologic, Philips, Siemens, and Toshiba. Key
competitive factors in the market include price, quality, delivery speed, service and support, innovation, distribution
network, breadth of product and service offerings and brand name recognition. We believe GEHC is a leading
competitor in this market.

Equipment

The Equipment segment operates through two subsidiaries: Vasomedical Solutions and Vasomedical Global. The
segment primarily designs, manufactures and distributes medical devices, including EECP® systems, ambulatory
monitoring devices, and patient management devices. Vasomedical Solutions maintains a manufacturing facility in
New York and markets EECP® therapy systems and other medical equipment both in the United States and in select
international markets. Vasomedical Global currently operates engineering development and production facilities in
China. In addition to being the primary supplier of medical equipment to Vasomedical Solutions, it also sells its
ambulatory monitoring products directly to end users in China and other countries.

Market Overview - EECP®

Cardiovascular disease (CVD) is the leading cause of death in the world and is among the top three diseases in terms
of healthcare spending in nearly every country. CVD claimed approximately 812,000 lives in the United States in
2008 and was responsible for 1 of every 3 deaths, according to The American Heart Association (AHA) Heart and
Stroke Statistical 2012 Update (2012 Update). An estimated 82.6 million American adults suffer from some form of
cardiovascular disease. Among these, 16.3 million have coronary heart disease (CHD).

We have FDA clearance to market our EECP® therapy for use in the treatment of stable and unstable angina,
congestive heart failure, acute myocardial infarction, and cardiogenic shock; however, our current marketing efforts
are mostly limited to the treatment of chronic stable angina and congestive heart failure. Medicare and other
third-party payers currently reimburse for the treatment of angina pectoris patients with moderate to severe symptoms
who are refractory to medications and who, in the opinion of a cardiologist or cardiothoracic surgeon, are not
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candidates for invasive procedures. Patients with co-morbidities of heart failure, diabetes, peripheral vascular disease,
etc. are also reimbursed under the same criteria, provided the primary diagnosis and indication for treatment with
EECP® therapy is refractory angina symptoms.
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Angina

Angina pectoris is the medical term for a recurring pain or discomfort in the chest or near the neck due to coronary
artery disease (CAD). The number of angina patients in the United States is approximately 9.0 million, according to
the 2011 Update. There are approximately 100,000 to 150,000 new refractory angina patients each year who do not
adequately respond to medication, and are not amenable to invasive revascularization procedures such as percutaneous
coronary interventions (PCI), with angioplasty and coronary stent placement or coronary artery bypass grafting
(CABG). Currently our EECP® therapy is mostly prescribed for these patients because of the potential to meet the
guidelines for reimbursement of EECP® therapy.

In February 1999, the Centers for Medicare and Medicaid Services (CMS), the federal agency that administers the
Medicare program for approximately 47.7 million beneficiaries in 2011, issued a national coverage policy for the use
of external counterpulsation therapy in the treatment of refractory angina. Medicare reimbursement guidelines have a
significant impact in determining the available market for EECP® therapy. We believe that the majority of the
patients who receive EECP® therapy are Medicare patients, and many of the younger patients are covered by
third-party payers. Medicare guidelines limit reimbursement for EECP® therapy to patients who do not adequately
respond to medical therapy and are not readily amenable to invasive therapy. As a result, an important element of our
strategy is to grow the market for EECP® therapy by expanding reimbursement coverage to include a broader range
of angina patients than the current coverage policy provides and enable EECP® therapy to compete more with other
therapies for ischemic heart disease. To this end, we have engaged a consulting firm in a two-year agreement to assist
us in promoting EECP therapy as a first line option in the treatment of CCS Class III/IV angina with both Medicare
and a major healthcare third-party payer, and extending Medicare coverage to heart failure and Class II angina. Please
see the “Reimbursement” section of this Form 10-K for a more detailed discussion of reimbursement issues.

Congestive Heart Failure (CHF)

CHF is a condition in which the heart loses its pumping capacity to supply the metabolic needs of all other
organs. The condition affects both sexes and is most common in people over age 50. Symptoms include angina,
shortness of breath, weakness, fatigue, swelling of the abdomen, legs and ankles, rapid or irregular heartbeat and low
blood pressure. CHF is treated with medication surgery, and, in certain severe cases, heart transplants. Left
ventricular assist devices (LVADs) and the use of cardiac resynchronization and implantable defibrillators are useful
in selected patients with heart failure. Still, no consensus therapy currently exists for CHF and patients must currently
suffer their symptoms chronically and have a reduced life expectancy.

According to the 2012 Update, in 2008 approximately 5.7 million adults in the United States were suffering heart
failure and about 670,000 new cases of the disease occur each year. The prevalence of the disease is growing as a
result of the aging of the population and the improved survival rate of people after heart attacks. Because the
condition frequently entails visits to the emergency room and in-patient treatment centers, two-thirds of all
hospitalizations for people over age 65 are due to heart failure. Congestive heart failure offers a good strategic fit
with our current angina business and offers an expanded market opportunity for EECP® therapy. Unmet clinical
needs in CHF are greater than those for angina, as there are few consensus therapies, invasive or otherwise, beyond
medical management for the condition. It is noteworthy that data collected from the International EECP® Patient
Registry™ (IEPR) at the University of Pittsburgh Graduate School of Public Health shows that approximately one-third
of angina patients treated with EECP® also have a history of CHF and 70% to 80% have demonstrated positive
outcomes from EECP® therapy.

We will continue to educate the marketplace that EECP® therapy is a therapy for ischemic cardiovascular disease and
that patients with a primary diagnosis of heart failure, diabetes, peripheral vascular disease, etc. are also eligible for
reimbursement under the current coverage policy, provided the primary indication for treatment with EECP® therapy
is angina or angina equivalent symptoms and the patient satisfies other listed criteria. Additionally, we have engaged
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a consulting firm in a two-year agreement to assist us in extending CMS coverage and reimbursement to NYHA Class
II/IIT heart failure. Please see the “Reimbursement” section of this Form 10-K for a more detailed discussion of

reimbursement issues.
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Other Potential Applications of EECP® Therapy

While currently we only have FDA clearance to market EECP® therapy in the United States for the treatment of
stable and unstable angina, congestive heart failure, acute myocardial infarction and cardiogenic shock, there are many
clinical papers published in peer reviewed medical journals demonstrating the safety and effectiveness in off-label
applications by physicians, both domestic and overseas. During the past several years, many studies have been carried
out to provide scientific evidence-based explanation on the mechanisms of action of EECP® therapy. Results of these
studies show that EECP® therapy improves endothelial function in dilating vasculature, stimulates angiogenesis in
forming new blood vessels, reduces inflammatory responses in deactivating signaling proteins and attenuates the
atherosclerotic process by limiting smooth muscle cells proliferation and migration. These actions, demonstrated in
scientific studies and published in peer reviewed medical society journals, have led physicians to use EECP® therapy
in the treatment of many different cardiovascular symptoms, such as:

® Cerebral vascular disease, specifically ischemic stroke.
¢ Cardiac syndrome X

e Erectile dysfunction

¢ Chronic kidney disease

¢ Diabetes mellitus

It is believed that there is sufficient clinical and scientific evidence in these and other potential applications to
demonstrate EECP® therapy’s safety and efficacy. However, large randomized control studies appear to be needed to
confirm the preliminary findings and drive market clearance and reimbursement.

We will continue to observe development in the use of EECP® therapy in new applications and may continue to
sponsor clinical studies seeking regulatory clearance and reimbursement as funding becomes available.

The EECP® Therapy Systems

The EECP® therapy systems are noninvasive treatment systems utilizing fundamental hemodynamic principles to
augment coronary blood flow and, at the same time, reduce the workload of the heart while improving the overall
vascular function. The treatment is completely noninvasive and is administered to patients on an outpatient basis,
usually in daily one-hour sessions, five days per week over seven weeks for a total of 35 treatments. The procedure is
well tolerated and most patients begin to experience relief of chest pain caused by their coronary artery disease after
15 to 20 hours of therapy. As demonstrated in the clinical studies on EECP® therapy , positive effects have been
shown in most patients to continue for years following a full course of therapy.

Clinical Studies on EECP® Therapy

There are at least 160 papers published in peer-reviewed medical journals related to EECP® therapy since 1992, and
many more published in scientific and medical conferences all over the world. Most of these journal publications are
clinical reports on the results in patients with chronic stable angina and/or heart failure. With only a few exceptions,
these reports are generated using Vasomedical EECP® therapy systems. In summary, this body of literature contains
evidence from a variety of institutions and investigators demonstrating the pathophysiological mechanisms underlying
the benefits of EECP® therapy and the beneficial clinical outcomes of EECP® therapy, as follows:

Mechanisms of Action

In the past several years, the mechanisms of action of EECP® therapy have been the subjects of many investigations.
It is now clear that during EECP® therapy the hemodynamic effect increases the pressure gradient across coronary
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stenosis, induces higher shear stress on the endothelial monolayer, promotes angiogenesis and collateral development,
improves endothelial functions, and reduces circulating proinflammatory cytokines, arterial stiffness and smooth
muscle cells proliferation and migration, slowing down the progression of atherosclerotic processes. EECP® therapy:

13



Edgar Filing: VASOMEDICAL INC - Form 10-KT

eproduces significant increase in coronary blood flow, cardiac output, left ventricular unloading documented by in
intracoronary pressure ultrasound Doppler study;
estimulates development of angiogenesis and arteriogenesis resulting in recruitment of collateral circulation
documented by intracoronary pressure wire measurements;
—improves endothelial function by increased plasmas nitric oxide and decreased endothelin-1 levels, producing
vasodilation;
—neutralizes reactive oxygen species by reduction of 8-isoprostance and asymmetrical dimethylarginine, reducing
cells injury;
—reduces inflammatory cytokines including tumor necrosis factor- , monocyte chemoattractant protein-1, soluble
vascular cell adhesion molecule and high-sensitivity C-reactive protein;
—increases release of endothelial progenitor cell, improves endothelial functions and reduces smooth muscle cells
migration and proliferation;
—increases release of neurohormonal factors including angiotensin-II, ANP, BNP, improving control of vascular
tone;
— reduces arterial stiffness, reducing blood pressure and resistance to blood flow; and
— increases flow-mediated dilation of the brachial and femoral arteries.

Beneficial Clinical Outcomes of EECP® Therapy

eincreases myocardial perfusion to ischemic regions of the heart in patients with coronary artery disease (CAD),
documented by radionuclide stress tests, improving cardiac functions;
. eliminates or reduces angina and heart failure symptoms;
. improves exercise capacity in patients with CAD;
eimproves angina function class determined by Canadian Cardiovascular Society, improving functional capacity in
patients with CAD and heart failure;

° reduces frequency of angina episodes and nitroglycerin usage in patients with refractory angina;
o improves quality of life in patients with angina and heart failure;
o eliminates or reduces the use of anti-angina medications;
o Benefits are sustained for up to three to five years.

Independent research aiming to fully explain the precise scientific means by which EECP® therapy achieves its
long-term beneficial effects continues to be conducted and published every year. There is evidence to suggest that the
EECP® therapy triggers a neurohormonal response that induces the production of growth and vasodilatation factors
that promotes recruitment of new arteries and dilates existing blood vessels. The recruitment of new arteries, known
as collateral blood vessels, bypass blocked or narrowed vessels and increase blood flow to ischemic areas of the heart
muscle that were receiving an inadequate supply of blood. There is also evidence to support a mechanism related to
improved function of the endothelium (the inner lining of the blood vessels), which regulates the luminal size of the
arteries and controls the dilation of the arteries to ensure adequate blood flow to all organs, thus reducing constriction
of blood vessels that supply oxygenated blood to the body’s organs and tissues and as a result the reduced workload of
the heart.

Significant Economic Benefits of EECP® Therapy

Beginning in 1998, we sponsored the International EECP® Patient Registry (IEPR™) with the Department of
Epidemiology Data Center at the University of Pittsburgh, Graduate School of Public Health as the coordinating
center responsible for data collection, processing, as well as performing error and consistency checks and
analysis. The IEPR™ is a voluntary registry recording consecutive patients enrolled in clinical sites undergoing for at
least 1 hour of EECP® therapy. There are at least 26 papers published in medical peer-reviewed journals and more
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than 85 presentations in major scientific/clinical conferences using data collected in the IEPR™. The IEPR™ also
examined the economic impact of EECP® treatment by collecting data on emergency department (ED) visits and
hospitalizations in patients with refractory angina and LVD. Patients with refractory angina and LVD exert an
enormous burden on health care resources primarily because of the number of recurrent emergency department (ED)
visits and hospitalizations. Results from 450 patients with LVD (ejection fraction no more than 40%) treated with
EECP® therapy for their refractory angina with data on all-cause ED visits and hospitalization rates within six months
before EECP® therapy were compared with those at six months after EECP® therapy, and were analyzed and
published in Congestive Heart Failure in February 2007. Despite the unfavorable risk profile, refractory angina
patients with LVD achieved a substantial reduction in all-cause ED visits and hospitalization rates at 6-month
follow-up. The mean number of ED visits per patient decreased from 0.9+2.0 pre-EECP to 0.2+0.7 at 6 months, and
hospitalizations were reduced from 1.1+1.7 to 0.3+0.9. the significant reduction in ED visits and hospitalizations
post-EECP® therapy is consistent with findings presented elsewhere. EECP® therapy has the potential to save
billions in healthcare costs each year, and the Company is educating payers on these benefits as part of its campaign to
expand reimbursement.
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Registry data, while considered a valuable source of complementary clinical data, is deemed by researchers and others
to be less convincing than data from randomized and blinded clinical trials and from certain other well-controlled
clinical study designs. There can be no assurance that the Company will be able to obtain regulatory, reimbursement
or other types of approvals, or a favorable standing in medical professional practice guidelines, based only upon
results observed in patients enrolled in registries.

Sales and Marketing — EECP®
Domestic Operations

We sell EECP® therapy systems, ambulatory monitoring devices and patient management devices to treatment
providers such as hospitals, clinics and physician private practices in the United States through a combination of
employees and independent sales representatives managed by a vice president of sales and marketing, along with
in-house administrative support. The efforts of our sales organization are further supported by clinical educators who
are responsible for the onsite training of physicians and therapists as new centers are established. This clinical
applications group also engages in training and certification of new personnel at each site, as well as in updating
providers on new clinical developments relating to EECP® therapy. The Company also markets certain products,
accessories and supplies through an online store.

Our marketing activities support physician education and physician outreach programs, exhibition at national,
international and regional medical conferences, as well as sponsorship of seminars at professional association
meetings. These programs are designed to support our field sales organization and increase awareness of EECP®
therapy in the medical community. Our marketing activities also include promotion of awareness among third-party
payers and potential patients of the benefits of EECP® treatment for patients suffering from CHF as well as
angina. In 2011, we also retained the services of a public relations group to assist us in promoting awareness for
potential future growth as well as to support our current medical providers.

We employ service technicians for the repair and maintenance of EECP® systems and, in some instances, on-site

training of a customer’s biomedical engineering personnel. We provide a service arrangement at the time of equipment
sale that includes: service by factory-trained service representatives, material and labor costs, emergency and remedial

visits, software upgrades, technical phone support and preferred response times. After the service arrangement

expires, we service our customers after the service arrangement expires either under separately purchased annual

service contracts or on a fee-for-service basis.

International Operations

We distribute our EECP® products in the international market primarily through a network of independent
distributors. It has generally been our policy to appoint distributors with exclusive marketing rights to EECP® therapy
systems in their respective countries or regions, in exchange for their commitment to meet the duties and
responsibilities required of a distributor. Each distribution agreement contains a number of requirements that must be
met for the distributor to retain exclusivity, including minimum performance standards. Duties of the distributors
include registering the product and obtaining necessary regulatory or clinical approvals to support local registration or
reimbursement for EECP® therapy, as well as clinical and technical support to the therapy providers in their
respective territories.

Our international marketing activities include, among other things, assisting distributors in obtaining regulatory
clearance and national or third-party healthcare insurance reimbursement approval, participating in trade shows and
medical conferences to create greater awareness and acceptance of EECP® therapy by clinicians, and identifying
additional distribution channels in those countries in which we do not currently have a presence.
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International sales may be subject to certain risks, including export/import licenses, tariffs, and other trade
regulations. In addition, there can be no assurance that we will be successful in maintaining our existing distribution
agreements or entering into any additional distribution agreements, or that our international distributors will be
successful in marketing EECP® therapy.

Competition in the EECP® Market

While we believe that we are the industry leader, we are aware of at least three direct competitors with an external
counterpulsation device on the U.S. market and two additional competitors in the international market. Some other
companies have also received FDA 510(k) clearance for external counterpulsation systems since 1998, although we
have not seen these systems commercially available in the marketplace. While we believe that these competitors’
involvement in the market is limited, there can be no assurance that these companies will not become a significant
competitive factor or that other companies will not enter the external counterpulsation market.

We view other companies engaged in the development of device-related, biotechnological or pharmacological
approaches to the management of cardiovascular disease as potential competitors in the marketplace as well. These
include such common and well-established medical devices and treatments as the intra-aortic balloon pump (IABP),
ventricular assist devices (VAD), coronary artery bypass graft surgery (CABG), coronary angioplasty, mechanical
circulatory support (MCS), transmyocardial laser revascularization (TMR), total artificial hearts, cardiac
resynchronization devices, spinal cord stimulation (SCS), ranolazine and nesiritide (Natrecor®); as well as newer
technologies such as gene therapy.

Government Regulations on EECP® Systems

We are subject to extensive regulation by numerous government regulatory agencies, including the FDA and similar
foreign agencies. We are required to comply with applicable laws, regulations and standards governing the
development, preclinical and clinical testing, manufacturing, quality testing, labeling, promotion, import, export, and
distribution of our medical devices.

Clearance by U.S. FDA

Our EECP® therapy systems are currently classified by the US FDA as Class III devices, which include devices for
which there is insufficient information demonstrating that general and special controls will provide reasonable
assurance of safety and effectiveness, and which are life-sustaining, life-supporting or implantable devices, are of
substantial importance in preventing impairment of human health, or pose a potential unreasonable risk of illness or
injury. The FDA generally must clear a Class III device for marketing in the United States by a premarket approval
(PMA), unless it is considered as a preamendments device — device that was commercially distributed before May 28,
1976 — and thus can be cleared by premarket notification, or 510(k). The Company’s initial system received FDA 510
(k) clearance in 1995, with later models receiving clearance at various times between 2000 and 2004.

Modifications to a previously cleared medical device that do not significantly affect its safety and effectiveness or
constitute a major change in the intended use can be made without having to submit a new 510(k). Vasomedical
followed relevant FDA guidance and concluded that the changes incorporated into its Model TS4 did not require a
new 510(k) prior to its introduction to market. Vasomedical subsequently obtained a 510(k) that applied to the Model
TS4 and all of its models in March 2004, when it made changes to the labeling of all of its EECP® therapy
systems. In November 2004, Model Lumenair and AngioNew®-VI were introduced, and again it was concluded that
the changes did not require a new 510(k).

There can be no assurance that all the necessary FDA clearances or approvals, including approval of any PMA
required by the promulgation of a regulation, will be granted for our products, future-generation upgrades or newly
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developed products, on a timely basis or at all. Failure to receive, or delays in receipt of such clearances, could have a
material adverse effect on our financial condition and results of operations.
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Clinical Trials

If human clinical trials of a device are required, whether to support a 510(k) or PMA application, the trials’ sponsor,
which is usually the manufacturer of the device, first must obtain the approval of the appropriate institutional review
boards. If a trial is of a significant risk device, the sponsor also must obtain an investigational device exemption, or
IDE, from the FDA before the trial may begin. For all clinical testing, the sponsor must obtain informed consent from
the patients participating in each trial. There is no guarantee that the sponsor, whether Vasomedical or others, will
obtain all necessary approvals, exemptions and consents before future clinical trials, and furthermore, the results of
clinical testing that a sponsor undertakes may be insufficient to obtain clearance or approval of the tested product.

Pervasive and Continuing FDA Regulation

We are also subject to other FDA regulations that apply prior to and after a product is commercially released. These

include the current Good Manufacturing Practice (cGMP) requirements, set forth in FDA’s Quality System Regulation
(QSR), that require manufacturers to have a quality system for the design, manufacture, packaging, labeling, storage,

installation and servicing of medical devices intended for commercial distribution in the United States. This

regulation covers various areas including management and organization, device design, purchase and handling of

components, production and process controls such as those related to buildings and equipment, packaging and labeling

control, distribution, installation, complaint handling, corrective and preventive action, servicing, and records. We are

subject to periodic and random inspections by the FDA for compliance with the cGMP requirements and Quality

System Regulation.

The FDA also enforces post-marketing controls that include the requirement to submit medical device reports to the
agency when a manufacturer becomes aware of information suggesting that any adverse events are related to its
marketed products. The FDA relies on medical device reports to identify product problems and utilizes these reports
to determine, among other things, whether it should exercise its enforcement powers. The FDA also may require
post-market surveillance studies for specified devices.

We are subject to the Federal Food, Drug, and Cosmetic Act’s, or FDCA’s, general controls, including establishment
registration, device listing, and labeling requirements. If we fail to comply with any requirements under the FDCA,
we, including our officers and employees, could be subject to, among other things, fines, injunctions, civil penalties,
and criminal prosecution. We also could be subject to recalls or product corrections, total or partial suspension of
production, denial of premarket notification clearance or PMA approval, and rescission or withdrawal of clearances
and approvals. Our products could be detained or seized, the FDA could order a recall, repair, replacement, or refund
of our devices, and the agency could require us to notify health professionals and others that the devices present
unreasonable risks of substantial harm to the public health.

The advertising of our products is subject to regulation by the Federal Trade Commission, or FTC. The FTC Act
prohibits unfair or deceptive acts or practices in or affecting commerce. Violations of the FTC Act, such as failure to
have substantiation for product claims, would subject us to a variety of enforcement actions, including compulsory
process, cease and desist orders and injunctions, which can require, among other things, limits on advertising,
corrective advertising, consumer redress and restitution, as well as substantial fines or other penalties.

As a sales channel partner, we are subject to various federal, state and local laws targeting fraud and abuse in the
healthcare industry, including anti-kickback and false claims laws.

Foreign Regulation

In most countries to which we seek to export our EECP® systems, a local regulatory clearance must be obtained. The
regulatory review process varies from country to country and can be complex, costly, uncertain, and
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time-consuming. Vasomedical EECP® systems are all manufactured in accordance with ISO 13485, the international
standard for medical devices. All our current systems are CE marking certified for European Union countries, and
covered by our Health Canada license.

We are also subject to audits by organizations authorized by foreign countries to determine compliance with laws,

regulations and standards that apply to the commercialization of our products in those markets. Examples include

auditing by a European Union Notified Body organization (authorized by a member state’s Competent Authority) to
determine conformity with the Medical Device Directives (MDD) and by an organization authorized by the Canadian

government to determine conformity with the Canadian Medical Devices Regulations (CMDR).

9
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There can be no assurance that we will obtain desired foreign authorizations to commercially distribute our products
in those markets or that we will comply with all laws, regulations and standards that pertain to our products in those
markets. Failure to receive or delays in receipt of such authorizations or determinations of conformity could have a
material adverse effect on our financial condition and results of operations.

Patient Privacy

Federal and state laws protect the confidentiality of certain patient health information, including patient records, and

restrict the use and disclosure of that protected information. The U.S. Department of Health and Human Services

(HHS) published patient privacy rules under the Health Insurance Portability and Accountability Act of 1996 (HIPAA

privacy rule) and the regulation was finalized in October 2002. Currently, the HIPAA privacy rule affects us only

indirectly in that patient data that we access, collect and analyze may include protected health

information. Additionally, we have signed some Business Associate Agreements with Covered Entities that

contractually bind us to protect private health information, consistent with the HIPAA privacy rule’s requirements. We
do not expect the costs and impact of the HIPAA privacy rule to be material to our business.

Practice Guidelines for EECP® Therapy

Medical professional societies periodically issue Practice Guidelines to their members and make them available
publicly. The American College of Cardiology (ACC) and the American Heart Association (AHA) have jointly
engaged in developing practice guidelines since 1980 to critically evaluate the use of diagnostic procedures and
therapies in the management or prevention of cardiovascular diseases. These guidelines are meant to “improve the
effectiveness of care, optimize patient outcomes and affect the overall cost of care favorably by focusing resources on
the most effective strategies.” Recommendations incorporated into the guidelines are based upon an assessment of the
strength of evidence for or against a treatment or procedure and estimates of expected health outcomes stemming from
a formal review of peer-reviewed published literature. These guidelines may not be updated for some time.

The ACC/AHA 2002 Guideline Update for the Management of Patients with Chronic Stable Angina was issued in
2003. Comments on external counterpulsation appear in a section entitled Recommendations for Alternative
Therapies for Chronic Stable Angina in Patients Refractory to Medical Therapy Who Are Not Candidates for
Percutaneous Intervention or Surgical Revascularization and include a so-called Class IIb
recommendation. ACC/AHA guideline classifications I, IT and III are used to “provide final recommendations for both
patient evaluation and therapy” and a Class IIb rating is defined as “Usefulness/efficacy is less well established by
evidence/opinion.”

An Update to the 2002 ACC/AHA Guidelines has been under review by the ACC Guidelines Committee for the
Guideline Update for the Management of Patients with Chronic Stable Angina and was originally scheduled for
release in spring 2011. Based upon the publication of numerous randomized, controlled studies in the last several
years on the mechanisms of action of EECP® therapy, the Company made a formal request, and has contacted all
domestic EECP® providers and key opinion leaders in the field of cardiology to support its request, for an upgrade
from the Class IIb classification to a Ila level, consistent with the current published scientific evidence. The update
has been delayed; however, we have been advised by the ACC that a new release date has been scheduled for
mid-summer 2012.

The ACC/AHA 2005 Guidelines for the Diagnosis and Management of Chronic Heart Failure in the Adult was issued
in 2005. External counterpulsation is listed as one of the devices under investigation in a section entitled “Drugs and
Interventions Under Active Investigation.” The 2006 Comprehensive Heart Failure Practice Guideline, issued in
February 2006 by the Heart Failure Society of America, does not include any comments on the use of external
counterpulsation therapy for treating heart failure patients.
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In summary, while there is still some reluctance in the cardiology community about the broader use of EECP®
therapy, positive evaluations of its application for patients with chronic angina and heart failure continue to appear in
presentations at major scientific meetings and in peer-reviewed publications each year. We believe the new evidence
from completed and ongoing studies regarding the efficacy of EECP® therapy and its long lasting effect will be
sufficient to warrant a modification of practice guidelines to a more favorable recommendation, increased acceptance
by the medical community, and broader reimbursement coverage.

Reimbursement for EECP® Therapy

Reimbursement coverage and payment rates are important factors in the sales of our products, and we depend in large
part on the availability of reimbursement programs. Medicare, Medicaid, as well as private health care insurance and
managed-care plans determine eligibility for coverage of a product or therapy based on a number of factors, including
the payer’s determination that the product is reasonable and necessary for the diagnosis or treatment of the illness or
injury for which it is administered according to the scope of clinical evidence available, accepted standards of medical
care in practice, the product’s cost effectiveness, whether the product is experimental or investigational, impact on
health outcomes and whether the product is not otherwise excluded from coverage by law or regulation.

Our reimbursement strategies are currently focused in the following areas: expanding coverage to include heart failure
and mild angina, modifying reimbursement policy language to allow for EECP® therapy as a first line treatment for
severe angina, increasing the reimbursement rate of current coverage, and obtaining coverage in selected international
markets.

Current Medicare Coverage in Angina

In February 1999, CMS, the federal agency that administers the Medicare program for approximately 47.7 million
beneficiaries now, issued a national coverage policy under HCPCS code G0166 for the use of the EECP® therapy
system. Key excerpts from the coverage read as follows:

“Although ECP devices are cleared by the Food and Drug Administration (FDA) for use in treating a variety of cardiac
conditions, including stable or unstable angina pectoris, acute myocardial infarction and cardiogenic shock, the use of
this device to treat cardiac conditions other than stable angina pectoris is not covered, since only that use has
developed sufficient evidence to demonstrate its medical effectiveness.”

“... for patients who have been diagnosed with disabling angina (class IlII or class IV, Canadian Cardiovascular Society
Classification or equivalent classification) who, in the opinion of a cardiologist or cardiothoracic surgeon, are not
readily amenable to surgical interventions such as balloon angioplasty and cardiac bypass because:
1. their condition is inoperable, or at high risk of operative complications or post-operative failure;
2. their coronary anatomy is not readily amenable to such procedures; or
3. they have co-morbid disease states, which create excessive risk.”

The physician office setting and the hospital outpatient facility are the only entities currently authorized to receive
reimbursement for the EECP® therapy under the Medicare program and reimbursement is not permitted to other
individuals or entity types, which include, but are not limited to, nurse practitioners, physical therapists, ambulatory
surgery centers, nursing homes, comprehensive outpatient rehabilitation facilities, outpatient dialysis facilities, and
independent diagnostic testing facilities. The 2012 national average payment rate per hourly EECP® therapy session
in the physician office setting and the hospital outpatient facility is $151 and $94, respectively. Actual reimbursement
rates vary throughout the country and range from $126 to $204 per hourly EECP® therapy session in the physician
office setting. The national average payment rate varied considerably (from $130 in 2000 to $208 in 2003 for
physician offices), but has become stable since 2004, as in the summary below:
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Year Physician Office Hospital
2004 $137 $113
2005 $138 $102
2006 $138 $104
2007 $147 $107
2008 $156 $109
2009 $150 $102
2010 $148 $104
2011 $153 $102
2012 $151 $94

If there were any material change in the availability of Medicare coverage, or if the reimbursement level for treatment
procedures using the EECP® therapy system is determined to be inadequate, it would adversely affect our business,
financial condition and results of operations. Moreover, we are unable to forecast what additional legislation or
regulation, if any, relating to the health care industry or Medicare coverage and payment level may be enacted in the
future, or what effect such legislation or regulation would have on our business.

Application to Expand Medicare Coverage to include Class II Angina and Class II/IIl CHF

On May 31, 2005, we submitted to CMS, and on June 20, 2005, CMS accepted our application for expansion of
reimbursement coverage of EECP® therapy to include patients with NYHA Class II/III stable heart failure symptoms
with an ejection fraction of less than or equal to 35%, i.e. chronic, stable, mild-to-moderate systolic heart failure as a
primary indication, as well as patients with CCSC 11, i.e. chronic, stable mild angina.

On March 20, 2006, CMS issued their Decision Memorandum regarding the applications with the opinion “that the
evidence is not adequate to conclude that external counterpulsation therapy is reasonable and necessary for the
treatment of”” the additional indications as requested. They did, however, reiterate in the Decision Memorandum that
“Current coverage as described in Section 20.20 of the Medicare National Coverage Determination (NCD) manual will
remain in effect” for refractory angina patients. We had subsequently submitted to CMS more data and publications
from our PEECH™ study and were advised to continue to gather more clinical evidence for future submission.

Based on the new clinical evidence in the past five years, we have started an initiative campaigning for a positive
medical necessity decision in support of the use of EECP® therapy in the treatment of heart failure. At the same time,
we will continue to educate the marketplace that EECP® therapy is a therapy for ischemic cardiovascular disease and
that patients with a primary diagnosis of heart failure, diabetes, peripheral vascular disease, etc., are also eligible for
reimbursement under the current coverage policy, provided the primary indication for treatment with EECP® therapy
is angina or angina equivalent symptoms and the patient satisfies other listed criteria.

Coverage with Other Third-Party Payers

Since the establishment of reimbursement for EECP® therapy by the federal government, an increasing number of

private third-party payers have routinely provided coverage for the use of EECP® therapy for the treatment of angina

and have issued positive coverage policies, which are generally similar to Medicare’s coverage policy in scope. In
addition, some third-party payers began limited coverage of EECP® therapy for the treatment of CHF. On the other

hand, there are private insurance carriers that continue to adjudicate EECP® treatment claims on a case-by-case basis.

We continue to pursue a constructive dialogue with many private insurers for the establishment of positive and
expanded coverage policies for EECP® treatment that include CHF patients and have engaged a consulting firm to
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assist us in co-sponsoring a study with a major commercial healthcare third-party payer demonstrating the efficacy,
efficiency, and/or cost effectiveness of EECP® therapy for NYHA Class II/III heart failure.

If there were any significant reduction in the availability of third-party private insurers or the adequacy of the
reimbursement level for treatment procedures using the EECP® therapy system, it would adversely affect our
business, financial condition and results of operations. Moreover, we are unable to forecast what additional legislation
or regulation, if any, relating to the health care industry or third-party private insurers’ coverage and payment levels
may be enacted in the future or what effect such legislation or regulation would have on us.

12
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Reimbursement in International Markets

The reimbursement environment for EECP® therapy in international markets is fragmented and coverage varies. Our
reimbursement strategy has changed to be more proactive and create opportunities through our distribution
partners. Our current efforts on behalf of EECP® therapy in both the private and public healthcare sectors of selected
international markets are being initiated jointly by the company and its distributors in their designated territories. We
do not anticipate a significant impact on financial performance in the next fiscal year, given the long lead time from
submission to approval of international dossiers for each reimbursement authority.

Other Medical Equipment

In our effort to diversify our medical equipment offering, in May 2008 we first obtained exclusive distribution rights
for the BIOXTM series ECG Holter and ambulatory blood pressure monitoring products in the North American
market. Between April 2009 and June 2011 the Company received multiple 510(k) clearances from the US FDA for
various BIOX series ECG Holter, ambulatory blood pressure and combination monitors. The Company now offers a
complete line of BIOXTM series diagnostic products for ambulatory monitoring needs.

In September 2011, the Company acquired BIOX and now includes its operations in its consolidated financial
results. In combination with BIOX, the Company is also promoting its joint R&D and manufacturing capabilities to
secure OEM opportunities in the United States as well as pursuing international sales opportunities for the product line
through its global distribution channel.

The growing market for ECG Holter and ambulatory blood pressure monitoring products worldwide is expected to
exceed $150 million by 2015. While there are multiple competitors in the marketplace, we believe that due to certain
special features of our products, and through our sales and marketing efforts in niche markets, we will increase sales
revenue and create opportunities for other products the Company manufactures or distributes.

The BIOXTM series ECG Holter and ambulatory blood pressure monitoring products are manufactured by Biox
Instruments Co. Ltd. (BIOX) in Wuxi, China, under the current Good Manufacturing Practice (¢cGMP) requirements
as set forth in the FDA Quality System Regulation as well as ISO 13485 standard, the international quality standard
for medical device manufacturers. Biox’s manufacturing facility has also been certified to conform to full quality
assurance system requirements of the EU Medical Device Directive and other requirements by various government
authorities. These medical products have been classified by the U.S. FDA as Class II products.

Additionally, the Company continues to distribute a line of private label patient management products first introduced
in April 2009. These products include the hand held EZ ECG™ Monitor, the EZ O2™ Adult and EZ O2™ Pediatric Pulse
Oximeters, and the EZ O2™ Wrist Oximeter.

Strategic Objectives
Our short- and long-term plans for the growth of the Company and its stockholder value are:
a) Maintain and grow our equipment business, by
i) Continuing to align the cost structure with revenue growth, including increased funding of marketing initiatives;

ii) Expanding our direct sales force to significantly increase revenue, particularly from EECP® equipment and service
sales; and

i) Increasing our international efforts to grow international sales of all our device offerings; and
iv) Pursuing accretive acquisitions of medical device companies in the international marketplace.
b) Continue to diversify our product offerings, by
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i) Identifying and introducing other medical device products and opportunities that fit into our target market; and
i) Working with select partners to develop our medical device OEM business.
c) Work with consultants to expand reimbursement coverage for EECP® therapy, by

i) Submitting up-to-date treatment effectiveness data and cost saving evidence to CMS and third party payers for
consideration of EECP® as a first line treatment option for angina and for expansion of coverage to include heart
failure; and

ii)Possibly conducting clinical trials to expand coverage, including the potential use of EECP® as a treatment for
other ailments including diabetes, chronic kidney disease, and erectile dysfunction.

d)Maintain and improve business performance in our sales representation segment by expanding the GE Healthcare
product modalities we represent, and possibly building new teams to represent other vendors.

13
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The above-listed strategic objectives are forward-looking statements. We review, modify and change our strategic
objectives from time to time based upon changing business conditions. There can be no assurance that we will be able
to achieve our strategic objectives and, even if these results are achieved, risks and uncertainties could cause actual
results to differ materially from anticipated results. Financial resource availability may reduce our ability to achieve
these strategic objectives. Please see the section of this Form 10-K entitled “Risk Factors” for a description of certain
risks, among others that may cause our actual results to vary from the forward-looking statements.

Intellectual Properties

We own eleven US patents including eight utility patents and three design patents that expire at various times between
now and 2023. We will from time to time file other patent applications regarding specific enhancements to the current
EECP® models, future generation products, and methods of treatment in the future. Moreover, trademarks have been
registered for the names “EECP”, “AngioNew”, “Natural Bypass”, “Vasomedical”, “Vasomedical EECP” and “VasoHealthcar

Through our China-based subsidiaries, we own three utility patents and various trademarks. We also own five
software copyright certificates in China, related to Holter ECG and ambulatory blood pressure data analysis. We
pursue a policy of seeking patent protection, both in the US and abroad, for our proprietary technology. We believe
that we have a solid patent foundation in the field of external counterpulsation devices and that the number of patents
and applications demonstrates our technical leadership, dating back to the mid-1980s. Our patent portfolio focuses on
the areas of external counterpulsation control and the overall design and arrangement of the external counterpulsation
apparatus, including the console, treatment bed, fluid distribution, and inflatable cuffs. None of our current
competitors have a significant patent portfolio in the area of external counterpulsation devices.

There can be no assurance that our patents will not be violated or that any issued patents will provide protection that
has commercial significance. As with any patented technology, litigation could be necessary to protect our patent
position. Such litigation can be costly and time-consuming, and there can be no assurance that we will be
successful. The loss or violation of our EECP® patents and trademarks could have a material adverse effect upon our
business.

Employees
As of December 31, 2011, we employed approximately 175 full-time persons, of which 28 are employed through our
facility in Westbury, New York, 82 through our VasoHealthcare subsidiary and 65 are in China. None of our

employees are represented by a labor union. We believe that our employee relations are good.

The Company also uses several part-time employees and consultants from time to time for various purposes.
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Manufacturing

Vasomedical Solutions maintains its manufacturing facility in the Westbury, NY location to satisfy domestic and
international needs for the TS4 and Lumenair EECP® systems, and Vasomedical Global operates production facilities
at the Life Enhancement Technology Co. Ltd. (LET) and BIOX facilities in China. LET manufactures AngioNew®
and Lumenair EECP® systems and Biox manufactures ambulatory monitoring devices. Our VasoHealthcare
subsidiary maintains an office in Greensboro, North Carolina.

All manufacturing operations are conducted under the current Good Manufacturing Practice (cGMP) requirements as
set forth in the FDA Quality System Regulation as well as ISO 13485 standard, the international quality standard for
medical device manufacturers. We are also certified to conform to full quality assurance system requirements of the
EU Medical Device Directive and can apply CE marking to all of our current product models. Lastly, we are certified
to comply with the requirements of the Canadian Medical Device Regulations (CMDR) and, for all our EECP
systems, with all UL safety requirements. All these regulations and standards subject us to inspections to verify
compliance and require us to maintain documentation and controls for the manufacturing and quality activities.

We believe our manufacturing capacity and warehouse facility are adequate to meet the current and immediately
foreseeable future demand for the production of our medical devices. We believe our suppliers of the other medical
devices we distribute or represent are capable of meeting our demand for the foreseeable future.

Recent Development

We have scheduled a meeting with GEHC to discuss the recent resignations of three members of management of our
Vaso Healthcare subsidiary, including its Chief Operating Officer. The COO resigned effective immediately and the
other two members of management resigned effective mid-May 2012. While the Company is in the process of filling
these positions, and has engaged on an interim basis a consultant to supervise the business operations, we will be
discussing with GEHC, among other things, the impact of these resignations on the GEHC relationship. The
agreement with GEHC remains in full force and effect.

ITEM 1A - RISK FACTORS

Investing in our common stock involves risk. You should carefully consider the following information about these
risks together with the other information contained in this Annual Report on Form 10-K. If any of the following risks
actually occur, our business could be harmed. This could cause the price of our stock to decline, and you may lose part
or all of your investment.

Financial Risks

The sustainability of the profit achieved in the current period is dependent on several factors.

Our ability to sustain the profitability achieved in the current period is dependent on many factors, primarily being the
sufficient and timely generation and recognition of revenue in our Sales Representation segment, the success of our
marketing and sales efforts in the Equipment segment, as well as the success of our other strategic initiatives,
including our China acquisitions.

Risks Related to Our Business

We currently derive a significant amount of our revenue from our agreement with GEHC and currently our continued
growth is dependent on this agreement.
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On May 19, 2010, we signed a sales representation agreement with GEHC, the healthcare business unit of the General
Electric Company, for the sale of select GEHC diagnostic imaging products. Under the GEHC Agreement, we have
been appointed the exclusive representative for these products to specific market segments in the 48 contiguous states
of the United States and the District of Columbia. The GEHC Agreement has an initial term of three years
commencing July 1, 2010, subject to extension and also subject to earlier termination under certain circumstances.

The significant amount of our current period and fiscal 2011 revenue and net income arose from activities under this
contract. Moreover, our growth depends partially on the territories assigned to VasoHealthcare by GEHC, and thus
relies on our ability to demonstrate our added value as a channel partner, and maintain a positive relationship with
GEHC. There is no assurance that the agreement will be renewed before it expires or terminated prior to its expiration
pursuant to its termination provisions. Should GEHC terminate or not renew the agreement, it would have a material
adverse effect on our financial condition and results of operations. See also Recent Development above.
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We are materially dependent on the expansion of medical reimbursement for treatment procedures using EECP®
therapy in order to achieve significant growth in the domestic EECP® market.

The growth of our domestic EECP® business is dependent on current medical reimbursement policies, which provide
coverage for a restricted class of heart patients. While we continue our dialogue with CMS and commercial payers to
obtain expanded coverage for EECP® therapy, there is no assurance that the Company will succeed in such efforts.

If we do not receive expanded medical coverage for the use of EECP® therapy, it will adversely affect our domestic
EECP® therapy business.

Material changes in the availability of Medicare, Medicaid or third-party reimbursement at adequate price levels could
adversely affect our domestic EECP® business.

Health care providers, such as hospitals and physician private practices in the U.S., that purchase or lease medical
devices such as the EECP® therapy system for use on their patients generally rely on third-party payers, principally
Medicare, Medicaid and private health insurance plans, to reimburse all or part of the costs and fees associated with
the procedures performed with these devices. If there were any significant reduction in the availability of Medicare,
Medicaid or other third-party coverage or the adequacy of the reimbursement level for treatment procedures using the
EECP® therapy system, it would adversely affect our domestic EECP® business, financial condition and results of
operations. Moreover, we are unable to forecast what additional legislation or regulation, if any, relating to the health
care industry or Medicare or Medicaid coverage and payment level may be enacted in the future or what effect such
legislation or regulation would have on our business. Even if a device has FDA clearance, Medicare, Medicaid and
other third-party payers may deny reimbursement if they conclude that the device is not “reasonable and necessary”
according to their criteria. In addition, reimbursement may not be at, or remain at, price levels adequate to allow
medical professionals and hospitals in the U.S. to realize an appropriate return on the purchase of our products.

Increased acceptance of EECP® therapy by the medical community is important for the growth of our EECP®
business.

While positive evaluations of the application of EECP® therapy continue to appear in presentations at major scientific
meetings and in peer-reviewed publications each year, there is still skepticism concerning EECP® therapy
methodology. The American Heart Association and the American College of Cardiology Practice Guidelines currently
list EECP® as a therapy currently under investigation for treatment of heart failure and have a classification rating of
IIb as a treatment for angina patients who are refractory to medical therapy and are not candidates for percutaneous
coronary intervention (PCI) or coronary artery bypass grafting (CABG). A classification rating of IIb indicates the
usefulness/efficacy of EECP® therapy is less well established by evidence/opinion. The medical community utilizes
these guidelines when considering the various treatment options for their patients. Certain cardiologists, in cases
where the EECP® therapy is a viable alternative, still appear to prefer percutaneous coronary interventions (e.g.
balloon angioplasty and stenting) and cardiac bypass surgery for their patients. Additional evidence regarding the
efficacy of EECP® therapy continues to evolve, however the evidence may not be sufficient to warrant a modification
of these guidelines to a more favorable recommendation and increased acceptance by the medical community. We are
dependent on consistency of favorable research findings about EECP® therapy and increasing acceptance of EECP®
therapy as a safe, effective and cost effective alternative to other available products by the medical community for
growth.

We face competition from other companies and technologies.
We compete with other companies that market medical devices in the global medical device marketplace. We do not
know whether these companies, or other potential competitors who may be developing medical devices, may succeed

in developing technologies or products that are more efficient than those offered by us, and that would render our
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technology and existing products obsolete or non-competitive. Potential new competitors may also have substantially
greater financial, manufacturing and marketing resources than those possessed by us. In addition, other technologies
or products may be developed that have an entirely different approach or means of accomplishing the intended
purpose of our products. Accordingly, the life cycles of our products are difficult to estimate. To compete
successfully, we must keep pace with technological advancements, respond to evolving consumer requirements and
achieve market acceptance.
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We may not continue to receive necessary FDA clearances or approvals, which could hinder our ability to market and
sell our products.

If we modify our medical devices and the modifications significantly affect safety or effectiveness, or if we make a
change to the intended use, we will be required to submit a new premarket notification, or 510(k), to FDA. We would
not be able to market the modified device in the U.S. until FDA issues a clearance for the 510(k).

Additionally, if FDA publishes a regulation requiring a premarket approval (PMA) application for the medical devices
we market, we would then need to submit a PMA, and have it filed with the agency, by the date specified by FDA in
its regulation. A PMA requires us to prove the safety and effectiveness of a device to the FDA. The process of
obtaining PMA approval may require a clinical study and is expensive, time-consuming, and uncertain. If we did
obtain PMA approval, any change after approval affecting the safety or effectiveness of the device will require
approval of a PMA supplement.

If we offer new products that require 510(k) clearance or PMA approval, we will not be able to commercially

distribute those products until we receive such clearance or approval. Regulatory agency approval or clearance for a

product may not be received or may entail limitations on the device’s indications for use that could limit the potential
market for the product. Delays in receipt of, or failure to obtain or maintain, regulatory clearances and approvals,

could delay or prevent our ability to market or distribute our products. Such delays could have a material adverse

effect on our equipment business.

If we are unable to comply with applicable governmental regulations, we may not be able to continue certain of our
operations.

We also must comply with current Good Manufacturing Practice (cGMP) requirements as set forth in the Quality
System Regulation (QSR) to receive FDA approval to market new products and to continue to market current
products. The QSR imposes certain procedural and documentation requirements on us with respect to manufacturing
and quality assurance activities, including packaging, storage, and record keeping. Our products and activities are
subject to extensive, ongoing regulation, including regulation of labeling and promotion activities and adverse event
reporting. Also, our FDA registered facilities are subject to inspection by the FDA and other governmental authorities.
Any failure to comply with regulatory requirements could delay or prevent our ability to market or distribute our
products. Violation of FDA statutory or regulatory requirements could result in enforcement actions, such as voluntary
or mandatory recalls, suspension or withdrawal of marketing clearances or approvals, seizures, injunctions, fines, civil
penalties, and criminal prosecutions, all of which could have a material adverse effect on our business. Most states
also have similar post-market regulatory and enforcement authority for devices.

Our operations in China are also subject to the laws of the People’s Republic of China with which we must be in
compliance in order to conduct these operations.

We are subject to various federal, state and local laws targeting fraud and abuse in the healthcare industry, including
anti-kickback and false claims laws.

We cannot predict the nature of any future laws, regulations, interpretations, or applications, nor can we predict what
effect additional governmental regulations or administrative orders, either domestically or internationally, when and if
promulgated, would have on our business in the future. We may be slow to adapt, or we may never adapt to changes
in existing requirements or adoption of new requirements or policies. We may incur significant costs to comply with
laws and regulations in the future or compliance with laws or regulations may create an unsustainable burden on our
business.
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We may not receive approvals by foreign regulators that are necessary for international sales.

Sales of medical devices outside the United States are subject to foreign regulatory requirements that vary from
country to country. Premarket approval or clearance in the United States does not ensure regulatory approval by other
jurisdictions. If we, or any international distributors, fail to obtain or maintain required pre-market approvals or fail to
comply with foreign regulations, foreign regulatory authorities may require us to file revised governmental
notifications, cease commercial sales of our products in the applicable countries or otherwise cure the problem. Such
enforcement action by regulatory authorities may be costly.

In order to sell our products within the European Union, we must comply with the European Union’s Medical Device
Directive. The CE marking on our products attests to this compliance. Future regulatory changes may limit our ability
to use the CE mark, and any new products we develop may not qualify for the CE mark. If we lose this authorization
or fail to obtain authorization on future products, we will not be able to sell our products in the European Union.

We depend on suppliers for the supply of certain products.

While we now manufacture our own EECP® product through one of our recent China acquisitions, we still depend on
certain suppliers for parts, components and certain finished goods. While we do not foresee any difficulties in timely
receiving products at competitive prices, the inability of not receiving products in timely fashion or at competitive
prices would adversely affect our business. In addition, as a GEHC channel partner, we could be negatively impacted
by interruptions or delays to equipment installations, production and quality issues, and other customer concerns
related to GEHC.

We depend on management and other key personnel.

We are dependent on a limited number of key management and technical personnel. The loss of one or more of our
key employees may harm our business if we are unable to identify other individuals to provide us with similar
services. We do not maintain “key person” insurance on any of our employees. In addition, our success depends upon
our ability to attract and retain additional highly qualified sales, management, manufacturing and research and
development personnel in our various operations. We face competition in our recruiting activities and may not be able
to attract or retain qualified personnel.

We may not have adequate intellectual property protection.

Our patents and proprietary technology may not be able to prevent competition by others. The validity and breadth of
claims in medical technology patents involve complex legal and factual questions. Future patent applications may not
be issued, the scope of any patent protection may not exclude competitors, and our patents may not provide
competitive advantages to us. Our patents may be found to be invalid and other companies may claim rights in or
ownership of the patents and other proprietary rights held or licensed by us. Also, our existing patents may not cover
products that we develop in the future. Moreover, when our patents expire, the inventions will enter the public
domain. There can be no assurance that our patents will not be violated or that any issued patents will provide
protection that has commercial significance. Litigation may be necessary to protect our patent position. Such litigation
may be costly and time-consuming, and there can be no assurance that we will be successful in such litigation.

The loss or violation of certain of our patents and trademarks could have a material adverse effect upon our business.
Since patent applications in the United States are maintained in secrecy until such patent applications are issued, our
current product development may infringe patents that may be issued to others. If our products were found to infringe

patents held by competitors, we may have to modify our products to avoid infringement, and it is possible that our
modified products would not be commercially successful.
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We do not intend to pay dividends in the foreseeable future.

We do not intend to pay any cash dividends on our common stock in the foreseeable future.
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Risks Related to Our Industry

Our growth could suffer if the markets into which we sell products decline, do not grow as anticipated or experience
cyclicality.

Our growth depends in part on the growth of the healthcare markets which we serve. Our quarterly sales and profits

depend substantially on the volume and timing of orders installed during the fiscal quarter, and the installation of such

orders is difficult to forecast. Product demand is dependent upon the customer’s capital spending budget as well as
government funding policies, and matters of public policy as well as product and economic cycles that can affect the

spending decisions of these entities. These factors could adversely affect our growth, financial position, and results of

operations.

Technological change is difficult to predict and to manage.

We face the challenges that are typically faced by companies in the medical device field. Our product line has
required, and any future products will require, substantial development efforts and compliance with governmental
clearance or approval requirements. We may encounter unforeseen technological or scientific problems that force
abandonment or substantial change in the development of a specific product or process.

We are subject to product liability claims and product recalls that may not be covered by insurance.

The nature of our manufacturing operations exposes us to risks of product liability claims and product recalls. Medical
devices as complex as ours frequently exp